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INTRODUCTION
The process of horizontal integration in the retail segment, 
which is manifested in the formation of large pharmacy 
chains, is typical for pharmaceutical companies, especially 
in recent years.

The pharmacy network can be both individual pharma-
cies (centralized networks) and their totality (holding type 
networks), united by a joint owner or on several contractual 
parameters (goals, means, brand, etc.). However, holding 
pharmacy networks may include dozens of licensees. 
This type of integration has both several advantages (the 
possibility of promotional projects, a system of discounts 
and bonuses, etc.) and disadvantages. One of the most 
significant disadvantages of the existence of pharmacy 
chains, particularly if they occupy a large market share, is 
the monopoly on the retail sale of medicines and, conse-
quently, the process of uncontrolled pricing of medicines 
[1]. Besides, the researchers emphasize, pharmacy chains 
cannot provide adequate quality of services [2].

This state of affairs among European countries is most 
common in Ukraine and, until recently, these problems 
existed in Poland and Hungary. However, these countries 
have timely amended their legislation to improve phar-
maceutical care quality and combat monopolies among 
pharmacies. Given that the pharmacist is in direct contact 
with the patient, these countries have embarked on the 
path of establishing pharmaceutical activity as a profes-
sional and have established special requirements for the 
founders of pharmacies. However, most EU countries, in 

particular Germany, have never abandoned the principle 
of professionalism, i.e., the principle of “one pharmacist - 
one pharmacy”.

THE AIM
To research the consequences of pharmacy chains monop-
olization and establishment of legal means of neutralization 
of such consequences.

MATERIALS AND METHODS 
The study is based on acts of the European Union, the 
United States, and Ukraine and international regulations 
and documents on health care. The study's materials were 
the results of a questionnaire survey of managers and spe-
cialists in a pharmacy on marketing contracts. The views of 
scientists on the above issue were also studied. The study 
analyzes generalized information from scientific journals 
using scientific methods from a medical and legal perspec-
tive. Among the main research methods are systematic 
approach, analytical, statistical, comparative, dialectical, 
graphical, and a questionnaire survey of respondents.

RESULTS AND DISCUSSION
It should be noted that many European countries have 
an active policy of combating pharmacy chains, provide 
the opportunity to open a pharmacy only to professionals 
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with specialized education, and impose restrictions on the 
number of pharmacy enterprises by various criteria. Also, 
scientists believe that chain pharmacies are expanding in 
many low and middle-income countries [3].

The fact is that unlike other activities: we do not choose 
drugs, but we are prescribed them. Furthermore, the phar-
macy is, first of all, a health care institution, not a trading 
enterprise, and the primary purpose of the pharmacy, like 
any health care institution, is to perform the functions of 
medical care as one of the chains of ensuring the right to 
health. Therefore, most EU countries set professionalism 
requirements for pharmacy activities, not only for phar-
macy workers but also for pharmacy founders, limiting 
their number depending on population and pedestrian 
accessibility.

Thus, the report of the WHO European Bureau on the 
legal and regulatory status of pharmacy (The legal and reg-
ulatory framework for community pharmacies in the WHO 
European Region) [4] refers to the existing restrictions on 
the specifics of doing business in the pharmacy segment.

The first thing to pay attention to is the qualification 
restrictions on the right to own pharmacies. For exam-
ple, in Germany, Estonia, Finland, France, Luxembourg, 
Austria, Poland, Slovenia, Spain, Hungary, in Cyprus, 
pharmacies are owned only by specialists (pharmacists). 
Moreover, the European Court in 2009 (on the example 
of Germany and Italy) concluded that the guarantee of 
freedom of enterprise and free movement of capital are 
not obstacles to the prohibition at the national legislation 
level of pharmacy ownership for non-pharmacists (Case 
C-531/06) [5]. A Member State has the right to consider 
a pharmacy headed by a non-pharmacist as posing a risk 
to public health.

The WHO European Office then draws attention to the 
existing restrictions on the number of pharmacies.

Thus, in Bulgaria, Estonia, France, Hungary, Poland, 
Portugal, there are restrictions – no more than four phar-
macies per owner. Multiple ownership is prohibited in 
Denmark, Finland, Germany, Spain, Turkey, Monaco. In 
virtually all EU countries, there are population restrictions 
per pharmacy. Also, there are other restrictions, including 
the availability of pedestrian accessibility, a ban on com-
munication with medical representatives, and so on.

The results of the analysis of the requirements for the im-
plementation of pharmacy activities in different European 
countries are analyzed and presented in table 1.

It should also be noted that in most European countries, 
there are restrictions on demographic and / or geograph-
ical criteria. Attention is also paid to the management of 
pharmacies; in most cases, it is pharmacists who are also 
the founders of these pharmacies [6]. In such conditions, it 
is necessary to mention the experience of some European 
countries and, even not those where the principle “one 
pharmacist - one pharmacy” continues to operate today. 
These are the countries that first followed the deregulation 
path and then came to their senses, particularly Poland 
and Hungary.

In fact, all pharmaceutical specialists know about the 
experience of Poland. The key elimination of deregulation's 
consequences began in Poland with the adoption of the Law 
of the Republic of Poland “On Amendments to the Law” 
On Pharmaceutical Law “of 06.09.2001” of 07.04.2017. It 
amended the Law of the Republic of Poland “On Pharma-
ceutical Law” of 06.09.2001 [7].

The main message is the following requirements: 1) a 
pharmacy license can be issued if the number of residents 

Table 1. Results of the analysis of the requirements for the implementation of pharmacy activities in different European countries

Name of 
country

Qualification 
requirements 
for founders

Requirements for 
the qualification of 
the management of 

pharmacies

Requirements for 
the geographical 

location of 
pharmacies

Demographic 
requirements

Limiting the number 
of pharmacies per 

pharmacy operator

Austria yes yes 500 m. 5500 persons 4 pharmacies

Hungary Yes Yes 250 m. 4000 – 4500 persons 4 pharmacies

Italy Yes Yes 200 m. 3000 – 5000 persons absent

France Yes Yes No 2500 – 3000 persons 4 pharmacies

Spain Yes Yes 250 m. 2800 persons 4 pharmacies

Estonia No Yes 500 m. 3000 persons 4 pharmacies

Germany Yes Yes No No 4 pharmacies

Finland Yes Yes certain territory No 4 pharmacies

Cyprus Yes Yes certain territory No 1 pharmacy

Denmark Yes Yes certain territory No 1 pharmacy

Latvia Yes Yes 500 m. 3000 persons No
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per public pharmacy in the area is at least 3000 people as 
of the date of application (for a license), and the distance 
between the planned location pharmacy and the nearest 
pharmacy is at least 500 meters in a straight line; 2) phar-
macy management can be carried out only professionally 
based on a pharmacy license. 

However, not many people remember that in Poland, 
until 2008, only a pharmacist by education could manage 
one pharmacy. However, in 2008-2017 there was a redis-
tribution in favor of massive pharmacy chains. And it was 
then that the citizens of Poland felt the deterioration of the 
quality of pharmaceutical services.

That is, Poland and Ukraine's pharmacy market, where 
for some period of time was formed according to a single 
scenario.

At the same time, the example of Hungary was the 
impetus for Poland to make changes. From 2007 to 2010, 
Hungary followed a course of market deregulation. Accord-
ing to analysts, such a policy has helped create a healthy 
competitive environment and lower pharmaceuticals 
prices. However, the Hungarian government drew other 
conclusions: it was decided at a high level that deregulation 
had led to a reduction in the quality of service in pharma-
cies, as well as to their availability in rural areas and, as a 
result, in Hungary, the rules of operation in the Hungarian 
pharmacy market changed in 2011.

Thus, according to the new version of the law “Gyftv” [8] 
in Hungary to own a pharmacy was allowed only to a phar-
macist (during the period of market deregulation, anyone 
could open a pharmacy). And those owners who managed 
to open a pharmacy business during the legislative “thaw”, 
but do not have the appropriate diploma, are ordered to 
sell or close it by early 2017. The distance between phar-
macies must now be at least 300 m; one pharmacy serves 
4.5 thousand inhabitants. In large cities, the requirements 
are a little softer: the distance between pharmacies - at 
least 250 m, and one pharmacy has 4 thousand inhabitants.

Compared to other sectors of the economy, it is no secret 
that the pharmaceutical industry is the least vulnerable to 
the crises that have occurred in recent years.

However, in Ukraine, there are different views on the 
prospects for further development of the retail pharma-
cy market. Moreover, the most exciting thing is that the 
pharmaceutical market subjects and the subjects of retail 
pharmacy networks have contradictory plans for further 
coexistence.

Thus, the hidden monopolization of pharmacy chains, 
the creation of unfavorable conditions for small pharma-
cies that do not withstand unfair competition, the further 
destruction of municipal and state pharmacy networks, 
with their gradual depletion in rural areas, lead to the final 
consolidation in the retail pharmacy market of several final 
beneficiaries which actually own retail pharmacy chains 
in the Ukrainian market. Furthermore, it is they who are 
currently deciding the fate of pharmaceutical manufactur-
ers and distributors. As a result, the price of medicines in 
Ukraine is inflated by almost 50 percent due to the cost of 
so-called marketing services, according to the Antimonop-

oly Committee of Ukraine in a letter №126-29 / 01-14481 
dated November 8, 2019, addressed to the “Patients of 
Ukraine” Charitable Foundation. Besides, the official of 
the Antimonopoly Committee of Ukraine drew attention 
to the well-known concept of the so-called power of the 
buyer (the drug manufacturer), i.e., a situation where there 
seem to be no signs of monopoly (dominant) position, but 
in negotiations, such a buyer is stronger than the seller. She 
added: “Unfortunately, no one has yet developed a truly 
effective way to combat such manifestations through the 
tools of competition law” [9].

That raises a few questions: what are the services causing 
such a significant increase in the cost of medicines? Who 
sets the price of medicines, and do marketing services really 
affect the structure of the pharmacy market? With whom 
contracts for marketing services are concluded, and who 
initiates their conclusion?

The task of marketing contracts is to provide services 
to promote drugs, primarily the manufacturer who has 
entered into a “marketing agreement” with the pharmacy. 
Furthermore, here the question arises: how should a phar-
macy, which, according to current legislation, is a health 
care institution, increase sales of certain drugs? Doesn't 
this mean that the pharmacist by communicating directly 
with the patient during the release of medicines, undertakes 
to promote specific products? The situation regarding the 
prescription drugs is more than strange: any promotion 
of them by advertising, placement in the service hall in 
shop windows, in glass and open cabinets, as well as selling 
without a prescription in Ukraine is officially prohibited.

Researchers of Poltava Law Institute, together with 
representatives of the pharmaceutical and medical com-
munity in 2019 - 2020, conducted a survey of pharmaceu-
tical workers in the Poltava region in order to determine 
criteria for purchasing pharmaceutical products from 
manufacturers. As a result, there are trends in the purchase 
of pharmaceutical products depending on the amount of 
interest on the purchased pharmaceutical products, which 
is related to the volume of purchased goods. Purposeful 
selection of respondent experts was carried out, taking into 
account the following main factors: high level of education 
and qualification, availability of the necessary professional 
experience, and the ability to influence the purchase of 
pharmaceutical products. In accordance with the purpose 
of the study, respondents were interviewed on the fact of 
concluding marketing agreements, involving intermediar-
ies in concluding marketing agreements, and establishing 
criteria for suppliers of pharmaceutical products depending 
on the terms of marketing agreements.

The majority of respondents indicated that they actively 
offer marketing contracts for concluding, for example, the 
following companies with foreign capital: Mega Livesciences, 
MOVI HELLS, Organistin LTD, Abbott Ukraine, GLED-
PHARM LTD, Asino Ukraine, Alpen Pharma AG, Astrap-
harm, Unipharm Ukraine, Medo Bayer, Unipharm Ukraine, 
Dolphi Ukraine, Konark Intermed, Nobel Ilach Sanai Ve Ti-
caret Anonymous Shirketi, Polpharma, Stada Ukraine, Reckitt 
Benkiser Ukraine, etc. Interestingly, Asino Ukraine includes 
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such prescription drugs as Diocor Solo in tablets, Lamotrin, 
Levocord Retard Asino among GLADPHARM LTD, and 
such prescription drugs are included in GLEDPHARM LTD. 
as “Fanigan” in tablets. That is, there is a promotion of goods 
that a priori are not subject to the promotion.

Among domestic manufacturers and importers of 
pharmaceutical products, such companies as Phyto Lek 
LLC, PJSC Khimpharmzavod Chervona Zirka PJSC, Kyiv 
Vitamin Plant PJSC, Astrapharm LLC, Novalik Pharm 
LLC, LLC “Production and trading company Sarepta“, 
LLC ”Micropharm“, LLC "Ternopharm“, LLC ”Medico“, 
LLC "Pharma House“, LLC ”Medical Center MTK“, PJSC   
Research and Production Center Borshchahiv Chemi-
cal-Pharmaceutical Plant, 1A Diagnostic Company LLC, 
PJSC Lubnipharm, Agropharm LLC, etc. are actively offer-
ing marketing contracts to pharmacy chains for concluding 
marketing agreements.

PJSC “Kyiv Vitamin Plant” offers an impressive form of 
payment for marketing agreements: 75 multiplied by the num-
ber of units of goods and the number of pharmacies (in the 
presence of 100 pharmacies 750 000 UAH paid to the owner of 
the pharmacy network for 100 items, which is approximately 
45 thousand euros). And for example, PJSC “Lubnipharm” 
offers from 15 to 25 percent surcharge for the goods received 
under marketing contracts to pharmacy chains.

A separate part of importers, domestic manufacturers, 
marketing organizations enters into marketing agreements 
with pharmacy chains through intermediaries under the 
“gray schemes.” For example, Olive Pharm Service LLC, B2B 
Pharm LLC, B2B Pharm Service LLC, B2B Pharm Company 
LLC, B2B Pharm Group LLC. All of these companies have 
the same final beneficiaries and/or related parties.

The second part of marketing organizations, namely 
LLC “Pharm-Rost Plus,” LLC “Spectrum Pharm”. The final 
beneficiaries are the second group of related parties.

Under the same schemes LLC “OMP Marketing”, 
LLC “Galapharm”, LLC “TMSKO”, LLC “Armantis”, LLC 
“Medlist Marketing”, LLC “Smart Pharma” are working.

It should be noted that the initiators of marketing agree-
ments, along with the owners of pharmacy chains, are phar-
maceutical manufacturers and / or their representatives.

Thus, according to the Antimonopoly Committee of 
Ukraine set out in the recommendations of the Ministry 
of Health dated 16.09.2018, which by the way have not 
been implemented, it is recorded that the initiators of 
such marketing are importers, domestic manufacturers, 
marketing organizations, and some pharmacy chains “[10].

At the same time, importers, domestic manufacturers, 
marketing organizations enter into marketing agreements 
with pharmacy chains both independently and through 
intermediaries.

Returning to the real state of affairs in Ukraine, we note 
that, as a survey of middle managers showed, the greater 
the volume of goods of a particular manufacturer, then, 
of course, the greater the amount of payments under 
marketing contracts. Pricing in the presence of marketing 
payments, conditionally, occurs according to the following 
scheme, for example 100 + 50 = 100.

That means that the pharmacy chain or association of 
pharmacy chains buys one name of a medicinal product 
from a pharmaceutical manufacturer for UAH 100 and, 
at the same time, still receives, in addition to the goods, 
an additional 50 UAH under the marketing contract for 
recommending this item to the patient. While receiving 
such funds, it does not make sense to the pharmacy own-
er to additionally overprice the goods; he already has 50 
percent of the value of the goods, which, moreover, is not 
correctly taxed and accounted for under the “gray scheme”. 
According to one of the participants in the pharmaceutical 
market, the director of a small company “Aesculapius”: “«… 
manufacturers, in order not to remain at a loss, under the 
pressure of mega-networks and monopolized markets are 
forced to inflate the price by 40%,  and give this interest to 
mega-networks. At the same time, mega-networks have 
the opportunity to dump and thus destroy small pharmacy 
chains, which are faced with the need to purchase drugs 
from distributors at manufacturer's prices, inflated in 
connection with marketing agreements by 20-40% “[11].

However, this scheme is valid only for large volumes of 
goods, so small pharmacy chain owners cannot afford to 
use such a scheme. And they, buying goods from the man-
ufacturer at the same price, are additionally overpricing 
them to cover their own costs and pay the appropriate 
taxes. As a result, they do not withstand competition and 
are gradually eliminated. If they continue their activities, 
then mainly in rural areas, where large pharmacy chains 
are not very profitable.

According to Proxima Research, the average revenue of 
one pharmacy of a legal entity is UAH 455.6 thousand per 
month, and a pharmacy owned by a private entrepreneur – 
only 140.4 thousand UAH per month [12]. And the reason 
for the big difference in revenue is not only in the place-
ment of pharmacies, but a more important reason is the 
conclusion of so-called marketing agreements. Simply no 
one concludes them with small pharmacy chains because of 
the small volume of drug sales, however, the main burden 
on the location of pharmacies in sparsely populated areas 
is borne by them.

In fact, the description of this scheme provides an answer 
to the question: who exactly forms the prices? Our hypoth-
esis is confirmed by other participants in pharmacy activity.

For example, the director of the Public Union “Pharmacy 
Professional Association of Ukraine” has repeatedly drawn 
attention to the fact that the final cost of drugs is never 
formed in the pharmacy. Most of all, the formation of 
their value, he rightly believes, is influenced by the man-
ufacturer [13]. He believes that prices depend only on the 
manufacturer [14].

And indeed, the price is truly formed by the manufactur-
er of pharmaceutical products, while the retail markup of 
the pharmacy remained fixed - up to 15 percent. However, 
the question remains: why should a manufacturer invest 
up to 50 percent of their cost in the pricing of medicines in 
order to pay individual pharmacies under “gray” schemes 
for so-called marketing services? And why don't all phar-
macies get paid for marketing services?
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To answer this question, let us analyze the structure of 
the pharmacy market of Ukraine:
1)  Under the brand “Apteka nyzkykh tsin”, which unites 

18 legal entities in different regions of Ukraine operates 
900 pharmacies [15], under the logo “ANTs”, “Apteka 
nyzkykh tsin”, “Blagodiya”, “Kopiyka”.

The founders and ultimate beneficiaries of these entities 
are related parties.
2)  The private company “Gamma-55” has a brand “Phar-

macy Network 9-1-1” [16] and according to the appli-
cation PharmXplorer of company “Proxima Research”, 
it can be noted that these persons have 700 pharmacies 
under their control [15] , operating under the logo 
Pharmacy 9-1-1 “, “Apteka optovykh tsin”. At the same 
time, all these logos are on the facades of such subjects 
of pharmacy activity as PE «Firma Mahiia Farm», LLC 
“Apteka 97”, LLC Elroi Menedzhment, LLC “Tsentral-
na raionna apteka №16”, LLC “Danunts”, LLC “TVA-
HRUPP”, PE “Apteka 211”, LLC «Ie APTEKA». The 
ultimate beneficiaries are related parties

3)  Sirius-95 LLC, a network of pharmacies “Bazhaiemo 
zdorovia”, according to the license register, in the amount 
of 709 units [17], and according to the PharmXplorer 
application of the company “Proxima Research” - 800 
pharmacies [15] and covers all regions countries other 
than the occupied.

4)  PE “SOLOMIA-SERVICE” operates under the logo 
“Plantain”, unites 24 legal entities in different regions of 
Ukraine and has 638 pharmacies under its control [17].

5)  LLC “Pharmastor” together with LLC “Apteka dobroho 
dnya” work under the brand “Apteka dobroho dnya” 
and control according to the application PharmXplorer 
company “Proxima Research” 500 pharmacies [15].

6)  Med-Service Group LLC unites fourteen legal entities 
and controls 400 pharmacies [17].

7)  LLC “Market Universal LTD”. The company is engaged in 
pharmaceutical activities virtually throughout Ukraine. 
The company has two pharmacy chains - “D.S.” and 
“Apteka nashoho mista”, which unites five legal entities 
and controls 768 pharmacies [17].

8)  The network of pharmacies “Zdorova rodyna” consists 
of the Private Enterprise “Pharmaceutical Company” 
Zdorova rodyna”” and LLC “Pharmaceutical Company 
“Zdorova rodyna””, LLC “Salve”, LLC “Romashka” and 
controls 254 pharmacies [17].

9)  PJSC “Aptechna merezha “Farmatsiya”” controls 213 
pharmacies [17] in Odessa, Kyiv, Mykolaiv and Kherson 
regions.

10)  LLC “3i” according to the Lviv Chamber of Commerce 
and Industry has about 100 pharmacies in Lviv, Terno-
pil, Ivano-Frankivsk, Zakarpattia, Rivne, Khmelnytsky 
and Chernivtsi regions. Further, if you analyze the in-
formation sites of Lviv, in particular “LVIV ONLINE” 
[18], you can find some addresses of the network of 
pharmacies LLC “3i”, but it is interesting that at those 
addresses, pharmacies which, according to the license 
register, belong LLC “Apteka Doviry” [17], but the logos 
on the facades of these pharmacies are called “Apteka 

3i” [19]. Further interesting is the fact of the existence 
of LLC “Apteka 3i”, the legal address in Mykolaiv, the 
beneficiary of the company “Sunrise Holding Inter-
national Limited” Belize, the final beneficiary Jozelin 
Quiros, Costa Rica. Furthermore, this company's 
official partner is already known to us LLC “Apteka 
Doviry”, in which according to the License Register, 
50 pharmacies are registered [21]. In addition, among 
the partners of groups of companies “3i” there are 
[17] pharmacy chain “LLC “Lider-Zakhid”, operating 
under the logo Pharmacy “SIDUS” [17], according to 
the license register has 57 pharmacies and 8 pharma-
cies. Also among the partners there are the network of 
pharmacies “Etalon zdorovya” [17], the addresses of 
pharmacies allow to establish according to the license 
register that they belong to LLC “Firma “Medfarm”, in 
the amount of 71 pharmacies [17].

Thus, the company “3i”, including through offshore, con-
trols 186 pharmacies.
11)  LLC “Tas-Pharma” operates under the brand pharmacy 

chain “Apteka TAS” ta “Apteka pryyemnykh tsin”  and 
control 141 pharmacies [17].

12)  Volynpharm in the form of a limited liability compa-
ny - a network of pharmacies in the Western region 
of Ukraine, covers Volyn, Lviv, Rivne, Ternopil, Iva-
no-Frankivsk, Zhytomyr and Khmelnytsky regions. 
According to the License Register, it consists of 119 
pharmacies and drugstores [17].

13)  LLC “Ukrayins'kyy aptechnyy kholdynh” was estab-
lished on the basis of pharmacy chains “Dobri liky”, 
“Zdravitsa” and a subsidiary “Tsentral'na rayonna 
apteka №147” LLC “Sigma Rent”. The network of 
pharmacies “Dobri liky” includes, according to the 
license register [17] - 53 pharmacies, “Zdravytsa” - 21 
pharmacies. However, according to PharmXplorer's 
Proxima Research application [15], the LLC “Ukray-
ins'kyy aptechnyy kholdynh” controls 100 pharmacies.

14)  LLC “Rehional'na aptechna merezha Ruan”, consists, 
according to the license register of 99 pharmacies [17].

15)  Vitalux LLC, according to the license register, has 40 
pharmacies [17]. Together with this company works in 
the market of LLC “APTEKAR-GROUP”, according to 
the license register has 58 pharmacies [17], the final 
beneficiaries are related parties [18]. Both legal entities 
position themselves as a single network of pharmaceu-
tical markets and operate under the brand “Vitalux + 
APTEKAR”. A total of 98 pharmacies are under control.

16) Private enterprise “Konex” [22], place of activity - Vin-
nytsia, Chernivtsi and Khmelnytsky regions. According to 
the license register there are 63 pharmacies and drugstores 
[17].
In total, the pharmacy entities unite at least 5,595 phar-
macies, and it is only the minimum that could be estab-
lished by analyzing the activities of these entities and their 
affiliates.

Meanwhile, according to the state quality control of 
medicines [23], the number of pharmacies in the dynamics 
over the past three years can be seen in Table 2.
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The analysis of the activities of those subjects that we 
have identified is impressive. Based on the fact that one 
pharmacy's average revenue per month is 455.6 thousand 
UAH, the total amount for all pharmacies that we analyzed 
is 2,549,082,000 UAH. In total, this figure will amount to 
UAH 30,588,984,000 per month for the year, which is equal 
to 926 million 938 thousand 910 euros at the exchange rate 
of the National Bank of Ukraine.

Thus, if we conditionally deduct the 50 percent that 
these companies receive under marketing agreements, 
this figure will be UAH 15,294,492,000 or approximately 
EUR 464 million.

However, these calculations are confirmed by the in-
formation of Proxima Research in 2019, which states that 
the consolidation of pharmacy retail is actively underway 
and, over the past two years, the share of top 100 phar-
macy chains in terms of pharmacy sales in the monetary 
form increased to 74.5 percent [24 ]. It makes no sense 
to recall that most of these pharmacy companies use 
their advantages to protect their monopoly position in 
order to increase revenue from the provision of alleged 
marketing services. Moreover, it is they who dictate the 
rules of conduct in the pharmaceutical market, and, for 
the most part, pharmaceutical manufacturers are forced 
to comply with the requirements of these mega-networks 
in terms of concluding marketing agreements. That is 
why manufacturers include in the cost of medicines, the 
cost of marketing services, which reach 50 percent of the 
product's actual price. As a result, small pharmacies fail to 
compete and cease operations. In this context, the question 
arises: what will happen in the pharmacy market when 
these mega-networks finally become one hundred percent 
monopolists? It is clear that the question is rhetorical and 
does not even need an answer.

Manufacturers can be understood, says one of the sub-
jects of pharmacy. For example, two large manufacturers 
- conditionally, there are manufacturers “A” and “B”. They 
have a lot of similar products. Now imagine that several 
large mega-networks unite in the matter of “wringing the 
hands” of one of the manufacturers. To achieve this goal, 
they readily agree with each other and simultaneously 
stop buying products from one manufacturer in favor 
of another. Of course, the consumer will not notice that 
because drugs with a particular active ingredient will not 
disappear from pharmacies. And what will happen to the 
manufacturer against which the anti-competitive actions 
have started? He will be forced to negotiate on the terms 

dictated by mega-networks. And all this is already happen-
ing in the Ukrainian pharmaceutical market [11].

What conclusions should be drawn from the information 
provided?
1)  The price of medicines in Ukraine is artificially inflated 

by almost 50 percent, significantly reducing their avail-
ability for patients. In many cases, it makes treatment 
virtually impossible due to lack of funds. This situation 
directly affects the life expectancy and quality of life of 
Ukrainians, which are much lower than in neighboring 
European countries.

2)  The pharmacy market is monopolized by national 
mega-networks, which methodically and consistently 
displace from the market the remnants of professionals 
who, for many years, and sometimes even several gen-
erations, carried out pharmaceutical activities. They are 
being replaced by non-specialists who, under the brands 
of national mega-networks, are engaged in distributing 
drugs and their unprofessional, and in many cases ex-
tremely harmful to the patient's health promotion. It is 
not uncommon for a pharmacist to strongly recommend 
medication to a patient that is not only unnecessary but 
is dangerous to his or her health, given the diagnosis and 
other medications he or she is using.

3)  National mega-networks, demanding from pharma-
ceutical manufacturers up to 50 percent of the cost of 
goods for so-called marketing services, on the one hand, 
ruthlessly destroy professional pharmaceutical activities, 
on the other - artificially inflate drug prices and lure 
them with dishonest marketing.

4)  These monopolists, having large funds and enjoying vir-
tually complete impunity, are actively lobbying to protect 
their interests through influential public organizations, 
representatives of the legislature, and the executive. That 
may explain the categorical reluctance to legally imple-
ment the successful experience of neighboring countries 
in limiting the monopolization of the pharmacy market 
and lowering the prices of medicines.

CONCLUSIONS
Further consequences of the consolidation of pharmacy 
chains can be observed:
1)  The pharmaceutical industry will be virtually destroyed, 

leaving only those who agree to merge with large phar-
macy chains or to transfer controlling stakes in their 
companies to such final beneficiaries of retail pharmacy 
chains. Even today, in the conditions of monopolization 

Table 2. The number of pharmacies in the dynamics (2018 - 2020)
01.01.2018 01.01.2019 01.01.2020 

Total pharmacies, of which: 17920 17670 17425

Legal entities 12278 12611 12868

Individuals 5642 5059 4557

Total pharmacies, including: 4690 4445 4215 

Legal entities 3675 3547 3385

Individuals 1015 898 830
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 10.   Rekomendatsii Antymonopolnoho komitetu Ukrainy Ministerstvu 
okhorony zdorovia Ukrainy vid 16.09.2018 roku [Recommendations 
of the Antimonopoly Committee of Ukraine to the Ministry of Health 
of Ukraine dated September 16, 2018]  Available from: http://www.
amc.gov.ua/amku/doccatalog/document?id=144248&schema=main 
[reviewed 2020.08.10] (Ua).

 11.   Lev Braginskij: «Monopolizaciya farmrynka Ukrainy — sostoyavshijsya 
fakt».[ Monopolization of the pharmaceutical market of Ukraine is 
an accomplished fact] SHCHotizhnevik APTEKA. 2018; 29(1150). 
Available from: https://www.apteka.ua/article/465170 [reviewed 
2020.08.10] (Ru).

 12.   Infrastruktura aptechnogo ritejla: na poroge izmenenij. [Pharmacy retail 
infrastructure: on the verge of change] Ezhenedel'nik APTEKA.2019; 
4 (1175). Available from:  https://www.apteka.ua/article/487942 
[reviewed 2020.08.10] (Ru).

 13.   Prokhorenko Ye. Yak vrehuliuvaty diialnist operatoriv farmrynku, 
aby zabezpechyty dostupnist likiv? [How to regulate the activities 
of pharmaceutical market operators to ensure the availability of 
medicines?] Shchotyzhnevyk APTEKA. 2018;22(1143). Available from:  
https://www.apteka.ua/article/459172 [reviewed 2020.08.10] (Ua).

 14.   Konstruktyvnyi dialoh iz vladoiu ta spilne vyrishennia nahalnykh pytan: 
spodivannia APAU. [Constructive dialogue with the authorities and joint 
solution of urgent issues: hopes of the UAPA.] Shchotyzhnevyk APTEKA. 
2019;41(1212). Available from: https://www.apteka.ua/article/519467 
[reviewed 2020.08.10] (Ua).

 15.   PharmXplorer. PharmXplorer is a group of analytical dashboard 
applications for pharmaceutical market players. Available from: https://
pharmxplorer.com.ua/login [reviewed 2020.08.10].

 16.   Аpteka 9-1-1. Available from: https://apteka911.com.ua/map/ukraina 
[reviewed 2020.08.10].

 17.   Derzhavna sluzhba likarskykh zasobiv ta kontroliu za narkotykamy. 
Reiestr mists provadzhennia diialnosti z optovoi ta rozdribnoi torhivli 
LZ. [State Service for Medicines and Drug Control. Register of places of 
activity on wholesale and retail trade of medicinal products.] Available 
from: http://pub-mex.dls.gov.ua/TradeLicense/TradeLicenseList.aspx 
[reviewed 2020.08.19] (Ua).

 18.   Merezha aptek «3i». [Chain of pharmacies “3i”.] Available from:  
https://lviv-online.com/ua/medicine/chemistry/apteka-3i/ [reviewed 
2020.08.19] (Ua).

 19.   Naiholovnishe dlia uspishnoi kariery – komunikatsiini navychky ta 
mozhlyvist otrymannia porad vid profesionaliv. [The most important 
things for a successful career are communication skills and the 
possibility of obtaining advice from professionals.] Available from:  
https://financial.lnu.edu.ua/news/najholovnishe-dlya-uspishnoji-
karery-komunikatsijni-navychky-ta-mozhlyvist-otrymannya-porad-
vid-profesionaliv [reviewed 2020.08.19] (Ua).

 20.   TOV «Apteka Doviry». [LLC «Pharmacy of Trust».] Available from:  https://
dovira.farm/ [reviewed 2020.08.19] (Ua).

 21.   Yedynyi derzhavnyi reiestr yurydychnykh osib, fizychnykh osib-
pidpryiemtsiv ta hromadskykh formuvan [Unified State Register 
of Legal Entities, Individual Entrepreneurs and Public Associations] 
Available from:  https://usr.minjust.gov.ua/content/home [reviewed 
2020.08.19] (Ua).

 22.   Yedynyi derzhavnyi reiestr yurydychnykh osib, fizychnykh osib-
pidpryiemtsiv ta hromadskykh formuvan [Unified State Register 
of Legal Entities, Individual Entrepreneurs and Public Associations] 
Available from:  https://usr.minjust.gov.ua/content/home [reviewed 
2020.08.19] (Ua).

of the retail pharmacy market, Ukrainian pharmaceuti-
cal manufacturers are losing their economic attractive-
ness to foreign investors;

2)  The existence of pharmaceutical distributors will be 
questioned, their functions, in the absence of competi-
tion, will be significantly limited, and it would be logical 
to covertly merge with large pharmacy chains (including 
by assigning controlling stakes);

3)  Small retail pharmacies cannot compete and will be 
destroyed. Analysis of the pharmacy market shows that 
the process of active destruction of such entities has been 
observed for the last three years.

4)  Due to the monopolization and the above perspective 
of the pharmaceutical market, there will be a further 
increase in prices for pharmaceutical products for 
end-users (patients and medical institutions), including 
due to the further spread of marketing agreements that 
force pharmaceutical manufacturers to shift this burden 
on the shoulders of end consumers.
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INTRODUCTION
The issue of labour safety is a priority in any area of social 
life, particularly in the field of medical services. During the 
COVID-19 pandemic, about a third of the total number of in-
fected people are health workers who come into direct contact 
with patients. Thus, the International Council of Nurses stated 
that currently about 230,000 health workers in the world are 
infected with coronavirus and this number, in their opinion, 
is underestimated [1]. At the same time, 9,684 (as of August 
16) [2] health workers were infected in Ukraine, 30,000 in 
Italy [3], and 51,849 in Spain [4] (as of July 29).

COVID-19 has become a serious challenge for countries' 
health care systems. It is the medical workers who have to 
face the risk of infection every day due to lack of personal 
protective equipment (hereinafter – PPE) for staff, lack of 
manpower, lack of effective mechanism for medical staff 
protection from the risk of infection, etc. [5, p. 740].

This paper is devoted to identifying problematic issues (gaps) 
in the legal regulation of labour safety system in health care facil-
ities. The survey revealed legal problems that arise in the field of 
labour safety of health workers during the COVID-19 pandemic.

THE AIM
To develop an algorithm of legal support of the system that 
guarantees safe working conditions of medical workers at 
medical institutions during the COVID-19 outbreak.

MATERIALS AND METHODS
The following materials were used in the paper: Interim Rec-
ommendations of the World Health Organization (hereinafter 
- WHO), (Interim Recommendation “Infection prevention 
and control during health care when coronavirus disease 
(COVID-19) is suspected or confirmed” as of January 25, 2020 
[6] and an interim recommendation “Rational use of personal 
protective equipment for coronavirus disease (COVID-19) 
and considerations during severe shortages” as of April 6, 
2020 [7]), documents of The World Medical Association 
(Declaration of Geneva [8], International Code of Medical 
Ethics [9]), international human rights instruments (Universal 
Declaration of Human Rights [10], International Covenant 
on Economic, Social and Cultural Rights [11], Convention on 
Human Rights and Fundamental Freedoms [12]), internation-
al labour protection acts (International Labour Organization 
Convention №155 on Occupational Safety and Health and the 
Working Environment [13], Council Directive № 89/391/EEC 
on the introduction of measures to encourage improvements 
in the safety and health of workers at work [14]), European 
health legislation (UK, Poland, Ukraine, Germany), the de-
cision of the European Court of Human Rights (Brincat and 
others v. Malta, Vilnes and Others v. Norway), judicial practice 
(decisions of courts of France, Russia), survey of 60 specialists.

The following methods were used in the paper: system 
method (study of the right of a health worker to refuse to 
perform professional duties as a component of the human 
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right to safe working conditions), comparative method 
(comparison of legal regulation of labour safety and re-
sponsibility for failure to meet labour safety requirements), 
the method of questionnaires (establishing both the level 
of their legal protection and safety of their activities, and 
the level of provision of PPE in the provision of medical 
care to patients, as well as whether there are local acts on 
these issues in the institutions where they work) and formal 
logical method (using analysis, synthesis, induction and 
deduction, the main conclusions of the paper were made).

RESULTS AND DISCUSSION
Most European countries have faced the problem of mass infec-
tion of health workers. Analysis of international organizations 
and individual countries statistics on the incidence of COVID-19 
allows us to conclude that it is necessary to improve the labour 
safety of health workers in the medical institutions and provide 
PPE of appropriate quality and in the required quantity.

The basis of the legal regulation of the medical workers' labour 
safety is the right of a person to appropriate working conditions, 
an integral part of which is the right to require the employer to 
create safe working conditions and minimize the risk to life and 
health of the employee. This right is provided by international 
acts, such as the International Labour Organization Convention 
155 on Occupational Safety and Health and the Working Envi-
ronment [13] (hereinafter - ILO), the main purpose of which is 
to prevent accidents and injuries resulting from work (Part 2 of 
Article 4 of the Convention), and by national law.

In the practice of the ECtHR, the court considers violations 
of labour safety requirements through the prism of Art. 2 (right 
to life) and Art. 8 (right to respect for private and family life) 
of the Convention for the Protection of Human Rights and 
Fundamental Freedoms. Thus, the Court found a violation of 
these articles by the employer's failure to notify the employee 
of the negative impact of work activities on their health, which 
led to the death of a person (see judgment Brincat and others v. 
Malta) [16]. The Court later ruled that the fact that employees 
do not have access to labour safety documentation violated Art. 
8 of the Convention, according to which they could assess the 
potential negative risks to their health (see judgment Vilnes and 
Others v. Norway) [17].

At the same time, the employer is obliged to provide the 
employee with safe working conditions. According to Art. 16 of 
the ILO Convention 155 and Art. 5 and 6 of Council Directive 
№ 89/391/EEC on the introduction of measures to encourage 
improvements in the safety and health of workers at work, the em-
ployer must take measures to protect workers, provide appropriate 
training and provide the necessary means of protection [14].

Relevant provisions are reflected in the regulations of indi-
vidual states. Thus, according to Art. 8 of the Law of Ukraine 
“On labour protection”, the employer is obliged to provide 
employees with special clothing, footwear, detergents and other 
PPE free of charge [18]. A similar rule related to the provision 
of medical care is provided in Art. 11 of the Polish Law on 
Prevention and Control of Infections and Infectious Diseases 
of People. It obliges employers to take preventive measures 
aimed at minimizing the risk of infection of health workers 

by monitoring their health, ensuring the use of individual and 
collective remedies [19].

One of the tools to protect workers' rights to safe working 
conditions is the employer's liability for failure to comply with 
these requirements. Thus, in accordance with Art. 160, 165 
and 220 of the Polish Penal Code in cases of violation of labour 
safety, which led or may lead to a threat to life and health of 
the employee, the employer may be sentenced to imprison-
ment [20]. In Ukraine, an employer can also be prosecuted 
for violating labour safety rules according to Article 271 of the 
Criminal Code, if such an act caused harm to the health of the 
employee or their death [21]. In this case, the guilty person may 
be sentenced to a fine or imprisonment.

The Court of Cassation of France/ the French Republic in deci-
sion №17-18712 of 11.10.2018 found the employer guilty that he, 
knowing about the dangerous conditions and potential risks to life 
and health of the employee, did not take all necessary measures to 
prevent the occurrence of negative consequences, as a result of which 
the worker died of an industrial injury. The employer was sentenced 
to negligent homicide committed during the employee's work [22].

Ensuring safe working conditions is a necessary condition 
for a medical worker to perform their professional duties. It is 
known that the general professional duty of a healthcare worker 
is to provide qualified and qualitative medical care to the patient. 
This duty is fundamental to conduct medical practice as a whole 
(see Declaration of Geneva, paragraph 3 of the International 
Code of Medical Ethics) [23, p. 1840].

At the same time, in carrying out a professional activity, a 
health worker is said to have the right to appropriate working 
conditions that meet safety requirements (Article 23, paragraph 
1, of the Universal Declaration of Human Rights [10] and Ar-
ticle 7, b, of the International Covenant on Economic, Social 
and Cultural Rights [11]). In cases where such conditions were 
not provided in accordance with Art. 13 of the ILO Convention 
155, the employee has the right to refuse to perform their pro-
fessional duties [13]. This provision is reflected in Article 153 of 
the Labour Code of Ukraine, according to which in cases where 
there is a danger to life and health of the employee, they have the 
right to refuse to perform professional duties [24]. Such cases 
also occurred during the COVID-19 pandemic.

Thus, on April 7, 2020, in Greece, doctors and medical workers 
went on strike, during which they came out with demands to 
increase the number of doctors, places in intensive care units and 
provide PPE of better quality [25].

A similar case took place in Kharkiv, when on May 18, 2020, 
doctors of the Centre for Emergency Care and Disaster Medicine 
refused to perform their professional duties in providing medical 
care and used their right to strike due to the fact that they did 
not have the opportunity to use PPE due to its lack, as a result of 
which they are forced to reuse the same tool [26].

It should be noted that if the employer did not provide safe 
working conditions (for example, did not provide PPE), the 
liability of the health worker for failure to provide medical care 
to a person or improper performance of professional duties is 
excluded because there is a circumstance that excludes liability 
for inaction of the health worker. Such circumstance is the lack 
of a real opportunity to provide medical care without endan-
gering one's own life and health.
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The verdict of the Industrial District Court of Kursk of the 
Russian Federation recognized the actions of the employer who 
did not provide the PPE to the employee as a violation of the 
person's right to safe work, so the latter refused to perform their 
professional duties. By court decision, the employer was obliged 
to pay the employee wages for the time during which they did not 
work, and to pay moral compensation [27]. 

In return, if a healthcare worker was provided with safe work-
ing conditions and PPE, the necessary measures (instruction) 
were taken to familiarize them with the rules of their application, 
etc., but they did not fulfil their professional duties, which caused 
harm to the patient's life and health, the healthcare worker is 
subject to disciplinary action, even criminal liability for failure 
to provide medical care (Article 139 of the Criminal Code of 
Ukraine) or failure to perform or improper performance of pro-
fessional duties (Article 140 of the Criminal Code of Ukraine).

Thus, in order to increase the effectiveness of the life and 
health protection of health workers working during the 
COVID-19 epidemic and to ensure the conditions for them 
to perform their professional duties, a system to ensure their 
safe working conditions must function. Such system has the 
following components: 
•  scientifically substantiated requirements for PPE and the 

existence of appropriate rules for its application; 
•  doctors and medical staff must be familiar with these rules; 
•  the presence of PPE of appropriate quality and in the required 

quantity;
•  system of control over the use of PPE and other safety equip-

ment both at the medical institution as a whole and at the 
individual workplace of the medical worker. 

Elements of this system should be reflected in every health 
care institution in the relevant local legal acts on labour safety 
of health workers, rules for the application of PPE and other 
safety measures.

Based on studies of the way of infection and symptoms 
of COVID-19 and the dynamics of its spreading, the WHO 
has developed a temporary recommendation “Rational use 
of personal protective equipment for coronavirus disease 
(COVID-19) and considerations during severe shortages” as of 
April 6, 2020. It regulates the use of each type of PPE in a specific 
situation (when examining patients, during resuscitation, in an 
ambulance, etc.) [14].

Taking into account these recommendations of the WHO, the 
order of the Ministry of Health of Ukraine № 552 of 25.02.2020 
approved the Standard of medical care “Coronavirus disease 
2019”, which provides not only the prevention, diagnosis and 
treatment of the disease, but also the responsibilities of the par-
ties in area of labour safety, including the use of PPE [28]. Based 
on the WHO recommendations and the specified standard, 
local rules for the use of PPE should be developed in medical 
institutions. Not only the type of PPE should be estimated, but 
also the number of PPE required for a medical worker in the 
performance of their professional duties.

After approval of such rules at the local level, the employer 
must familiarize medical workers with them and ensure the 
availability of PPE of appropriate quality and in the appropriate 
quantity. Section 4 of the WHO Interim Recommendation 
“Infection prevention and control during health care when 

coronavirus disease (COVID-19)is suspected or confirmed” as 
of January 25, 2020, provides the employer's responsibility to 
train health workers in the care and treatment of patients and 
the use of PPE during the provision of medical care to patients 
with COVID-19, to ensure the supply of PPE in sufficient 
quantities and control its use by health workers [6].

In turn, if PPE is available and provided in sufficient quanti-
ties, Section 3 of the WHO Interim Recommendation requires 
the health worker to use PPE during the provision of medical 
care and other professional responsibilities.

 In particular, paragraph 15 of the Law of Germany on the 
implementation of labour safety measures to improve the safety 
and health of workers at work provides for the obligation of the 
employee to take care of their own safety and health and follow 
the relevant local instructions of the employer, including use of 
PPE and other protective devices [29]. Similarly, Article 7 of the 
UK Occupational Safety and Health Act obliges the employee 
to take care of their own health and the safety of others and 
to comply with the labour safety and health requirements set 
by the employer and provided by the relevant legislation [30].

The WHO acts pay close attention to the administrative 
control to be exercised by the employer in the form of ensur-
ing the operation of the patient sorting system to reduce the 
burden on healthcare workers, the organization of the process 
of surveillance for acute respiratory infections that can be 
caused by nCoV among healthcare workers and monitoring 
their observance of standard precautionary measures and their 
improvement if necessary.

Therefore, the requirements for PPE, its quantity, quality, rules 
of application and control over their use by health workers, 
which are regulated at the international and national levels, 
should be detailed at the level of the health care institution, 
which will minimize the risk of infection of healthcare workers 
with COVID-19 and the cause of harm to their life and health.

In order to establish the state of awareness of health workers 
in matters of legal protection of their safety, particularly related 
to the current legal regulations governing the safety of health 
workers during the COVID-19 outbreak, a survey among the 
doctors was conducted. 

The questionnaire was anonymous, and the sample among 
medical doctors was random. The survey was remote; respon-
dents were selected on the basis of databases of relevant clinical 
departments of the Kharkiv Medical Academy of Postgraduate 
Education. The requirement to participate in the survey was 
to have at least 7 years of work experience in the specialty. The 
number of respondents in the group ranged from 6 to 12, which 
met the requirements for achieving the conditions of permis-
sible error of expert analysis of 5% (p = 0.05), when the expert 
group must include at least 6 experts [31, p. 766].

The respondents were represented by doctors of commu-
nal medical enterprises that provide medical care during the 
COVID-19 outbreak. In particular, these were primary care 
physicians – general practitioners of family medicine (6 ques-
tionnaires), specialists of polyclinics (12), physicians of thera-
peutic hospitals (12) and surgeons of surgical hospitals (12), 
maternity hospital doctors (6), doctors of infectious diseases 
hospitals (6) and doctors of emergency and disaster medicine 
centres (6) – a total of 60 respondents.
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The questions are grouped into three groups: the first is the 
respondents' awareness of regulatory and administrative infor-
mation on labour safety, in particular during the COVID-19 
outbreak; the second – their assessment of the state of labour 
safety at a particular medical institution during the COVID-19 
outbreak; third – proposals from respondents to improve the 
provision of PPE and other safety equipment for health workers 
in the institutions where they work.

The analysis of the first group of questions showed that 
knowledge of the legal norm, which provides the right of an 
employee to refuse to perform professional duties in cases of 
dangerous working conditions (Article 153 of the Labour Code 
of Ukraine), showed 50% of family doctors and specialists, most 
have more than 10 years of experience. Respondents of other 
groups did not show awareness of the existence of Art. 153 of 
the Labour Code of Ukraine. Thus, out of the total number 
of respondents (60), only 9 specialists provided a positive 
answer to the question, which is 15% of the total number of 
respondents. However, almost all respondents in all groups 
showed knowledge of the CORONAVIRUS DISEASE Stan-
dard (COVID-19) and its appendix №6 “Rational use of PPE 
in COVID-19”. Only one person in the group of polyclinic 
doctors was unfamiliar with it.

The presence of an order or other local act of the medical 
institution was also indicated by all respondents, except for the 
above-mentioned doctor who works in the polyclinic. At the 
same time, all doctors from inpatient care groups (infectious 
hospitals, therapeutic and surgical departments, maternity 
hospitals), 50% of family doctors and doctors of emergency care 
and disaster medicine, 25% of doctors working in polyclinics 
gave a positive assessment of such acts.

A study of the conditions for implementing the requirements 
of these regulations and administrative documents shows 
that all respondents from the groups of hospitals and doctors 
of emergency and disaster medicine centres and polyclinics 
indicated the availability of instruction on the use of PPE in 
the provision of medical care during the COVID-19 epidemic. 
Only two family physicians stated that they were unaware of 
the existence of the briefing and accordingly did not participate 
in the event.

Respondents were asked to rate the effectiveness of the brief-
ing on a scale from 1 to 3, where: 1 - dissatisfied, 2 – neutral, 
3 - completely satisfied. Groups of doctors from infectious 
hospitals and maternity hospitals were completely satisfied 
with the briefings. Among family physicians and surgeons from 
among those who were instructed, all gave a score of 2 points: 
“neutral.” Among other respondents, 50% of therapists, as well 
as two doctors - a third of the respondents - from the centres of 
emergency care and disaster medicine, and two - 17% - from 
the group of doctors of polyclinics were completely satisfied. 
Thus, the assessment (neutral) of the briefing was provided by: 
50% of doctors from therapeutic hospitals, two thirds from the 
number of doctors of emergency care and disaster medicine 
and 83% from the number of doctors of polyclinics.

The next series of questions was devoted to the study of the 
state of real provision of PPE for health workers. The state of 
provision of personal protective equipment and other means 
of safety of medical workers in the relevant medical institutions 

was asked to be rated on a scale from 1 to 3, where: 1 - dissatis-
fied, 2 – neutral, 3 - completely satisfied. All respondents from 
the group of doctors of infectious diseases hospitals and one 
respondent from the group of doctors of polyclinics were com-
pletely satisfied. The vast majority of respondents from other 
groups gave a score of 2 points - “neutral.” The following ques-
tions reveal the grounds for this dissatisfaction with the state of 
PPE provision. Thus, respondents indicated that the personal 
protective equipment provided did not always correspond to 
the level of danger. This was noted by: half of the respondents 
from the groups of doctors of therapeutic and surgical hospitals, 
family doctors, as well as 75% of doctors of polyclinics.

An important factor of dissatisfaction is the insufficient 
number of PPE provided at the expense of the institution itself, 
as indicated by doctors of all groups, except for employees of 
infectious diseases hospitals. As a result, 75% of respondents 
were forced to provide themselves with PPE at their own ex-
pense, and only 25% of respondents from the therapeutic and 
surgical groups and maternity hospitals did not do so.

An integrative indicator that allows to draw a conclusion 
about the conditions and effectiveness of the use of PPE may 
indicate the presence of an appropriate control system. Its pres-
ence was positively indicated by respondents from all groups, 
except for 3 respondents (25%) from the group of family doctors 
and 6 respondents (50%) from the group of polyclinic doctors. 
Further research on this issue shows that in family medicine 
institutions and polyclinics, the heads of structural departments 
are (in the vast majority) responsible for monitoring the use of 
PPE and other means of safety, while in other medical enter-
prises the chief physician or director of the medical enterprise 
are responsible for that. This fully correlates with the doctors' 
answers about the existence of an appropriate local order on 
the organization of control over the use of PPE and other safety 
equipment and familiarization with it. Those were the groups 
of family doctors and doctors of polyclinics who pointed out 
the absence of such an order.

Analysis of doctors' proposals to improve the provision of 
PPE and other means of safety of health workers showed that 
those are doctors of family medicine and outpatient care who 
insist on implementing a full range of proposals included in 
the questionnaire, namely: a) ensure the use of PPE in accor-
dance with the level of danger; b) increase the number of PPE 
and other safety equipment; c) acquire more convenient PPE 
and other safety equipment, d) provide effective training and 
regular briefings on the use of PPE and other safety equipment, 
e) improve the control system for the use of PPE.

At the same time, respondents from other groups chose only 
a few options, namely: c) acquire more convenient PPE and 
other safety equipment (100% of respondents); b) increase the 
number of PPE and other safety equipment (80%); d) provide 
effective training and regular briefings on the use of PPE and 
other safety equipment (60%); a) ensure the use of PPE in 
accordance with the level of danger (60%).

The results of the survey indicate the existing problems in 
the labour safety of health workers, resulting in their mass 
infection with COVID-19. This is also pointed out by Chinese 
scientists J. Wang, M. Zhou, F. Liu, who conducted a survey in 
Guangdong province and concluded that the causes of infection 
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of health workers are: 1) inconsistency of PPE with the threat 
posed by coronavirus (doctors were not aware of the ways of its 
penetration, symptoms and negative impact on the body); 2) 
prolonged contact with a large number of infected, high labour 
intensity, lack of rest; 3) lack of PPE for doctors; 4) low level of 
training of doctors to counteract a specific virus [2, p. 101].

At the same time, the effectiveness of the use of PPE in the 
treatment of patients with COVID-19 has been confirmed by 
numerous scientific studies. To illustrate the importance of the 
use of PPE in Singapore, a study of case in which 41 healthcare 
workers had contact with a patient was conducted. After 14 
days of self-isolation and several tests, these individuals were 
confirmed to not have the disease, as they used the necessary 
PPE. Researchers have concluded that the basis for the protec-
tion of healthcare workers from infection is strict observance 
of hygiene rules and proper use of PPE [32, p. 766].

As rightly remarks M. Paszkowskа, it is the state that is 
responsible for protecting healthcare workers during the pan-
demic by taking a number of measures, including the issuance 
of regulations governing the rights and obligations of the sub-
jects of legal relations in the field of medical services. [33, pp. 
802]. All international acts and acts of national legislation, acts 
concerning the provision of the right to safe working conditions 
for medical workers must contain scientifically substantiated 
requirements for the protection of medical workers, which, in 
turn, must be specified in the health care institution.

CONCLUSIONS
The study proves that doctors' knowledge of their right 
to safe working conditions is very limited. The healthcare 
workers are much more aware of the requirements con-
tained in departmental regulations and administrative 
acts. In this case, it is the Standard of medical care “CORO-
NAVIRUS DISEASE” (COVID-19) and its appendix №6 
“Rational use of personal protective equipment (PPE) in 
case of COVID-19”. Despite the fact that in infectious 
departments and hospitals of surgical and therapeutic 
profiles, maternity hospitals such work is generally car-
ried out at the appropriate level, the implementation of 
departmental acts can not be considered sufficient, as in 
other institutions that provide mass outpatient, specialized 
outpatient and emergency assistance, the implementation 
of departmental acts requires persistent and urgent work.

Based on the study, it was found that the shortage of PPE 
is a mass phenomenon and, as a result, healthcare workers 
are forced to buy it at their own expense.

The questionnaire also shows some connection with 
the state of provision of PPE to doctors and the level of 
organization of such provision. In institutions where the 
responsibility for this is placed personally on the heads 
(directors and chief physicians of medical institutions), the 
level of satisfaction of doctors with the state of provision 
and use of PPE is much higher than where the heads of 
departments are responsible for that.

Suggestions from doctors to improve the situation with 
the provision of PPE during their activities provide grounds 
for assessing the current state of the organization of this 

work in a particular medical institution. Particular atten-
tion in this area should be paid to medical institutions of 
family medicine, polyclinics and emergency centres.

The things mentioned above allow us to formulate pro-
posals for the legal support of the system of guaranteeing 
safe working conditions for medical workers at a partic-
ular medical institution. Legal regulation of safe working 
conditions for medical workers includes: 1) the existence 
of legislative provisions and departmental, administrative 
acts on the right of medical workers to safe conditions, in 
particular during the COVID-19 pandemic; 2) acquain-
tance of all medical workers of the enterprise with these 
acts; 3) creation of a system that guarantees safe working 
conditions for medical workers in a particular enterprise 
by: a) distribution of responsibilities between the heads 
of medical enterprises, b) issuing orders and other ad-
ministrative acts on local labour safety, c) acquaintance 
with such acts of medical workers by systematic training, 
d) ensuring the proper quality and quantity, as well as 
adequate convenience of PPE in accordance with existing 
needs, e) monitoring the use of PPE and the functioning 
of the entire system. This requires the creation, in partic-
ular, of local protocols or technological maps of the use 
of PPE in each medical institution and the development 
and approval of relevant results of their use that are safe 
working conditions standards. In this paper, it is expedient 
to combine the efforts of medical workers and specialists in 
the legal provision of safe working conditions, in particular, 
for medical workers during the COVID-19 pandemic.
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INTRODUCTION
The problem of social stigmatization of people suffering 
from certain types of mental and physical illnesses has 
become a widely discussed topic in the past 50-60 years 
in the format of acute social discourse and among health 
care and other human sciences representatives. The be-
ginning of the systematic research of the phenomenon of 
stigmatization per se and the stigmatization of people with 
any existing health disorders, in particular, was initiated 
by I. Hoffman, the American sociologist and the father of 
the stigma theory, who defined stigma as the number of 
physical or social indications that discredit the identity of 
an individual to the point that they make that individual 
incapable of social perception on the one hand, and, as 
a dynamic process of devaluation of an individual that 
causes intense discreditation of those individuals on the 
other hand [1].  However, I. Hoffman's scientific research 
was mainly focused on the issues of stigmatization of 
patients with mental disorders and their lives within total 
institutions [2].

In the last quarter of the XXth century, instead of a 
psychiatric bias, the process of stigmatization significantly 
changes its vector, allegedly acquiring the feautres of terri-

torial expansion in which stigmatization began to expose 
to entire social groups and even countries on a scale of 
any dangerous infectious disease (for example, given the 
percentage of HIV-infected inhabitants of a number of 
countries on the African continent1), or the area (region) 
from which a certain disease has spread around the world. 
Therefore, “Mexican flu”, “Asian fever”, “Spanish flu”, 
“Hong Kong flu” and others became the common names. 
According to foreign experts K. Usher, J. Durkin and N. 
Bhullar, anxiety and fear associated with the infection can 
lead to acts of discrimination [3, p. 315]. So, S.-Y. Ren et 
al. report that Wuhan residents are accused of COVID-19 
outbreak and attacked by other Chinese people; in addi-
tion, the Chinese have since been exposed to international 
stigmatization [4]. Once, according to S. Monson, the 
outbreak of Ebola in 2014, which was considered to be 
a problem of African origin, led to the discrimination of 
African people [5].
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In addition, the objects of stigmatization and discrim-
ination can become particular people who have become 
infected or being informed about as asymptomatic carri-
ers of the infection. In Ukraine, the incidents are known 
when the houses of infected people or the people with 
suspected coronavirus infection were marked with so-
called “information leaflets” [6]. Thus, one can't but agree 
that stigma can: 1) drive people to hide the illness to avoid 
discrimination; 2) prevent people from seeking health care 
immediately; 3) discourage them from adopting healthy 
behaviors [7].

At the same time, while becoming increasingly pub-
lisized (especially in the context of global COVID-19 
pandemic), stigmatization because of a desease goes 
with another determinant manifestation of globalization, 
namely, digitalization of the world. After all, almost no 
one disputes the fact that the use of high technologies, 
and mobile applications (hereinafter - MAs) in particular, 
appears to be a reasonable alternative to human resources 
“spending” for controlling the spread of the disease and 
overcoming its consequences. Thereby, it becomes pos-
sible to save the capacity and resources of many social 
institutions in terms of necessary organizational anti-epi-
demic measures conducting, thus allowing them to focus 
on purely curative actions.

A number of researches can be mentioned devoted to the 
problem of stigmatization stemming among people with 
deseases or those having relatives with deseases, as well as 
the use of high technologies for the prevention of further 
spread of infectious diseases.

In particular, prominent results in that regard are accu-
mulated in the scientific papers of R. Barrett et al. (2008) 
[8], M. Schoch-Spana (2010) [9], Michael P. McCauley et 
al. (2013) [10], Arjan E. R. Bos et al. (2013) [11], B. Link 
et al. (2016) [12],  Daniel S. Goldberg (2017) [13], Luke D. 
Mitzel (2018) [14], G. Cohen et al. (2020) [15; 16], S. Park 
et al. (2020) [17], L. Ferretti et al.  (2020) [18], Emma E. 
McGinty et al. (2020) [19] and others. 

Nevertheless, there are no scientific research in Ukraine 
and abroad that would be focused on the evaluation of the 
risks of negative consequences, specifically, manifestation 
of stigmatization caused by the use of mobile applications 
as the means of monitoring the spread of any disease. There 
are objective reasons for that. 

One of them is that those applications have been widely 
introduced fairly recently. However, the large scale of the 
disease and a rather skeptical attitude to those applications 
suggests that we need to initiate the research of their effec-
tiveness and the effectiveness of similar applications as well 
as their role in prevention the stigmatization of patients 
in response to digital transformations of the world. The 
urgency of the issues chosen for the research is also indi-
cated by the real possibility of risks of violation of the right 
to non-interference in private and family life stipulated by 
Article 8 of the Convention for the Protection of Human 
Rights and Fundamental Freedoms in response to the use 
of mobile applications by the individuals in self-isolation 
or those infected with COVID-19.

THE AIM 
The aim of the research article is to identify and analyse 
the features of possible (socio-economic, legal, psycho-
logical morale, technological etc.) manifestation of the 
stigmatization of individuals stemming from the use of 
digital (mobile) applications for those individuals' con-
tacts tracking at the time of anti-epidemic measures in the 
country (self-isolation and observation), along with the 
developing of both, the ways of neutralization of identified 
manifestation of stigmatization among the patients using 
those applications and the requirements for those mobile 
applications.

MATERIALS AND METHODS
The given research was conducted from May to August 
2020. It is based on the results of summarizing: 1) the 
anonymous survey answers of citizens of Ukraine by means 
of Google Form to find out their attitude to the national 
mobile application “Act at Home”; 2) analytical papers of 
the Ministry of Health of Ukraine and the World Health 
Organization; 3) data of state and branch statistics of 
Ukraine. The collected empirical and statistical data were 
processed with the capabilities of descriptive statistics. 
The article is based on dialectical, analytical, synthetic, 
comparative, statistical and specific sociological research 
methods. The calculations were performed by means of 
Excel spreadsheets of Microsoft Office 2016. The theoretical 
basis of the article is the specialized literature on medicine, 
law and computer science.

RESULTS
Despite their versatility and accessibility to the general 
public along with optionality and confidentiality, the use 
of mobile applications (hereinafter - MAs) to counteract 
COVID-19 is often accompanied by public stigmatization 
of users. This process is manifested through the implemen-
tation of social pressure on an individual or a group of peo-
ple, with a certain stigma imposed as a result, which further 
determines the behavior of the stigmatized individual and 
becomes the part of that individual's “Self [20, p. 264]”.

Manifestation of stigmatization can be both internal 
(among the staff or within educational groups, among 
the residents of an apartment building etc.) and external 
(within the society, among the residents of territorial 
communities, national minorities etc). This implies the 
existence of certain differences in the ways of stigmatiza-
tion and discrimination of people endowed with negative 
(stereotypical) characteristics. In view of this, it would be 
useful to provide information obtained during the survey 
of Ukrainian citizens about their attitude to the mobile 
application “Act at home”. Thus, almost three fourths of 
surveyed citizens said that they tried to analyze the possible 
consequences before using this mobile application. 

The article analyzes the cases implying dissemination 
of specific information about the individuals who use the 
above-mentioned MAs, as well as information about those 



PREVENTION OF THE STIGMATIZATION OF INDIVIDUALS IN RESPONSE TO DIGITAL TRACKING...

2717

being temporarily relieved of duties, among members of 
social groups.  It also concerns the imposing of fear on 
the other staff members, dissemination of private and 
family life information of an individual, advisory opinions 
regarding to the avoidance of those individuals along with 
intentional creation of psychological barriers for commu-
nication with such individuals (internal stigmatization).

At the external level, stigmatization is usually manifested 
through the access to publicly available sources of informa-
tion, social networks, often supported by the media, certain 
public associations and even some states [21].

Regardless of the form of existence, manifestation of 
the given phenomenon in society is the result of a set of 
factors that, depending on their direction, can be general 
or special. Thus, according to the recommendations for 
preventing and overcoming stigmatization, developed 
by the Center for Strategic Communications of Hopkins 
University, there are three main groups of factors that cause 
stigmatization in concern with COVID-19.

They are defined as follows:
1) as a new disease with unknown characteristics;
2) people tend to be afraid of unknown things;
3)  the existing fear is easily explained by the hostility of 

“strangers” [22].
The provided factors have common socio-psychological 
nature, they reveal the main causes of stigmatization of 
people with COVID-19, those under observation or in 
self-isolation.

In this respect, according to the systematic analysis of 
the practice of the effects of COVID-19 overcoming in 
different countries [23], the use of MAs to track contacts 
also leads to a separate group of factors, namely, specific 
nature prerequisites for stigmatization. In our opinion, 
those factors can be:
1)  non-compliance with the principles of confidentiality, 

voluntariness, inadmissibility of interference in the 
private and family life of individuals with contacts pro-
cessed by means of MAs;

2)  formation the stereotypes of danger from people obliged 
to use corresponding information and communication 
technologies (hereinafter – ICT) in the media, labor, 
educational and other social groups;

3)  use of IT-architecture model in the developing of MAs, 
which provides for centralized processing of personal 
data of individuals who have installed corresponding 
applications during the implementation of measures to 
overcome COVID-19, maintaining the default geolo-
cation of a subscriber and low security of relevant ICT;

4)  the lack of a consistent systematic information campaign 
in some countries aimed at overcoming stereotypes in 
society of the potential danger of those used MAs for 
the purpose of contacts digital tracking in the process of 
implementation the measures to overcome COVID-19;

5)  the existence of a wide range of officials vested with access 
to personal data obtained as a result of contacts digital 
tracking by the national legislation of individual states;

6)  inadequate public awareness of the methods, grounds 
and consequences of the MAs use for digital tracking 

of contacts in the process of measures to overcome 
COVID-19 implementation, as well as the rights and 
guarantees of the users of those applications;

7)  media dissemination of information about the occurance 
of specific cases of stigmatization among MAs users, etc.

Therefore, it is not for nothing that 54% of respondents 
after using this application said that they are afraid that 
the information collected may harm them in the future.

The scientific assessment of the manifestations and 
preconditions for the spread of stigmatization of those 
using MAs to track contacts, indicates the indispensable 
link between the essence of this phenomenon with the 
processing of sensitive personal data of the population. 
This relationship is crucial for the formation of national 
mechanisms to prevent stigmatization of individuals who 
use MAs to track their contacts in the context of the im-
plementation of measures to overcome COVID-19. After 
all, this involves building a mechanism to prevent stigma-
tization of this specific category of population on the basis 
of positive and negative obligations of member states of the 
Council of Europe arising from the provisions of Article 
8 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms [24].

Although the purpose of Article 8 of the above-men-
tioned international legal act is mainly to protect individ-
uals from arbitrary interference by public authorities, it 
does not require the state to refrain from such interference 
only; in addition to this initially negative task, there must be 
positive obligations and ties inseparable from real respect 
for private life. Those obligations may include measures 
to ensure respect for privacy, even in the field of relations 
between individuals [25, p. 7].

Thus, the prevention of stigmatization of individuals with 
their contacts tracked by means of MAs from the stand-
point of Article 8 of the Convention for the Protection of 
Human Rights and Fundamental Freedoms should be car-
ried out both by introducing regulatory requirements for 
the development and use of relevant ICTs and application 
and implementation of measures aimed at neutralizing the 
manifestation of factors that cause stigmatization by the 
subjects of public or private law. Therefore, states should 
ensure the protection of health information collected in the 
process of COVID-19 pandemic counteraction, promote 
awareness of the rights and consequences of ICTs use by 
MAs users, and create conditions for their non-discrimi-
nation in society.

In its turn, from the standpoint of negative commitments, 
it is a question of preventing interference in an idividual's 
private life during the implementation of anti-epidemic 
measures to a greater extent than allowed by national leg-
islation. In particular, Council of Europe documents have 
repeatedly stressed the need for member states to avoid 
processing of information related to MAs users geoploca-
tion, limit the processing of personal data to information 
sufficient for counteracting the effects of the pandemic, 
promote the use of ICTs to enable intercommunication 
among the devices, rather than the uses of MAs and au-
thorized officials.
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In its judgment in Leander v. Sweden, the European 
Court of Human Rights stated for the first time that the 
storage by public authorities of information about an in-
dividual is an interference with his or her right to privacy 
and that such interference must comply with Article 2 (2) 
8 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms [26, p. 13].

As far as the given provision restricts the right of an 
individual for non-interference into private and family life 
for health reasons, it imposes an obligation on the member 
states of the Council of Europe to ensure a balance between 
the interests of individuals whose personal data are pro-
cessed with MAs and the interests of the society in terms 
of overcoming the consequences of COVID-19.

Therefore, it is essential to ensure that the above-men-
tioned measures and the associated data processing are 
necessary and relevant to the legitimate aim, so that they 
reflect a fair balance of all relevant interests as well as 
rights and freedoms at risk at all stages, as stipulated in 
the Convention. For the Protection of Human Rights and 
Fundamental Freedoms (Article 8) and the Convention 
108+ (Articles 5 and 11) [27].

The necessity to fulfill those commitments by the mem-
ber states of the Council of Europe and the European Union 
in the context of implementing measures to overcome 
COVID-19 pandemic is emphasized in a number of “soft 
law” acts, including, Joint Statement on Digital Tracking 
of Contacts by Alessandra Pierucci, the Committee of 
the Council of Europe Convention Commissioner on 
the protection of individuals with regard to automated 
processing of their personal data (“Convention 108”) and 
Jean-Philippe Walter, the Council of Europe Commissioner 
for Data Protection on 28.04.2020 [27], and “Guidelines on 
geolocation and other tracking tools” in the context of the 
COVID-19 outbreak approved by the European Data Pro-
tection Council of the European Union on 21.04.2020 [28].

Thus, in the member states of the Council of Europe and 
the European Union, the prevention of stigmatization is 
based on the human rights standards proclaimed by the 
Council of Europe and the related legal policy instruments 
of specific states.

In this context, the analysis of the practice of preventing 
the situation with stigmatization that has developed in 
the member states of the Council of Europe as a result 
of COVID-19 counteraction allows us to distinguish two 
main levels of counteraction to this anti-social phenom-
enon - general and special ones. Each of these levels of 
stigmatization preventing not only reflects the manifesta-
tions of social stigmatization and the factors that contrib-
ute to the proliferation of the given phenomenon against 
those people whose contacts are processed with MAs, but 
also takes into account the division of responsibilities of 
Council of Europe among the member states regarding to 
non-interference into private and family life of individuals.

Legal literature proves the development of the above-men-
tioned approach to illegal behavior prevention with the use 
of ICTs. Within the framework of implementation of the 
basic provisions, such prevention of manifestations of 

illegal behavior can be carried out through the formation 
of a system of normative measures aimed at eliminating 
the causes and conditions that contribute to the illegal use 
of ICTs in society and conducting nationwide information 
and education campaigns on the prevention of discrimina-
tion on the grounds of use or refusal to use ICTs for specific 
purposes (general prevention) [29].

Special prevention involves practical implementation of 
a set of legal, organizational and information technology 
measures aimed at overcoming the consequences of illegal 
behavior of certain individuals or collective entities and 
preventing the actions of people prone to the use of ICTs 
for illegal purposes.

Concerning stigmatization, the separation of general and 
special types in the structure of its prevention implies the 
need to concentrate efforts on regulatory and informational 
measures aimed to prevent the emergence in the society 
of factors endowing it with negative traits of people who 
use MAs for tracking contacts.

The implementation of normative measures can be de-
termined through the application by law-making bodies 
of specific states of legislative techniques and normative 
constructions that will eliminate or minimize the “legal-
ization” of factors potentially leading to stigmatization. 
This may include, in particular, the definition of regulatory 
requirements for security and confidentiality of data pro-
cessing with specifically designed MAs, the imposition of 
sanctions and other measures to influence those allowing 
the facts of stigmatization. 

In order to prevent violations of fundamental human 
rights, the Joint Statement on Digital Contact Tracking em-
phasizes the need for Council of Europe member states to 
take, inter alia, the following general preventive measures:
1)  large-scale processing of personal data must be carried 

out only if, according to scientific evidence, the potential 
health benefits of such digital epidemic monitoring, in 
particular contact tracking, and its accuracy outweigh 
the benefits of alternative and less intrusive solutions;

2)  the establishment of the MAs for digital contact tracking 
should be voluntary and open;

3)  considering any possibile impact of digital contact track-
ing systems on the rights and fundamental freedoms of 
individuals, the development of such systems should be 
based on a preliminary analysis of this impact prior to 
their implementation;

4)  the purpose of the digital system for tracking COVID-19 
contacts is to identify individuals having a potential risk 
of the virus infection. This strictly excludes further data 
processing for any unrelated purposes, such as commer-
cial or law enforcement ones;

5)  the information processed for the purpose of digital 
contact tracking should be minimized without collecting 
any unnecessary or unrelated data;

6)  there should be no direct identification of users of the 
data tracking system, as such systems must use only 
unique and impersonal identifiers generated by the 
system and inherent to it;

7)  data used for digital contact tracking should be stored 
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only during the COVID-19 pandemic overcoming 
period [27].

According to their purpose, the above-mentioned mea-
sures are aimed at the implementation of international 
standards for the development and use of MAs designated 
to monitor contacts while implementing the measures of 
COVID-19 overcoming. Our study found that the main 
inconveniences of using Act at home application include: 
limited travel, leisure, technical imperfections of the 
programme and the inability to obtain comprehensive 
information on its use at the time of installation.

Along with the introduction of sanctions and other 
measures of legal coercion for manifestations of stigmati-
zation into national legislations, the requirements for MAs 
actually form legal guarantees to prevent manifestations 
of stigmatization in response to COVID-19 at the level of 
individual states or the society as a whole.

At the same time, the positive commitments of the mem-
ber states of the Council of Europe and the European Union 
on the general prevention of possible stigmatization may be 
reflected in national strategies, programs to overcome neg-
ative public attitudes towards people or individual social 
groups taking into account digital tracking of their contacts 
while overcoming COVID-19 pandemic. In our opinion, 
the given context implies the focuse of such measures on 
facilitating the process of elimination the distrust for MAs 
as well as common prerequisits for violating the rights of 
people with ICTs use to non-interference into their private 
and family life, overcoming media stereotypes as for danger 
and other risks from the relevant category of population.

At the stage of stigmatization preventing, systemic and 
adequate media campaign for the ensurance of public 
awareness of the features of infection, the course and ways 
of overcoming the effects of COVID-19, the behavior of 
individuals with the disease and preventing discrimination 
against that specific category of individuals becomes vitally 
important.

As stipulated in the Guidelines for Preventing and 
Overcoming Stigmatization introduced by the Center for 
Strategic Communications of Hopkins University, some 
words and expressions used to discuss COVID infection 
(e.g., “suspicious case”, “isolation”, etc.) may be perceived 
by people in negative context and provoke stigmatizing be-
havior. Therefore, all means of communication, including 
the media, are recommended to use wording that promotes 
respect for human dignity, recognition of human rights 
and opportunities [22].

Collectively, the general means of stigmatization preven-
tion among those using MAs to track their contacts while 
overcoming COVID-19 are intended to overcome the 
prerequisits for the phenomenon at the stage of potential 
emergence of those prerequisits within the society and the 
change of public attitude towards certain ICT users.

Without reducing the functional potential of general 
prevention of stigmatization, special prevention of this phe-
nomenon is largely based on measures of individual legal 
coercion, educational and socio-psychological work within 
specific social groups. The implementation of this level of 

stigmatization preventing involves the development of spe-
cial measures designed to ensure elimination and prevention 
of discrimination against people with contacts processed by 
means of MAs in future. In this context, the main emphasis 
is shifted to preventing individual cases of disclosure of con-
fidential information about people with contacts tracked by 
means of mobile applications, eliminating the manifestations 
of their labor and socio-economic rights restriction as well 
as manifestations of hostile behaviour and fearful attitudes 
of other individuals towards them [30].

Thus, at this stage the model of behavior is built either 
by certain groups or individuals, in which discrimination 
against stigmatized individuals is subject to public condem-
nation, and the cases specified by national law are subject 
to administrative or criminal penalties.

Therefore, the prevention of stigmatization of people 
obliged to use MAs in response to COVID-19 overcom-
ing is a complex multi-level social and legal mechanism, 
the successful implementation of which should take into 
account the forms of manifestation and the factors that 
cause the existence of the given phenomenon within the 
society. Based on world human rights standards, the above 
mentioned social and legal mechanism acquires a meaning-
ful national content (both, instrumental and functional), 
which determines its effectiveness and appropriateness for 
the extinction of the facts of stigmatization of individuals 
at the level of certain states.

DISCUSSION 
Multifunctionality and complexity of implementation as 
well as heterogeneity of the approaches of the member 
states of the Council of Europe and the European Union to 
the formation of the mechanism to prevent stigmatization 
of individuals concerning the feature of MAs use for the 
purpose of COVID-19 effects overcoming have provoked 
a fierce debate in the scientific literature.

The main result of the debate lies in the need for each 
state to formulate a national information policy in a way 
that minimizes the imposition on the society of stereo-
types associated with distrust towards mobile applications 
designed to track the contacts of people infected with 
COVID-19 and the risks of individuals installed those 
applications [31].

According to the International Report “On Human 
Rights and COVID-19”, all the states must urgently act 
while counteracting fearful rhetoric and ensure that 
measures concerning COVID-19 do not increase the 
vulnerability of certain social groups in the face of violent 
abuse and discrimination. Dissemination of accurate, clear 
and evidence-based information and public awareness 
campaigns are the most effective means of overcoming dis-
crimination fueled by misinformation and fear. Additional 
efforts are needed to monitor cases of discrimination, as 
well as timely and public response measures [13].

Thus, the authors of the above-mentioned international 
document emphasize the importance of preventing stig-
matization at the level of general prevention. At the same 
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time, placing the main emphasis on the informational, 
explanatory campaign against stigmatization in concern 
with COVID-19 without mentioning the risks of this 
phenomenon in response to the use of MAs for tracking 
contacts causes the inexhaustibility of these measures to 
overcome the manifestation of stigmatization.

In his statement on 25.06.2020, dr. Hans Henri P. Kluge, 
the Director of the European Regional Office of the World 
Health Organization, expressed the idea that digital tools 
could not work without public trust. Any interference must 
take into account the need to protect individuals' privacy and 
personal data. In the digital environment, all the necessary 
measures must be taken to protect fundamental human and 
gender rights, and the epidemic is not a basis for deviating 
from this principle. The responsibility for solving the tasks 
related to data ownership, data protection and obtaining the 
consent of citizens lies with the state [31].

The analysis of the existing debates on the problem of 
preventing stigmatization of individuals with the use of 
MAs to track their contacts in response to COVID-19 
in the scientific literature and international documents 
revealed that they generally have a common denominator 
in solving the given problem. Its essence is the need for the 
increase of general preventive measures with the purpose 
of overcoming corresponding anti-social phenomenon, 
specifically educational measures to avoid social stigma-
tization, ensuring a balance between public awareness of 
COVID-19 and privacy of personal and family life. At the 
same time, overcoming discrimination against individuals 
using specific mobile applications should be emphasized 
as well as preventing misinformation about their public 
danger and individual sanctions for manifestation of stig-
matizing behavior.

CONCLUSIONS
The conducted research on the prevention of the stigma-
tization of individuals whose contacts are tracked in the 
conditions of Covid-19 by using MAs allows us to reach 
the following main conclusions:
1.  The prevention of stigmatization of individuals who use 

MAs is carried out with the use of general and special 
means of prevention of this phenomenon. But, in any 
case, the content of these tools is determined by the 
national legislation of specific states. 

2.  At the heart of the national policy to prevent stigma-
tization of people who use MAs for digital contact 
tracking are the positive and negative commitments of 
the member states of the Council of Europe to ensure 
the right of everyone to privacy and family life.

3.  In order to avoid stigmatization of individuals whose 
contacts are tracked during COVID-19 using the 
MAs, it is important that the use of these applications 
eliminates or minimizes the recording of geolocation 
information of people whose contacts are subject to 
digital tracking.

4.  An important condition for stigma combating is the 
development of national programs and their approval by 

the governments of the member states of the Council of 
Europe. Such programs should include forms and tools for 
monitoring the manifestations of infodemia and misinfor-
mation, responsible actors, the principles of media behavior 
during the coverage of Covid-19, as well as a mechanism 
to stop this phenomenon. In addition, it is important to 
ensure that the principles of confidentiality, adequate pro-
tection and the minimum necessary processing of personal 
data of employees with Covid-19 are observed.
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INTRODUCTION
Healthcare is one of the most rapidly growing spheres of 
sciences, so it is wide open for new technologies. One such 
being on the cutting edge is Artificial Intelligence (herein-
after - AI), which is started from entertainment and now 
spreading to other social life segments.

The trend of AI emerging is supported by several factors 
of modern life. Among them are the shortage of qualified 
doctors in the USA and Europe on the background of pop-

ulation aging and the necessity of cost-effective treatment. 
According to prognoses [1], by 2050, in Europe and North 
America, one in four people will be the age of 65+, and 
consequently, it will overload the healthcare system with 
aged patients with complex needs, long-term care man-
agement plan, and costly treatment. All that will demand 
switching of healthcare paradigm to meet new demands. 
So, there will be not only a need to attract and train more 
healthcare professionals increasing their number, but we 
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also redistribute their workload focusing on patients' care 
avoiding time-spending on things that could and, in fact 
should be automated. And this scope is one of where AI 
has a massive potential to grow, modify healthcare, and 
address some ongoing and perspective challenges. 

THE AIM 
The research aims to identify specific of AI in healthcare, 
its nature, and peculiarities, to establish complexities of 
AI implementation in healthcare and to propose ways to 
eliminate them.

MATERIALS AND METHODS
This study was conducted during June-October of 2020. 
Through a broad literature review, analysis of EU, USA 
regulation acts, scientific researches and opinions of pro-
gressive-minded people in this sphere this paper provide a 
guide to understanding the essence of AI in healthcare and 
specifics of its regulation. It is based on dialectical, com-
parative, analytic, synthetic and comprehensive methods.

RESULTS AND DISCUSSION
In the earlier 1970s' “the possibility that the computer 
as an intellectual tool can reshape the present system of 
health care, fundamentally alter the role of the physician, 
and profoundly change the nature of medical manpower 
recruitment and medical education--in short, the possi-
bility that the healthcare system by the year 2000 will be 
basically different from what it is today.”[2] Countries like 
Finland, Germany, the UK, Israel, China, and the United 
States are intensively investing in AI-related research, and 
the dynamics of healthcare AI growth are unstable [3]: the 
USA  still a “quantitive champion” with the biggest list of 
entities with the highest capitalization and broadest trials 
and researches, China is the one with the highest growth 
rate in healthcare AI implementation and intensive con-
sumer-oriented approach (for example, Ping An Good 
Doctor) [4], European countries has advantages in terms 
of the scope of collected healthcare data and amount of 
joint researches in different issues of AI using in medicine 
such as data protection, privacy, ethics vs law, humanity 
and other. So, there is no single “flagship” till now, and 
the process of healthcare AI usage is at its starting point.

Going down to definition (its acronym - AI), we almost 
from the beginning meet some complexities. One of the 
first broad definitions sounded like “Artificial Intelligence 
is the study of ideas which enable computers to do the 
things that make people seem intelligent ... The central 
goals of Artificial Intelligence are to make computers 
more useful and to understand the principles which make 
intelligence possible.” [5]. Now we have some “govern-
mental,” normative definitions. Thus, European-oriented 
terminology included in the European Commission's 
guidance on ethical AI as follows: “Artificial intelligence 
(AI) systems are software (and possibly also hardware) 

systems designed by humans that, given a complex goal, 
act in the physical or digital dimension by perceiving their 
environment through data acquisition, interpreting the 
collected structured or unstructured data, reasoning on the 
knowledge, or processing the information, derived from 
this data and deciding the best action(s) to take to achieve 
the given goal. AI systems can either use symbolic rules 
or learn a numeric model, and they can also adapt their 
behavior by analyzing how the environment is affected by 
their previous actions. [6] However, USA's approach is 
operating definition of “augmented intelligence,” making 
an accent on the enhanced capabilities of human clinical 
decision making when coupled with these computational 
methods and systems.” [7] Both approaches have their 
advantages and level of rationality, but the main two things 
we should consider are: 
1)  that AI in current practice is interpreted in three forms, 

they are: AI as a simple electronic tool without any level 
of autonomy (like electronic assistant, “calculator”), AI 
as an entity with some level of autonomy, but under hu-
man control, and AI as an entity with broad autonomy, 
substituting human's activity wholly or partly, and we 
have to admit that the first one cannot be considered as 
AI at all in current conditions of science development; 

2)  description of AI often tends to operate with big tech-
nological products like DeepMind (by Google), Watson 
Health (by IBM), Healthcare's Edison (by General 
Electric), but in fact, a lot of smaller technologies also 
use AI in healthcare field – smartphone applications, 
wearable health devices and other examples of the In-
ternet of Things. We all (the majority of us) are using 
some assistants with AI technologies inside, and this 
trend is growing.

We prefer to use a more common category of “Artificial 
intelligence” rather than “Augmented Intelligence” because 
the last one, from our point of view, leaves a lot of space 
for “human supervision” meaning, and that will limit the 
sense of AI while it will undoubtedly develop in future. 
So, what is AI in medicine? Simply the AI specialized to 
medical applications.

At the current stage of development AI in medical prac-
tice is existing in three technical forms: software, hardware, 
and mixed forms. 

Software form includes a wide range of implementations 
in applications from simply fixating and record-keeping 
to neural network systems designed to generalize data 
and recommend treatment decisions by predicting their 
efficiency. Most of its software-based potential AI in health-
care could demonstrate in the following areas: Artificial 
Intelligence Techniques in Medicine; Data Mining and 
Knowledge Discovery in Medicine; Medical Expert Sys-
tems; Machine Learning-Based Medical Systems; Medical 
Signal and Image Processing Techniques.

Hardware form is a “world of robotics” [8] that assists in 
medical treatment, surgeries, rehabilitation, functioning in 
intelligent prostheses, etc.

The mixed form is a combination of both elements as 
components of the complex unite system. For this moment, 
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such a category is not filled with a lot of examples, in fact, 
we have just a few “almost-proper” examples of such [9].

Health care is faced with two modern problems that 
could be addressed by using AI, they are the rise of “big 
data” – huge amounts of data coming from many sources 
(electronic health records, scientific and practical medical 
literature, clinical trials and their results, insurance data, 
pharmacy records, information added by patients via 
smartphones, wearable devices etc.), and the necessity 
(and ability) to generalize and to find consistent patterns 
to enhance healthcare and treatment of patients. These two 
problems are resulting in one – the necessity of automatiza-
tion and assistance, and it is curious, but healthcare system, 
thought being open to technologies, is one of the spheres 
with the lowest possible automatization rates – only 15% 
of working hours presumed to be automated till 2030 and 
only 35% - are potentially automatable at all [10]. Some 
skepticism is added by evidence-based researches arguably 
state that “… healthcare has exhibited a dismal record for 
adopting cutting edge technologies.” [11]

How could AI help with this? The primary method of 
medical science is to establish interconnections through 
some kind of patterns based on existing data (databases), 
and here we can presume that statistical method was the 
core of such a process for a long time before AI. However, 
AI could be much more effective in that by using three 
main scientific-statistical approaches – flowchart meth-
od, database method, and decision-making method. All 
of them are useable but they are differently suiting for AI 
implementation.

“Flowchart method” is grounded on the gathering of 
established symptoms, thus creating some history record 
and resulting in probable diagnosis by combining symp-
toms in one picture. The downsides of such an approach 
are obvious, they are the necessity to input a lot of data on 
different symptoms, their characteristics, combinations, 
connected diseases etc. in order to achieve a trustworthy 
result; moreover, such an approach is limited because of 
medical worker's intermediary role – the algorithm cannot 
“ask” anything in addition except the information provided 
by the medical worker, cannot achieve any information of 
the particular patient – 100% “machinery” and inflexible 
approach. However, it can be useful in appropriate cir-
cumstances, for instance, to encode triage protocols for 
use by nurses [12], patient interviewing [13], for giving 
therapeutic advice in the acid/base area [14].

“Database method” is based on the principle of self-gen-
eralization, self-learning, and in-depth analysis, when AI 
has to learn how to recognize interconnections and patterns 
utilizing repetitive algorithm designed to identify how the 
symptoms or their combinations, visual appearance etc. are 
manifested. And such systems are effectively working now, 
for instance, in the relevant issue of COVID-19 diagnos-
tics on the basis of cough sound [15]. Although such data 
processing techniques have more advance than previous, 
it could not be implemented in all cases because of some 
issues: high costs and time spendings of collecting and 
processing huge databases; problems with the comparison 

of old data and new data; regional differences of collected 
data; the possibility of medical exceptions in some types 
of diseases; lack of explanation and inability to substitute 
the role of the physician. Such a method can undoubtedly 
be practically implemented, but the scope of such imple-
mentation should not be overestimated.  

“Decision-making method” is grounded on the mathe-
matical algorithms of creating decisions under some level 
of uncertainty, involving prior experience, manifestations, 
likelihoodness, and outcomes. As P. Szolovits rightly notes, 
“Besides its rationality, such an approach has some issues 
regarding obtaining reasonable estimates of probabilities 
and utilities for a particular analysis. Although techniques 
such as sensitivity analysis help greatly to indicate which 
potential inaccuracies are unimportant, the lack of ad-
equate data often forces artificial simplifications of the 
problem and lowers confidence in the outcome of the 
analysis”. [16] For instance, such an approach could lead 
to a situation when multiple symptoms are considering as 
a mix of single diseases (when, in fact, they are a combi-
nation leading to one) or vice versa. Additionally, numeric 
algorithmic representation of the decision-making process 
obviously differs from that of a real human-physician, 
which could confuse the patient.

Thus, every single approach is suitable but not universal, 
moreover, as was mentioned before, despite the fact of the 
relatively long story of AI, we can admit that it is just a 
starting point of the technology in general and its use in 
healthcare in particular. According to recent researches, 
“While there are widespread questions on what is real in 
AI in healthcare today, this report looked at 23 applications 
in use today and provides case studies of 14 applications 
already in use. These illustrate the full range of areas where 
AI can have an impact: from apps that help patients manage 
their care themselves, to online symptom checkers and 
e-triage AI tools, to virtual agents that can carry out tasks 
in hospitals, to a bionic pancreas to help patients with 
diabetes.” [3, p. 14]

It is predicted that we will face three main phases of AI 
in healthcare scaling: 
-  low-level technical implementation phase, when AI 

will be assisting in repetitive administrative tasks. At 
this point, AI technology will reduce the accompanying 
workload (not the main one) of the medical staff of all 
levels and image-based application of AI in ophthalmol-
ogy, radiology [17].

-  home-based care phase, when the assistance of AI 
will make it possible to switch the model of medical 
treatment more toward remote monitoring, alerting 
visual assistance on the basis of AI technology. Ad-
ditionally, advancing will take place in AI utilization 
in oncology, cardiology, neurology, where it shows its 
first forms of implementation these days [18-20] with 
broader digitalization combinations (by deep learning, 
NLP, connectivity) and organizational transformation 
in accompanying existing technologies.

-  clinical trials and decision support phase, when AI 
technologies will be implemented in clinical decision 
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support, embedded in every stage of the healthcare 
system, from training and learning through clinical 
trials and treatment to health enhancement end general 
evaluation of healthcare

Thus, for now, we are far from the real broad implemen-
tation of AI in healthcare, so it is the right time to think 
– what kind of issues will it raise? Are we ready to address 
them, or (if not) what strategy should we have to minimize 
the risks? Furthermore, the central concern is grounded on 
the fact that we are discussing revolutionary modification 
of healthcare, public health issues, the conflict between 
public and private interests, law and ethics, technology, and 
humanity. We have no intention to dive into every single 
issue of AI implementation in healthcare deeply, and that 
will be a core of our further researches. So, let's get down 
to the analysis.

The technology nature. AI, machine learning, and sup-
portive technologies, as we stated above, if we explain them 
with regard to healthcare, execute the process of obtaining 
the decision which usually is 1) unexplainable at all, be-
cause some of the stages are “presumed” or “skipped”; 2) 
explainable, but the explanation is justified mechanically 
but absolutely make no sense from a medical point of view 
[21]. That is why the term “black box” is widely used when 
describing the decision-making process within AI tech-
nology because the original algorithm could experience 
modifications on the basis of a massive amount of data 
analyzed or with changes of data over time. That could be 
positive when we analyze the perspective of image recog-
nition and early prediction of, for example, skin cancer 
disease [22], identify disorders in infants on the basis of 
facial features [23], to recommend of-label use for existing 
drugs, etc. But medical science and medical treatment must 
be based on an appropriate level of certainty, so it would 
be a tough challenge to ensure effectiveness and safety 
and not interrupt progress, development, and use of AI 
technology benefits.

Law regulation approach. This issue's core is to en-
sure the quality, safety, and reliability of IA in healthcare. 
Regarding the primary status, such bodies as Food and 
Drug Administration in the USA, relevant Commission 
in the EU designed to oversee medical devices, but could 
AI – free-standing algorithms used to make medical 
decisions (or help make them) – be simply identified as 
regular medical device? [24, 25] They have many common 
characteristics, but legislative terms should be modified to 
strictly cover AI in all its forms. The question of efficiency 
and safety regarding medical objects always connected 
with two basic points of scientific reasoning plus under-
standing and approved by trial efficiency. And with both 
these demands, there are enormous complexities because 
understanding and reasoning are unattainable due to the 
essence (“black-box”) of technology, and trials in their 
classical meaning may not be suitable to AI if the predicted 
results of AI algorithm isn't general but rather individual 
and personalized. Furthermore, one of the core features of 
AI using in healthcare is saving time to achieve the result, 
thus – trials will interrupt this feature majorly. Thus, the 

classical approach for premarket evaluation will hardly 
work for AI in healthcare, and broad premarket control 
should be changed to stricter and more comprehensive 
aftermarket monitoring to manage this challenge and to use 
a collaboration of various entities to create an AI algorithm 
of the highest quality.

Liability. Healthcare is a field where one can hardly 
underestimate the meaning of liability because a patient's 
health and life are at the center of this scope. Using some hi-
end technologies in medical practice to enhance treatment 
is not new, and this kind of model presumes that medical 
staff is professionally responsible for patient's care and all 
technical measures used. However, such a strict scheme will 
not (and in some circumstances should not) work that way 
when we are talking about AI if, for example, some issues of 
AI's algorithm caused a mistake in prioritization of patients 
by the urgency of care or mislead medical worker in some 
automatically measured figures of patient's state, etc. If AI 
is a simple electronic instrument under a physician's full 
supervision and control, it will be understandable case, but 
with the further increase of automated decision making, 
there will be an obvious need to clarify the borders and 
defining where professional responsibility begins and 
ends. We can now use the starting point of similarization 
of AI-related liability with the one connected to medical 
devices, where approach for regulating devices created by 
national bodies (FDA in USA, Medicines and Healthcare 
Products Regulatory Agency in UK, etc.). In this situation, 
the burden of assurance of device effectiveness and safety 
is fully on the regulatory body, and thus if an AI is used 
correctly, the physician must not be subject to liability. 
However, transforming AI from the concept of “supporting 
the decision” to “making the decision” is a matter of time, 
and then – should physicians overlook the results of AI 
activity and be liable for that? If yes – then it will decrease 
the attractiveness of technology in healthcare because of 
unnecessary “double-work”, if no – how to ensure patient's 
rights in the right way? Should hospitals, physicians ver-
ify and test AI themselves before implementation? What 
should they do to fulfill their duties in using AI not to 
become liable? Without clarifying these questions, many 
physicians and healthcare organizations would be reluc-
tant to introduce or significantly scale up AI applications 
in healthcare [3]. Liability issues are also connected with 
the concept of informed consent of the patient regarding 
treatment using AI technology, namely – how deep should 
be information that is delivered to the patient regarding AI 
and (because we a talking about very complex technology) 
will that information make it possible to such consent be 
really “informed” in fact. 

Privacy. It is a trend of the 21st century, and we cannot 
overlook this issue regarding AI use in healthcare, and 
three types of data processing are particularly relevant 
in this regard: collecting, analysis, and sharing. This data 
must be firstly loaded by the developers to “train” the AI, 
and then this data and its combined, generalized, sorted, 
evaluated, etc., forms are shared with other systems in 
order to exercise healthcare functions. But such kind of 
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data is included in the category of highly sensitive data 
and is covered by special restrictive provisions of General 
Data Protection Regulation [26], Health Insurance Porta-
bility and Accountability Act's (HIPAA's) [27], and other 
acts and restriction of such information use need further 
clarification in terms of covered subjects, anonymization 
and other because machine learning and AI in general 
do not fully comply with current provisions on privacy. 
How could be addressed the situation with the right of a 
person to erase his/her data, if such data is already used, 
reorganized and “integrated” in a wide range of databases 
and influenced AI's algorithm and “decision-making”?

There are many other concerns of different nature, from 
intellectual property rights and commercialization of 
technology to ethical issues, unemployment concerns and 
conflict between public and private interests. We will try to 
address them in ongoing and further researches in this field.

CONCLUSIONS
The conducted analysis makes it possible to admit many 
pros and cons in the field of AI using in healthcare. Un-
doubtedly this is a promising area with a lot of gaps and 
grey zones to fill in. Furthermore, the main challenge is not 
on the technology itself, which is rapidly growing, evolving, 
and uncovering new areas of its use, but rather on the legal 
framework that is clearly lacking appropriate regulations 
and some political, ethical, and financial transformations. 
Thus, the core questions regarding this are as follows: is 
technology by its nature suitable for healthcare at all? Is 
the current legislative framework looking appropriate to 
regulate AI in terms of safety, efficiency, premarket, and 
postmarked monitoring? How the model of liability with 
connection to AI technology using in healthcare should be 
constructed? How to ensure privacy without the restriction 
of AI technology use? Should intellectual property rights 
prevail over public health concerns? Many questions to 
address in order to move in line with technology develop-
ment and to get the benefits of its practical implementation.
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INTRODUCTION
Criminal liability for death or bodily injuries cannot be 
equal. Such damages can have caused by various forms of 
guilt (intent or negligence), by different aims (vengeance, 
obtaining profits), under different circumstances (during 
medical services, as a result of the conflict), to different 
victims (old people, minors), by different subjects (general 
or special), etc. Such damage may be caused by persons 
who are closely related to the provision of professional 
medical services.

Obviously, the professional activity of medical profes-
sionals is engaged with influence upon the health of those 
who demand medical services or who need health care. 
That's why there is an increased risk of inflicting health 
damages or death. Considering this fact, the question arises 
if it is necessary to differentiate criminal liability between 
medical professionals and general subjects of crime inflict-
ing the same pecuniary or physical damages. 

THE AIM
This research aims to ground the necessity of medical 
professionals criminal liability differentiation for damages 
inflicted while performing their professional duties. First of 
all, the answer is to be found whether in any case of causing 
damages (pecuniary or physical) medical professionals 
must bear criminal liability.

MATERIALS AND METHODS
This research is based on philosophical, comparative, 
analytic, systematic, empiric, and other methods, meth-
ods of formal logic, and methods of interpretation. The 
empiric basement of this research consists of case files (8 
case files, which have been the subject of Supreme Court 
consideration, as well as separate opinions of judges con-
cerning results of these criminal proceedings), 108 trial 
courts and courts of appeal judgments, conclusions of the 
Department of Analytical and Legal Work of Supreme 
Court considering the subject of the analyzed issue, ju-
dicial statistics for the period of 2018-2019 provided by 
the State Judicial Administration of Ukraine, a summary 
of the judicial practice, made by the Law Department of 
the Supreme Court, judgments of the European Court of 
Human Rights (4 judgments). Documents of medical as-
sociations (of the USA and Australia) and criminal codes 
of certain states (Ukraine, Poland, Latvia, and Slovenia) 
have been analyzed too.

Personal experience of work as a judge has been applied. 
For instance, the author of the article was the reporting 
judge during criminal proceedings concerning the ac-
cusation of the medical professional whose misconduct 
caused the death of a minor (case file no. 439/397/17) [1]. 
This proceeding became the subject of consideration by 
the Grand Chamber of the Supreme Court, because of the 
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exclusive legal problem of the possibility of exemption of 
a medical professional from criminal liability.

RESULTS
Analysis of case files, thoughts of scientists and practical 
workers allowed to propose criteria and indicators influ-
encing increasing or decreasing of social dangerousness of 
actions committed by medical professionals. This is said 
about the necessity of the legislator to consider the close 
interrelation of professional medical services and influence 
on the health of persons who demand medical services or 
need health care during differentiation of criminal liability.

To achieve the principle of justice, the legislator shall 
differentiate the criminal liability of medical professionals 
for damages inflicted while performing their professional 
duties. This is necessary to take into account the permanent 
risk of damaging health or depriving the life of the patient. 
At the same time, this is important to consider the special 
education of a medical professional and his voluntary choice 
of obligations to provide health care and medical services.

Special grounds or requirements for exemption from 
criminal liability considering such a feature of special 
subject of crime as a medical professional shouldn't be 
provided. These provisions of the general part of criminal 
law shall be universal without any dependence on special 
features of the subject of crime.

We suppose that the criminal liability of medical pro-
fessionals for inflicting intentional physical damage shall 
be envisaged by general legal norms. At the same time, 
medical professional who has caused this damage at the 
patient's demand, shall bear the liability differentiated 
decreasingly (by prescribing privileged norm).

Criminal liability for negligence causing damages shall 
be imposed by special norms. Permanent risk of inflicting 
damage to patients due to the specificity of the professional 
duties of medical professionals must be taken into account 
by decreasing the lower limits of sanctions in comparison 
with sanctions of general norms envisaging criminal lia-
bility of the general subject.

At the same time, the criminal liability of a medical pro-
fessional who has caused physical damage to his patient 
during the official working time and in a state of alcoholic 
or drug intoxication shall be differentiated increasingly.

A medical professional cannot be a subject to criminal 
liability for pecuniary damages. Such damages may be 
compensated according to civil procedures.

DISCUSSION
The primary role of the differentiation of criminal liability 
is achieving justice. So, differentiating criminal liability 
according to the criteria of a character or level of social 
dangerousness, personal characteristics of guilty one must 
result in prescribing in the law the borders for providing 
forms of criminal liability.

Legislators of different states use various means of 
differentiation of criminal liability. We will not define all 

the volume of means of criminal liability differentiation. 
Nevertheless, we will highlight the ones which are con-
nected with the subject of this research. It is said about the 
exemption from criminal liability, qualified and privileged 
features of bodies of crime, prescribing special bodies of 
crime, defining borders of punishment. These means will 
be analyzed only in part, concerning committing criminal 
actions by the medical professional.

This is worth to be mentioned, that in some states, the 
criminal liability of medical professionals is envisaged 
by general legal norms (Poland, Slovenia). In the other 
– legislator prescribes special norms (Ukraine, Latvia). 
Scientists pay much attention to studying of the legislative 
approaches to the differentiation of medical professionals' 
criminal liability in the criminal laws of different states. 
They indicate grounds taken into consideration by national 
legislators in this process as well [2, 3, 4].

Usually, this is said that medical professionals shall bear 
stricter level of liability, than the other people who inflicted 
damage to health or death. However, we suppose that sug-
gestions on increasing strictness of the criminal liability of 
a medical professional must be made only after considering 
how often he is at risk of inflicting damage to his patient's 
health. Regular professional activity of medical professionals 
is closely connected with providing health care to those who 
need them or medical services to those who demand.

Peculiarities of professional activities of medical profes-
sionals and permanent risk of inflicting damage to health or 
death of the patient were a separate aspect of research of the 
exemption from criminal liability problem concerning recon-
ciliation with the victim of crime (case file no. 439/397/17) [1]. 
In this case, the doctor-anesthesiologist of the anesthesiology 
and resuscitation department of one of the local hospitals has 
been charged in inadequate fulfillment of professional duties, 
negligent medical manipulation (puncture of left collarbone 
vein by injection needle for mounting catheter). This medical 
manipulation has been performed contrary to the common 
technique of catheterization of collarbone vessels. Such action 
has caused the death of the minor.

102 court judgments have been analyzed while working 
over the mentioned criminal proceeding [5]. This analysis 
gives reason to state that in 94% of proceedings, courts 
have delivered judgments concerning exemption from 
criminal liability of doctor due to the reconciliation with 
the family of the deceased patient. Only 7 proceedings are 
resulting in rejection of the application of a guilty person 
for exemption from criminal liability. These rejections 
have been motivated by the impossibility of reconciliation 
because of the irreversibility of consequences in the form 
of death, which cannot be compensated to the deceased.

That's why a situation in practice of criminal law applica-
tion has occurred resulting in the possibility of exemption 
from criminal liability due to reconciliation with the family 
of the deceased by most of the medical professionals who 
have caused negligently death to their patients.

The Grand Chamber of the Supreme Court has stated that 
the right of reconciliation is personal; it cannot be acquired 
by another person or delegated to anyone. If death is caused 
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as the result of a crime (medical as well) then nobody can 
(even relatives) express the will of the victim for reconcili-
ation with the accused. That's why in such case exemption 
from criminal liability due to reconciliation is impossible.

It should be stressed that all 16 judges in this proceeding 
have supported such an approach; there have been no sep-
arate opinions or objecting points of view. The mentioned 
approach has been generally supported by members of 
the Scientific and Advisory Board of the Supreme Court, 
who have given their scientific conclusions concerning the 
exclusive legal problem in this case.

From the stated above it is obvious that it is inappro-
priate to differentiate grounds and requirements of an 
exemption from criminal liability basing on the feature of 
committing a crime by the medical professional. Grounds 
and requirements of an exemption from criminal liability 
are to be universal for all subjects of crime.

Prescribing qualified or privileged features, formulation 
of special bodies of crime, defining borders of punishment 
are the following means of the differentiation of criminal 
liability. Criteria decreasing or increasing social dangerous-
ness of crime committed by a medical professional while 
performing his professional duties shall not be omitted by 
the legislator. Taking into account the fact that damages 
inflicted as the result of performing professional duties by 
medical professionals are widespread it is justified to high-
light the necessity to define criteria that provide support 
for complex differentiation of criminal liability, though 
this question concerns world medical practice globally.

A medical professional is in the state of permanent risk 
of causing damage. The essence of the medical profession is 
tightly interrelated with the necessity to evaluate the state of 
health of the patient and to provide health care he certainly 
needs. Traditionally medical professionals use clinic pro-
tocol – a framework of medical treatment, which must be 
applied in any certain clinic situation. However, peculiarities 
of the human body of a patient, existing illnesses, etc. cause 
undoubted influence on the general view on medical treat-
ment of any patient. These aspects are sometimes not evident 
and are not considered by the doctor. By the way, mistakes 
resulting from the peculiarities of the patient and his body 
may occur during medical treatment as well as during any 
other professional activity. As researchers state, each doctor 
does his/her duties in the wrong way at least once in his/her 
career [6]. Moreover, following data provided by the World 
Health Organization, medical mistakes occur in quantity 
from 8 to 12% of all situations of hospitalization in the states 
of the European Union [7]. Types of medical mistakes as 
well as questions of the feasibility of medical professionals' 
criminal liability are researched by specialists in criminal 
and medical law [8, 9, 10].

Positive influence on the state of a patient's health is the aim 
of a medical professional. However, sometimes such positive 
influence doesn't occur. Or even worse – the state of the 
patient's health deteriorates, death or bodily injuries happen.

Researching the problem of criminal liability of medical 
professionals R. Ferner suggests that a medical profes-
sional shall bear criminal liability for intentional damage 

or damage inflicted in the state of inebriation or drug 
intoxication [11].

Damage by medical professional acting with direct intent 
can be caused in two situations. First – inflicting damage on 
patient's demand (for instance euthanasia) or – deliberate 
damaging the patient's health acting with personal motives 
(vengeance, mercenary motive, etc.)

In the first of the mentioned situations, when the 
patient himself asks about inflicting damage to health 
even causing death motivated by strong pain as the re-
sult of illness, incurable illness, we suppose that there 
are grounds for decreasing the level of criminal liability 
of a medical professional. The European Court of Hu-
man Rights in the case of Pretty v. the United Kingdom  
(Application no. 2346/02) [12] has stated, that the right to 
be deprived of life by a third person cannot be interpreted 
using Article 2 of the Convention. However, in the case 
concerning the right to access medicine, able to cause 
the death of the applicant (who has a mental illness), the 
European Court of Human Rights noted, that state au-
thorities shall obstruct a person to deprive herself life if 
this decision is not conscious and willful. (Case of Haas v. 
Switzerland (Application no. 31322/07)). We suggest that 
the intensity of criminal influence on a guilty person must 
be substantially decreased if death has been caused by the 
demand of a patient.

If deliberate inflicting health damages or death are made 
under the influence of “dirty” motives – the strictness of 
criminal liability of a medical professional must increase, 
taking into account that the patient addressed for medical 
service, but instead received injury. At the same time, such 
situations are quite rare. That is why strictness of criminal 
liability can be increased by a court in the process of indi-
vidualization of criminal liability. Prescribing mentioned 
aggravating circumstances in the criminal law act is un-
justified considering their exclusiveness.

Thus, criminal liability for deliberate causing patient's 
death or bodily injury by medical professional shall be 
differentiated only when it is inflicted on patient's demand 
(by decreasing strictness). When this damage is inflicted 
under the influence of other motives, then increase of the 
intensity of means of criminal legal impact can be provid-
ed at the stage of imposing punishment by a court (in the 
process of individualization of criminal liability), without 
prescribing such an increase in the criminal law act.

Criminal liability of medical professionals for negligent 
causation while performing professional duties death or 
health injury is necessary. Court's judgments demonstrate 
that criminal negligence during medical treatment in many 
cases is evident and cannot be ignored by the state.

N. Gutorova, O. Zhytniy, and T. Kahanovska aptly ob-
serve that in the states where special norms concerning 
medical negligence are prescribed, sanctions for commit-
ting this crime are less strict [2]. In our opinion, a legislator 
while defining borders of sanction consider the indicator 
of permanent risk of causing death or bodily injury while 
performing professional medical treatment. We consider 
such an approach as justified. Moreover, at the stage of 
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individualization of criminal liability courts often impose 
punishments which are not associated with imprisonment.

Such an example is described in the case file no. 
447/781/16-к. the doctor has finished with the delivery of 
a baby, but after a while noticed the woman is bleeding. 
According to the forensic medical examination conclusion, 
the doctor has breached the demands of clinic protocols 
“Obstetric bleeding” and “Hemorrhaging shock”; undi-
agnosed partial uterus rupture, underestimation of blood 
loss and total state of the woman in labor, untimely calling 
anesthesiologist, untimely informing hospital adminis-
tration and department caused aggrieved hemorrhaging 
shock, irreversible changes in main parts of the human 
body, late surgery and death [14]. The court has imposed 
punishment of 2 years of confinement but exempted guilty 
person from serving it due to the limitation period ending.

At the same time, analyzing the court judgment the 
conclusion can be made that there is sufficient difference 
in social dangerousness between situations when a medical 
professional acts diligently, use all the possible means to 
achieve a positive influence on the human body but fails or 
when a medical professional provides medical treatment 
in the state of inebriation or leaves the patient without 
necessary treatment at all.

Damage inflicted by a medical professional in the state of 
inebriation or drug intoxication must aggravate his liability 
when this state occurred while working and while being 
obliged to perform health care or medical services.  

Patients' treatment, medical manipulations (as well as 
surgeries), performing the other professional functions by 
a medic in the state of inebriation or drug intoxication is an 
indicator influencing the level of social dangerousness of 
the committed. The fact of the subject's realization, that his 
professional activity is connected with medical treatment, 
so the risk of inflicting damage is high, but ignored this, is 
the most important factor in such cases.

A medical professional committed himself to qualified 
medical treatment, provided in time. This approach is 
recognized worldwide, which can be seen in different 
legal acts and ethical codes. For instance, article 1.1.6 of 
the Code of Medical Ethics of AMA (American Medical 
Association) provides that physicians individually and 
collectively share the obligation to ensure that the care 
patients receive is safe, effective, patient centered, timely, 
efficient, and equitable [15]. This aspect is similarly regu-
lated by the Medical Board of Australia in article 1.4 of A 
Code of Conduct for Doctors in Australia. Provisions of the 
mentioned Code state that doctors must make the care of 
patients their first concern and to practice medicine safely 
and effectively [16]. In Bases of the legislation of Ukraine 
on health care declare obligations of the doctor to perform 
timely and qualified diagnosis and treatment of a patient 
(part 2 of article 34) [17].

That is why while performing his duties a medical pro-
fessional must be in such a state that allows him to provide 
timely and qualified health care. Being in the state of ine-
briation or drug intoxication while performing professional 
duties and inflicting deadly bodily injuries of the patient 

must increase the strictness of the medical professional's 
criminal liability. Since actions leading to a state of intoxica-
tion are accompanied by an understanding of the necessity 
of performing health care or medical services.

We suggest legislator to differentiate criminal liability of 
medical professional who caused patients death or health 
damages directly in the provisions of the Criminal code.

Character and volume of socially dangerous conse-
quences is an indicator that reflect increasing social dan-
gerousness of crime, committed by a medical professional. 
The legislator usually differentiates criminal liability for 
consequences in the form of bodily injuries of a certain 
level of severity or the form of death. Minimal damage 
resulting in criminal liability of medical professional shall 
be equal with the level of severity of bodily injury resulting 
in criminal liability of general subject. Tarasevych T. in her 
PhD thesis makes similar conclusions. She suggests that 
consequences shall be directly named in the dispositions 
of certain articles of the Criminal code instead of the term 
“heavy consequences” [18]. 

Taking into consideration that medical professionals 
provide medical treatment or services, they shall only be 
incriminated for consequences of death or bodily injury. 
Inflicting pecuniary damages is indirectly related to the 
duties of a medical professional and legal relation concern-
ing these duties. That is why we suggest that such damage 
must be compensated in civil procedure. It is properly said 
in the literature that criminal intervention considering the 
damage caused by a medical professional is appropriate 
when it is really necessary due to the lack of other effec-
tive legal mechanisms [19]. There are a lot of examples 
in court judgments of compensations for pecuniary or 
non-pecuniary damages inflicted as the result of improper 
medical treatment or service. For instance, the Supreme 
Court judged (case file no. 537/4429/15-ц) the hospital to 
pay non-pecuniary damage for violations during delivery 
of a baby [20].

In this article, we have analyzed part of the differentiation 
means of medical professionals' criminal liability. At the 
same time, it is necessary to research the feasibility of envis-
aging features influencing the criminal liability of a medical 
professional in the Criminal Code, such as the age of the 
victim, the psychological and emotional state of a medical 
professional during performing medical treatment, a mul-
tiplicity of crimes (as well of negligent ones), qualification 
of the doctor, features of victim's state (state of emergency, 
life-endangering state, etc.) These questions will be the 
subject of further studies concerning the differentiation 
of medical professionals' criminal liability for inflicting 
damage while performing their professional duties.

CONCLUSIONS
Considering the peculiarities of the medical profession, 
the permanent influence of treatment and services of 
medical professionals on such values as life and health, 
we suggest that there are grounds for differentiation of 
medical professionals' criminal liability for damages caused 
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while performing their professional duties. The necessity 
to differentiate criminal liability of medical professionals 
alongside general subjects of crime is motivated by such 
features of the first group of subjects as special education, 
professional duty and permanent risk to inflict death or 
health damages. The first two features increase the level of 
social dangerousness, the last one – decreases. Acting in a 
state of inebriation or drug intoxication, deliberate causing 
physical damage on patient's demand are the indicators 
influencing the level of social dangerousness of a medical 
professional. Such a differentiating approach helps the 
legislator to set justified borders of criminal law act appli-
cation and to provide clear limits for the individualization 
of criminal liability by a court.
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INTRODUCTION 
On 28th October 2011, the Council of Europe Convention 
on the counterfeiting of medical products and similar 
crimes involving threats to public health (hereinafter re-
ferred to as the “Medicrime Convention” [1] was signed on 
behalf of Ukraine. Medicrime Convention is a first interna-
tional treaty against counterfeit medical products and sim-
ilar crimes involving threats to public health. According to 
Art. 5-8 of the Medicrime Convention, each Party shall take 
the necessary legislation and other measures to establish as 
offenses under its domestic law a) the intentional manufac-
turing of counterfeit medical products, active substances, 
excipients, parts, materials and accessories, falsification 
of medicinal products, medical devices, active substances 
and excipients (paragraphs 1, 2 of Article 5 of the Medi-
crime Convention), b) when committed intentionally, the 
supplying or offering to supply, including brokering, the 
trafficking, including keeping in stock, importing and ex-

porting of counterfeit medical products, active substances, 
excipients, parts, materials and accessories (paragraph 1 of 
Article 6 of the Medicrime Convention), (c) the making of 
false documents or the act of tampering with documents, 
when committed intentionally (paragraph 1 of Article 7 of 
the Medicrime Convention), and (d) the so-called “similar 
crimes involving threats to public health” (Article 8 of the 
Medicrime Convention). Crimes provided in Art. 5-7 of 
the Medicrime Convention are generally referred to as 
“manufacturing of counterfeits” (Article 5), “the supplying, 
offering to supply and trafficking in counterfeits” (Article 
6) and “falsification of documents” (Article 7) in the names 
of these articles of the Medicrime Convention.

There are problems in defining the range of those crimes 
(criminal offenses), which are currently provided for in 
the Criminal Code of Ukraine (hereinafter referred to as 
CC), but are similar to those specified in Art. 5-7 of the 
Medicrime Convention [2, p. 28], as well as the criminal-
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ization of those acts that are listed in Art. 8 of the Medi-
crime Convention because the term of “similar crimes” 
is absolutely absent in the current criminal legislation of 
Ukraine. It should be mentioned that provisions of Article 
8 (namely par. a(i)) relate to the criminal law protection of 
intellectual property relations, which is indirectly related 
to public health issues. [3]

The lack of solutions to these problems not only hinders 
the fulfilment of the mentioned conditions of the Medi-
crime Convention, but also makes ineffective mechanisms 
for preventing crimes related to counterfeiting of medical 
products and other crimes involving threats to public health. 
The ineffectiveness of the use of some of these mechanisms 
was once emphasized in the Concept of implementation of 
state policy to prevent counterfeiting of medical products, 
approved by the order of the Cabinet of Ministers of Ukraine 
of April 3, 2019 No.301-r. At the same time, the solution of 
these problems in the science of criminal law of Ukraine is 
mainly to formulate a scientific model of the criminal law 
mechanism to prevent crimes defined in the Medicrime 
Convention [4, pp.856-861], the need to ensure clarity of 
the conceptual apparatus and interpretation of criminal 
legislation of Ukraine, unity of law enforcement practice and 
efficiency of realization of norms of the criminal legislation 
of Ukraine which requires appropriate amendments to the 
Criminal Code of Ukraine, their justification, scientific 
confirmation and empirical proof [5, p.6]. 

THE AIM
An adequate understanding of the term of “similar crimes” 
should be offered, types of crimes (criminal offenses) pro-
vided for in the Criminal Code of Ukraine and are similar 
to those defined in Art. 5-7 of the Medicrime Convention 
should be identified, as well as which acts listed in Art. 8 
of the Medicrime Convention still not provided for in the 
CC of Ukraine as crimes (criminal offenses) of certain 
types and thus “fall out” of criminalization should be found 
out based on the specifics in Art. 8 of the Convention on 
Medicrime acts included in the term of “similar crimes 
involving threats to public health”, and taking into account 
the analysis of the relevant provisions of the CC of Ukraine.

MATERIALS AND METHODS
The conducted study is based on the analysis of the provi-
sions of the Medicrime Convention, the criminal legislation 
of Ukraine. The following methods: dialectical method 
– while clarifying the nature of similar crimes involving 
threats to public health, and determining the content of 
components of such crimes under the Criminal Code of 
Ukraine; hermeneutic method – while interpreting of basic 
terms and their constructions, as well as formulating of of-
fers to improve the norms of the CC; system-and-structural 
method – while substantiating the systemic criminal law 
protection of public health; comparative-and-law method 
– while determining the common and different provisions 
in the provision of similar crimes involving threats to pub-

lic health, in the Medicrime Convention and the criminal 
legislation of Ukraine were used to achieve this purpose.

RESULTS AND DISCUSSION
1. Problems of marking the relevant social-and-legal 
phenomena with adequate terms and interpretation. The 
term “Similar crimes involving threats to public health”[6] 
is used in English in the official text of the Medicrime 
Convention which in the official Ukrainian-language text 
of the Convention is translated as “подібні злочини, що 
загрожують охороні здоров'я” [7]. Thus, when translat-
ing the text of the Medicrime Convention, the English term 
“similar” was translated into Ukrainian as “подібні” and 
as “схожі” into Russian which cannot be considered an 
unambiguous and accurate method of legislative technique, 
especially given the different meanings of these terms.

The English-language term of “similar” should be in-
terpreted taking into account the similarity, the identity 
of something [8]. However, there is no such unambigu-
ity while interpreting of the Ukrainian-language term 
of “подібний” because this term is used in two different 
meanings: 1) the presence of common features, properties 
with something; 2) sameness. 

Thus, a problem of replacing the term of “подібні 
злочини” in the Ukrainian-language text of the Conven-
tion translation with another term (for example, “тотожні 
злочини”) reflecting the ambiguity inherent to the term of 
“similar” arises. The solution to this problem and the use of 
the necessary terminology depends on the special-and-le-
gal level of use of the term of “подібні злочини”, which 
can be seen below.

2. Special-and-legal level of solving the problem of 
using the term of “similar crimes” (“подібні злочини”) 
in legal acts.

2.1. The term of “similar crimes” in Art. 8 of the Medi-
crime Convention is used to specify activities committed 
intentionally, in so far as such an activity is not covered by 
Articles 5-7 of this Convention as offenses, but have the fol-
lowing types: 1) the manufacturing, the keeping in stock for 
supply, importing, exporting, supplying, offering to supply 
or placing on the market of: medicinal products without 
authorisation where such authorisation is required under 
the domestic law of the Party; or medical devices without 
being in compliance with the conformity requirements, 
where such conformity is required under the domestic law 
of the Party; 2) the commercial use of original documents 
outside their intended use within the legal medical product 
supply chain, as specified by the domestic law of the Party.

2.2. The following should be considered at the ratio of the 
types of “similar crimes” defined in Art. 8 of the Medicrime 
Convention and the types of those crimes provided in Art. 
5-7 of this Convention:

a) “manufacturing” (its subject is medicinal products 
and medical devices) provided for in subparagraph “a” of 
paragraph 1 of Art. 8 is a special kind of “manufacturing”, 
which is specified in paragraph 1 of Art. 5 of the Con-
vention and the subject of which is “counterfeit medical 
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products, active substances, excipients, parts, materials and 
accessories”, as well as medicinal products, medical devices, 
active substances, excipients, parts, materials mentioned 
in paragraph 2 of Art. 5;

b) “the keeping in stock for supply, importing, exporting, 
supplying, offering to supply” (their subject is medicinal 
products and medical devices) entrenched in subparagraph 
“a” of paragraph 1 of Art. 8 is a special kind of such actions 
as defined in paragraph 1 of Art. 6 “the supplying or the 
offering to supply, including brokering, the trafficking, 
including keeping in stock, importing and exporting” (the 
subject of these actions is “counterfeit medical products, 
active substances, excipients, parts, materials and acces-
sories”);

c) “placing on the market” of medical products and med-
ical devices should be considered an independent type of 
crime which is defined in subparagraph “a” of paragraph 
1 of Art. 8 and does not form a special type specified in 
paragraph 1 of Art. 5 of the Convention “manufacturing”;

d) “the commercial use of original documents” pro-
vided for in subparagraph “b” of paragraph 1 of Art. 8 in 
connection with the indication of “outside their intended 
use” is an independent type of crime and does not form a 
special kind of “the making of false documents or the act 
of tampering with documents” provided for in paragraph 
1 of Art. 7.   

Thus, a comparison of the mentioned provisions of the 
Medicrime Convention allows us to state that crimes in its 
Articles 5-8 that are different from those provided for in 
Art. 5-7 of this Convention and form independent types 
of actions, are at least “placing on the market” of medicinal 
products and medical devices provided in subparagraph “a” 
of paragraph 1 of Art. 8 and “commercial use of original 
documents” specified in subparagraph “b” of paragraph 
1 of Art. 8. 

Therefore, it should be assumed that Art. 5-8 of the 
Medicrime Convention provide for such independent 
types of crimes involving threats to public health as: 1) 
manufacturing of counterfeit medical products, active 
substances, excipients, parts, materials and accessories 
as well as medicinal products, medical devices, active 
substances and excipients; 2) the supplying, the offering 
to supply, the brokering, the trafficking, the keeping in 
stock, importing and exporting of counterfeit medical 
products, active substances, excipients, parts, materials 
and accessories; 3) the making of false documents or the 
act of tampering with documents; 4) placing on the market 
of medicinal products, medical devices; 5) the commercial 
use of false documents.

CONCLUSIONS
The term of “similar crimes” in Art. 8 of the Medicrime 
Convention covers multi-ordinal intentional acts that 
constitute different types of independent crimes involving 
threats to public health, as well as special kinds of some of 
them. These types of crimes are not the same (identical). 
From this point of view, the use of the Ukrainian-language 

term “подібні” in the translation of the official text of the 
Medicrime Convention is quite justified.

2.3. When comparing these types of crimes under Art. 
5-8 of the Medicrime Convention, and their corresponding 
kinds with the types of crimes defined in the Special Part 
of the CC of Ukraine it should be taken into account the 
following.

1) intentionally illegal production of medicinal products, 
as well as purchasing, transportation, sending, storage for 
selling purposes or sale of intentionally illegal medicinal 
products provided for in Art. 321-1 of the CC of Ukraine, 
in principle, is consistent with the requirements of Art. 5, 
6, 8 of the Medicrime Convention;

2) falsification of documents provided for in Art. 7 of the 
Medicrime Convention, as well as the commercial use of 
original documents relating to the falsification of medicinal 
products referred to in subparagraph “b” of paragraph 1 
of Art. 8 of this Convention, are not directly (textually) 
singled out in the articles of the Special Part of the CC of 
Ukraine, but may be covered by the relevant provisions 
of Art. 358 (“Forgery of documents and use of forged 
documents”) and Art. 366 (“Forgery in office”) of the CC.

3) the CC of Ukraine does not contain criminalization 
of the manufacturing, the keeping in stock for supply, 
importing, exporting, supplying, offering to supply or 
placing on the market of medical devices, which is spec-
ified in subparagraph “a” of paragraph 1 of Art. 8 of the 
Medicrime Convention

2.4. The disadvantage of using the term of “similar 
crimes” (“подібні злочини”) in the legal act, which is the 
source of criminal law of Ukraine, is that it indicates an 
analogy of the application of criminal law, which is pro-
hibited. That is, the prohibition of the so-called “analogy 
of law” (analogia legis). This prohibition is indicated in 
part 4 of Art. 3 of the CC of Ukraine. In addition, the legal 
guidelines for prohibiting the analogy of the application of 
criminal law are requirements of the definition of criminal-
ity and punishment provided for in Part 2 of Art. 4 of the 
CC of Ukraine, as well as other criminal law consequences 
of the act only of the CC of Ukraine. Therefore, the norms 
of the General and Special Parts of the CC, which define a 
specific type of crime, its individual kinds, types and sizes 
of punishments and other measures of criminal law nature, 
cannot be applied to monotypic factual situations which 
are not provided by these criminal law norms. Thus, the 
content of the analogy of its application prohibited in the 
CC of Ukraine is limited and “is narrowed” to its specific 
norms, which determine the criminality, punishment of 
the act and its other criminal consequences provided for 
in part 2 of Art. 4 of the CC of Ukraine.

Prohibition of the application of the criminal law by 
analogy prevents the “creation” of a new legal (regulatory) 
basis for determining the criminality and punishment of 
the act, as well as its other criminal consequences. Only 
specific norms of the CC are recognized by such basis ac-
cording to part 2 of Art. 4 of the CC. Instead, if the current 
CC did not prohibit (allow) analogy in the application of 
its provisions, there would be at least two legal grounds 
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on which an act not directly provided for by the CC as a 
crime would be recognized as a specific type of the crime 
or its separate kind and entailed the application of a certain 
type of punishment or other measures of a criminal law 
character. The first such basis would be the relevant norms 
of the CC, which defined a particular type of crime or its 
particular kind and established the type and amount of 
punishment or other measures of criminal law character 
for its commission, and the second legal basis would be the 
relevant provision authorizing the application of the CC by 
analogy (such provision would in fact mean the possibility 
of establishing the criminality and punishment of the act, 
as well as other criminal consequences in monotypic sit-
uations, which are not directly provided for “within” the 
first basis). Thus, the prohibition of analogy in establishing 
the criminality and punishment of the act and its other 
criminal consequences should apply both to the norms 
of the Special Part of the CC and to the provisions of the 
so-called “regulatory laws” and subordinate legislation, 
if the norms of the Special Part of the CC have blanket 
dispositions and provide for the use of the provisions of 
such “regulatory laws” and subordinate legislation [9, pp. 
135-136; 10, p. 51].
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INTRODUCTION
The current development of the case law of the ECHR shows a 
fairly high level of appeals to this European institution of persons 
suffering from mental disorders whose claims are violations of 
the right to liberty and security (Article 5 § 1 (e) of the Conven-
tion) and the right to a fair trial (Article 6 of the Convention). 
The article will consider the key positions of the ECHR on the 
personal participation of a person suffering from a mental dis-
order in the trial from the standpoint of compliance with Art. 6 
of the Convention right to a fair trial. We should note that some 
issues in this area were previously published by the authors of this 
article together with Olena A. Leiba [see at: 1]. However, in the 
framework of this study, the authors intend to develop scientific 
ideas aimed at addressing the issue of personal participation of 
persons with mental disorders in court proceedings in the context 
of international standards and legal positions of the ECHR to 
ensure the right to a fair trial (Art. 6 of the Convention). 

THE AIM
The aim of this work is to identify and analyze the key posi-
tions of the ECHR in the context of respect for the right to a 

fair trial (Article 6 of the European Convention on Human 
Rights (hereinafter – the Convention)) of a person suffering 
from mental disorders in criminal proceedings concerning 
the application of compulsory medical measures (herein-
after referred to as CMM); formulation of scientifically 
substantiated proposals for determining the restriction 
legality criteria of the right of a person suffering from a 
mental disorder to personal participation in the trial.

MATERIALS AND METHODS
During the preparation of the article, the following was 
processed: scientific research on ensuring the rights of 
persons suffering from mental disorders in criminal 
proceedings; provisions of international agreements on 
the provision of psychiatric care; the legal position of 
the ECHR on the observance of the right to a fair trial of 
persons suffering from mental disorders (6 decisions were 
analyzed in which the ECHR addressed these issues in the 
context of the requirements of Article 6 of the Convention); 
criminal procedural legislation of individual states; the 
results of a survey conducted by the authors of 88 judges 
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(judges of local courts of Ukraine) on key issues of ensur-
ing the participation of a person suffering from a mental 
disorder in a court hearing.

In the process of research a set of general scientific and 
special methods of cognition was used (comparative-le-
gal method, systemic-structural method, generalization 
method, method of analysis and synthesis, method of 
sociological research, method of expert assessments, etc.).

RESULTS  
As it is noted in the special literature, “mental disorder (a 
term often used in mental health legislation and interna-
tional literature on mental health tribunals) is recognized 
as a global health concern and is one that has attracted 
significant international attention” [2, p. 494]. The World 
Health Organization demonstrates dangerous statistics – 
mental disorders are one of the top public health challenges 
in the WHO European Region, affecting about 25% of 
the population every year [3]. In the case of committing 
socially dangerous acts by persons suffering from mental 
disorders, the legislation of foreign countries provides for 
a special procedure for criminal proceedings. In general, 
the peculiarities of the proceedings against persons suf-
fering from mental disorders are embodied at the level of 
international legal acts, such as: the Convention on Human 
Rights and Biomedicine of 4 April 1997; United Nations 
General Assembly Resolution Principles for the Protection 
of Persons with Mental Illness and the Improvement of 
Psychiatric Care, № 46/119 of 18 February 1992; Recom-
mendation of the Committee of Ministers to member states 
on the legal protection of persons suffering from mental 
disorders who are involuntarily detained as patients, № R 
(83) 2 of 22 February 1983; Recommendation № 1235 on 
psychiatry and human rights of 01 January 1994, Recom-
mendation 818 on the situation with mental illness of 08 
October 1977, etc. 

The analysis and generalization of the case law of the 
ECHR allows singling out certain ECHR approaches to the 
personal participation of a person suffering from a mental 
disorder in court proceedings. 

1. A person suffering from a mental disorder shall have 
access to a court and the opportunity to be heard in person 
or through any form of legal representation (See at: § 71 
Case of Shtukaturov v. Russia [4]; § 62 Case of Zagidulina 
v. Russia [5]; § 39 Case of Gorshkov v. Ukraine [6]). This 
position of the ECHR embodies the international legal 
standard provided for in Art. 6 of the Convention – the 
right to a fair trial. In its decisions on persons suffering 
from mental disorders, the ECHR has repeatedly recalled 
that from the very notion of a fair trial, it is clear that a 
person accused of a crime must be given the right to be 
present and to participate effectively in the trial (See at: 
§106 Case of Romanov v. Russia; § 100 Case of Proshkin 
v.  Russia). In addition, the ECHR considers alternative 
participation in the court hearing of its representatives to 
be a form of exercising the right to a personal presence 
in court. Thus, modern criminal procedure legislation 

of many states provides for double representation of the 
rights of a person suffering from a mental disorder, in the 
form of participation of a lawyer and a legal representative 
(the Criminal Procedure Code of the Russian Federation 
(Articles 437, 438); the CPC of Ukraine (Articles 512); the 
CPC of Moldova (Articles 493, 494); the CPC of Belarus 
(Articles 445, 446); the CPC of Kazakhstan (Articles 512, 
513); the CPC of Kyrgyzstan (Articles 467, 468), the CPC of 
Poland (Articles 76, 79)) and others. Due to the particular 
vulnerability of a person suffering from a mental disorder, 
the mandatory participation of their representatives in 
criminal proceedings (in particular, in court proceed-
ings) is of particular importance. After all, it provides an 
adequate level of protection of the rights and legitimate 
interests of a person whose mental disorder does not allow 
them to exercise their procedural rights independently.

However, at the present stage of development of case law 
there is a tendency towards the priority of ensuring personal 
participation in the trial of a person suffering from a mental 
disorder. For example, in Case of Zagidulina v. Russia the 
applicant was recommended hospitalization, with which 
Ms. Zagidulina disagreed. On the same day the hospital 
applied to the court for a sanction for the applicant's invol-
untary hospitalization. The trial was attended by a prose-
cutor, a psychiatrist and a representative of a psychiatric 
hospital, who requested a hearing in the applicant's absence 
as she could not attend the hearing on medical grounds. 
The hearing was held in the absence of the applicant and 
her representative (§ 5-10). The ECHR emphasized that 
the applicant played a dual role in the proceedings: she 
was an interested party, and, at the same time, the main 
object of the court's examination. Therefore, hearing 
the applicant either in person or through some form of 
representation was indispensable for a “fair and proper 
procedure”. Taking into consideration the applicant's clear 
and undisputed refusal to undergo any treatment and the 
domestic courts' awareness of this fact, which was reflected 
in their decisions, the need to ensure the applicant's right 
to be heard was ever more pressing (See at: § 62 of the Case 
of Zagidulina v. Russia) [5].

It should be noted that the ECHR has categorically stated 
in some cases that the participation of counsel and legal 
representative could not compensate for the absence of a 
person suffering from a mental disorder in the trial. This 
legal position has been demonstrated in a number of the 
ECHR cases. For example, in Case of Romanov v. Rus-
sia the Court noted that the psychiatrists' findings were 
identical as to the diagnosis, but differed in the choice of 
measures to be applied to the applicant: outpatient treat-
ment or placement in a psychiatric hospital. The ECHR 
emphasized that such disagreement was of particular 
importance to the applicant's participation in the court 
hearing. The district court could not rule without a direct 
assessment of the applicant's testimony, and the presence 
of the applicant's lawyer could not compensate for his 
absence (§ 111-112) [7]. In Case of Proshkin v. Russia the 
ECHR criticized the following circumstances of the case. 
Thus, the trial court questioned the examination's findings 
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and therefore considered it appropriate to re-examine the 
applicant's psychiatric examination. However, not receiving 
the results of the new examination in time, the court ruled 
to apply CMM to the applicant (§ 31). In this situation, 
it was particularly important for the judges to hear the 
applicant in person and to ascertain his state of health. 
The court could not rule without a direct assessment of 
the applicant's conduct and the evidence provided by him. 
The presence of the applicant's defense counsel and mother 
could not compensate for the applicant's inability to present 
his own arguments in court (§104) [8]. 

Thus, the analysis of the above positions of the ECHR 
allows us to conclude that the ECHR recognizes: a) forms 
of implementation of the provisions of Art. 6 of the Con-
vention right to a fair trial, personal participation in the 
trial of a person suffering from a mental disorder and/or the 
participation of their representatives (defense counsel, legal 
representative); b)  priority personal participation in the 
court hearing of a person suffering from a mental disorder, 
as the alternative participation of their legal representatives 
is not always able to compensate for the lack of opportunity 
for the applicant to express their own position in court.

Survey results: Among the judges we interviewed, 99% 
were in favor of the inexpediency of mandatory partic-
ipation in the court hearing of the person in respect of 
whom the issue of applying the CMM to them is being 
considered. In turn, the same number (99%) of respondents 
gave an affirmative answer to the question “Do you think 
that the alternative participation of the defense counsel 
and the legal representative of the person in respect of 
whom the application of the CMM is being considered 
could fully compensate for the absence of such a person 
in court?”. Only one respondent expressed the view that 
the alternative participation of the defense counsel and the 
legal representative of the person under consideration of 
the application of the CMM could not fully compensate 
for the absence of such a person in the court hearing, 
and therefore the question of the person's participation 
in the court hearing should be resolved in each specific 
case. Thus, the results of the survey show that European 
approaches today are not always perceived at the level of 
legal awareness of national law enforcers. In view of this, 
the implementation of the approaches developed by the 
ECHR into national law is justified.   

 2. Establishing the fact of a person's mental illness does 
not automatically deprive them of their right to personal 
participation in the trial. This position was expressed in 
the Case of Proshkin v. Russia, in which the ECHR noted 
that “although not having an absolute character, the right of 
being heard enjoys such a prominent place in a democratic 
society and has such a fundamental value for the protection 
of an individual against arbitrariness on the part of public 
authorities, that the mere fact of the individual suffering 
from a mental illness, as well as his being declared legally 
incapacitated, cannot automatically lead to the exclusion of 
the exercise of that right altogether. It is the very weakness 
of a mentally ill defendant which should enhance the need 
for supporting his rights. In this context, authorities must 

show requisite diligence in ensuring the accused's right to 
be present in an effective manner and must act particu-
larly carefully when infringing upon that right, so as not 
to place the mentally ill at a disadvantage when compared 
with other defendants who do enjoy such a right” (§ 102 
of the Case of Proshkin v. Russia) [8].

 Thus, the established fact of a person's mental disorder 
cannot automatically deprive them of the right to participate 
in the trial. However, a fairly illustrative example of violation 
of this thesis is the Case of Romanov v. Russia, where the 
ECHR found that the applicant had never taken part in a court 
hearing on the basis of a mental illness established by a panel 
of experts, which found that the applicant had: suffered from 
a psychological disorder in the form of profound dissociative 
psychopathy; committed the crime in a state of insanity; had 
a distorted perception of the circumstances surrounding the 
criminal proceedings, so he could not give adequate evidence 
(§ 20). At the same time, the ECHR examined two circum-
stances on the basis of which the district court refused to 
grant the applicant's request for personal participation in the 
hearing: a) the remand center does not bring persons suffering 
from a mental disorder to court (§ 23); b) the testimony of a 
person who has been declared incompetent is inadmissible 
evidence (§ 24). Analyzing the above circumstances, the 
ECHR concluded that “in the present case the authorities 
failed to take any steps to secure the applicant's attendance 
at the hearings. There is no indication that the applicant dis-
played any disturbed behavior or that his physical and mental 
condition otherwise precluded him from appearing before 
the court. The District Court's argument that the applicant's 
presence at the hearing was not required in that the testimony 
of the applicant as a mentally disturbed person could not be 
accepted as evidence is striking given that it was for the District 
Court to determine for the first time whether the applicant 
had committed the offence in a deranged state of mind and 
assess whether his mental condition required any compulsory 
medical care” (§ 109) [7].

At the present stage, the criminal procedure legislation 
of many states provides for the possibility of restricting 
the right of a person suffering from a mental disorder to 
participate in the trial based on the conclusions of forensic 
psychiatric examination on the nature and extent of their 
disease (CPC of the Russian Federation (Article 441); CPC 
of Belarus (Article 445); CPC of Kazakhstan (Article 511); 
CPC of Moldova (Article 496); CPC of Estonia (Article 400, 
CPC of Uzbekistan (Article 570)) and others. [1, p. 2448]. 
However, it should be emphasized that the expert's opinion 
in criminal proceedings on the CMM actually becomes key 
evidence. This is due to the fact that the medical aspect 
is crucial for the court to make both the final decision in 
the criminal proceedings on the CMM and the interim 
decision on the possibility of participation in the trial of a 
person suffering from a mental disorder (Survey results: 
Among the judges we interviewed, 98% agreed that in 
proceedings on the application of the CMM, the conclu-
sion of a forensic psychiatric examination is de facto key 
evidence). At the same time, a balanced approach of judges 
to the objective assessment of the expert's conclusion (con-
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clusions) on the mental state of a person acquires special 
significance, in particular, when deciding on the possibility 
of such a person's participation in a court hearing. After 
all, the case law of the ECHR shows examples of rather 
abstract conclusions of experts on the mental state of a 
person, which makes it impossible for them to be present 
during the trial. Thus, in the Case of Anatoliy Rudenko 
v. Ukraine the ECHR noted that according to the act at the 
time of the examination the applicant had suffered from 
“chronic paranoid personality disorder with delusional 
inclusions”. His mental state was considered to be an im-
pediment to his ability to participate effectively in court 
hearings. According to the expert's report, the applicant 
behaved casually and amicably, demonstrating a high level 
of intelligence, good memory and analytical skills, but also 
a certain superiority and categorical judgment (§ 31). The 
ECHR emphasized that there was no compelling reason to 
prevent the applicant from taking part in the proceedings. 
Thus, the experts did not provide any explanation as to 
why the applicant's mental state was considered to prevent 
him from participating effectively in the court hearings (§ 
114) [9]. In the Case of Proshkin v. Russia the ECHR stated 
that it did not see any convincing evidence to substantiate 
that the applicant's conduct or mental condition prevent-
ed him from attending the trial in person (§ 103) [8]. In 
the Case of Romanov v. Russia the ECHR concluded that 
“the administration did not take any measures to ensure 
the applicant's presence at the court hearings. There is no 
evidence that the applicant behaved inappropriately or that 
his physical or mental condition in any way prevented him 
from participating in court” (§ 106) [7].

The ECHR therefore insists on the need for evidence of the 
conduct of a person which prevents their personal participation 
in the trial. Thus, when deciding on the legality of a trial in 
the absence of a person suffering from a mental disorder, 
judges should critically evaluate the conclusions of experts 
on the mental state of the person, taking into account other 
circumstances of the criminal proceedings. For example, in 
assessing whether a person's absence from a court hearing 
has been justified, the ECHR takes into account concomitant 
factors such as the nature and complexity of the issues before 
the national courts, their importance to the applicant, and 
whether the person's personal presence posed any threat 
to others or to themselves, etc. (§ 68 of the Case of Shtuka-
turov v. Russia) [4]. In our opinion, the danger of a person to 
themselves and others should be a criterion for the legitimacy 
of restricting a person's right to personal participation in 
court proceedings. Therefore, the conclusions of experts on 
the mental state of a person, in addition to their diagnosis, 
should answer the question of the danger degree of a person 
suffering from a mental disorder.  

 In the context of this issue, some authors rightly believe 
that there are various forms of inappropriate behavior 
that are not covered by the concept of danger, but make it 
impossible to participate in the trial of a person suffering 
from a mental disorder. For example, a person gets na-
ked, imitates the voices of animals, etc. Such behavior is 
incompatible with the observance of the order of the trial 

and degrades the dignity of the person [10, p. 9]. Agreeing 
with the above point of view, we believe that in resolving 
the legality of restricting a person's right to personal 
participation in the trial, the second criterion is behavior 
that degrades the honor and dignity of a person suffering 
from a mental disorder.1 In addition, our survey provides 
an opportunity to add to the list such a criterion as the 
availability/unavailability of a person for verbal contact and 
communication with the participants of the court hearing.

Survey results: the answers to the question “If the partic-
ipation of the person in respect of whom the issue of appli-
cation of the CMM is considered was not mandatory and 
this issue would be decided by a judge, then what criteria 
would be appropriate to take into account when making 
such a decision?” were divided as follows: only the danger 
of a person for themselves and others – 22%; the danger 
of the person for themselves and others and accessibility/
unavailability of the person for verbal contact and commu-
nication with the participants of the court hearing – 78%. 
At the same time, in resolving this issue 99% of judges are 
ready to be guided only by the information reflected in the 
forensic psychiatric examination and only 1% of judges are 
ready to take into account not only the expert's position but 
also their own assessment of the person's visual perception 
and verbal communication.

3. A person suffering from a mental disorder has a dual role 
in court proceedings: he or she is an interested person and, at 
the same time, the main object of judicial investigation. (See 
at: §72 Case of Shtukaturov v. Russia; § 62 Case of Zagiduli-
na v. Russia, etc.). Explaining the above position in the Case 
of Shtukaturov v. Russia, the ECHR stated that a person's 
participation is necessary not only to state their position 
on a case, but also for a judge to have their own idea of his 
or her mental state. In the present case, the Court agreed 
that “the applicant did indeed have psychiatric problems, 
but on the basis of the case file he was a relatively inde-
pendent person. In such circumstances, it was absolutely 
necessary for the judge to have at least a brief visual contact 
with the applicant, and preferably his interrogation” (§ 72, 
73) [4]. Thus, the manual for prosecutors emphasized the 
thesis that “A judge must determine if the defendant is fit 
to plead and to stand trial. This is a determination on the 
balance of probabilities if the defendant raises the issue, or 
if he contests it then it is for the prosecution to satisfy the 
court beyond a reasonable doubt” [11, p. 21].

The criminal procedure legislation of Ukraine provides 
for the obligatory participation in the court proceedings of 
a person in respect of whom the issue of application of the 
CMM is being resolved. This legal requirement in modern 
judicial practice is provided by videoconference between 
the courtroom and the psychiatric care facility where the 
person with the mental disorder is actually staying. In 
fact, in pursuance of the ECHR's position on the need 
for a judge to form their own assessment of a person's 
condition as a result of his or her visual perception and 

1  Although this criterion was not supported by the judges who participated 
in our survey. 
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verbal communication, videoconferencing allows the 
legal requirement for such a person to participate in 
court to be met. However, foreign researchers express 
the position that “Where a defendant is vulnerable, online 
and virtual procedures are inappropriate. There is limited 
opportunity for determining whether the defendant fully 
understands the nature of the plea he or she is tendering 
or other procedural aspects for which their instructions 
are required” [12, p. 59].

DISCUSSION
The issue of personal participation of a person suffering 
from a mental disorder in the proceedings concerning the 
application of the CMM from the standpoint of respect 
for their right to a fair trial (Art. 6 of the Convention) was 
partially considered by the authors of this article together 
with Olena A. Leiba [1]. Key aspects of a person's mental 
health in the context of a fair trial were highlighted in 
the David Latham's report Mental Health and Fair Trial 
[12]. The practice of applying procedural law to persons 
suffering from mental disorders has been analyzed in a 
handbook for prosecutors – Mental Health Conditions and 
Disorders: Draft Legal Guidance [11]. In the article of Penny 
Cooper and Janet Grace, the issues of application in the 
judicial system of special measures applicable to persons 
suffering from mental disorders were considered [13]. 
The study of ensuring the rights and legitimate interests 
of persons suffering from mental disorders, in the context 
of international standards of fair trial was carried out in 
the work of A.L. Osipov [14]. The problems of personal 
participation of persons in the trial in criminal proceedings 
concerning the application of the CMM were analyzed 
in the work of S.N. Shishkov [10]. At the same time, the 
review of the works allows us to state that today a number 
of issues related to ensuring the personal participation of a 
person with a mental disorder in court remain controver-
sial and require further research in terms of the legitimacy 
of restricting their rights in the court proceedings. This 
paper highlights the positions of the ECHR in the context 
of ensuring the right of persons suffering from mental 
disorders to a fair trial. However, at the present stage it is 
necessary to comprehend the compliance of law enforce-
ment practice with the specified case law and international 
standards in general.

CONCLUSIONS
1.  The case law of the ECHR has established certain ap-

proaches to the personal participation of a person with 
a mental disorder in a trial in the context of respect 
for his or her right to a fair trial: (a) a person suffering 
from a mental disorder should have access to a court 
and be heard in person or through any form of legal 
representation; (b)  the establishment of the fact of a 
person's mental illness does not automatically deprive 
them of their right to participate personally in the court 
proceedings; (c) a person suffering from a mental disor-

der has a dual role in the trial: he or she is the interested 
person and, at the same time, the main object of the 
judicial investigation.

2.  The ECHR recognizes: a) personal participation in the 
trial of a person suffering from a mental disorder and/
or the participation of their representatives (defense 
counsel, legal representative) as the forms of imple-
mentation of the provisions of Art. 6 of the Convention 
right to a fair trial; b) priority personal participation in 
the trial of a person suffering from a mental disorder, as 
the alternative participation of their legal representatives 
is not always able to compensate for the applicant's lack 
of opportunity to express their position in court.

3.  The conducted research allowed to form three criteria 
of legality of restriction of the right of the person to 
personal participation in trial: a) danger of the person 
for itself and others; b) behavior that degrades the honor 
and dignity of a person suffering from a mental disorder; 
c)  availability/unavailability of the person for verbal 
contact and communication with the participants of 
the court hearing.
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INTRODUCTION
One of the generally accepted indicators of public mental 
health, socio-psychological well-being, quality of life of a 
population or a specific region of the world, or a country 
or administrative-territorial unit is the indicator of suicide 
mortality. The level of suicides and their dynamics is also an 
indirect indicator of the number of people needing urgent 
treatment and suicidal prevention care [1]. Therefore, the 
problem of the existence of suicide as a social phenomenon 
traditionally attracts the attention of the public, church, 
scientific community, and the state [2, p. 23], because now-
adays it acquires immense phenomenological, existential, 
and philosophical significance.

Suicide is one of the major health problems, and the 
global suicide mortality rate amounts to 1.4% of all 
deaths worldwide. Most suicides are related to psychiatric 

(mental) disease; depression, substance use disorders, and 
psychosis are the most relevant risk factors [3]. However, 
anxiety, personality-, eating-, and trauma-related disorders, 
as well as organic mental disorders, also contribute [4]. That 
means public health officials are faced with the challenge of 
identifying people who need help and encouraging them 
to get the assistance they need [5]. 

According to the European Regional Office of the World 
Health Organization's (WHO's), for many years, the top ten 
European countries in terms of the number of the suicide in 
various combinations include the six former Soviet repub-
lics (Table I). Ukraine is among them. However, Ukraine's 
suicide situation is reportedly improving (the suicide rate 
has dropped from 22.6 suicides per 100,000 population in 
2005 to 14.8 cases in 2019). But firstly, suicides continue to 
occur and occupy a leading position among the so-called 
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unnatural causes of death [6, p. 76], or mortality from exter-
nal causes [7, p. 78-82], and based on the abovementioned, 
the WHO qualifies the suicidal situation in our country as 
unfavorable [8]. And secondly, such modern negative phe-
nomena as suicides among servicemen involving or being 
involved earlier in the military conflict in eastern Ukraine, 
cyberbulicide, a wave of child suicides, and more recently 
the global COVID-19 pandemic, etc. make their adjustments 
to the state of the suicidal situation in the state.

Thus, since the suicide rate is a kind of indicator of the 
state's public mental health situation, it simultaneously 
characterizes the prevalence of mental illness and the 
presence of disorders in the mental well-being of the 
population. Besides, the phenomenon of suicide must be 
analyzed not only in the retrospective view but also given 
the enormous socio-economic damage caused to society 
as a result of the premature death of a working-age person 
who committed suicide. The loss of human resources from 
suicide has its own value, its own price, which in the uni-
versal international payment system is often determined 
by the years of Years of Potential Life Lost (YPLL) and lost 
profits by society and the state in gross domestic product.

Of particular note is the problem of suicide mortality 
during the COVID-19 pandemic, which has changed the 
pace of life of many people around the world with the intro-
duction of quarantine. After all, it was at this time that the 

crisis of loneliness worsened, the consequence of a person 
being in a state of depression, which in turn become one of 
the causes of suicide [10, p. 42]. Depression at this time is 
also caused by restrictions associated with lockdown: loss 
of a job, business, rented housing, financial difficulties, etc.

THE AIM
This article aims to analyze the rates of suicide as an in-
dicator of public mental health, to consider the suicidal 
map of the territory of Ukraine (including to check the 
manifestation of such a territorial characteristic as the 
Albanian paradox); calculate the price of suicide for the 
socio-economic development of the Ukrainian state, 
consider the risks of suicide that have arisen as social and 
criminological consequences of the COVID-19 pandemic.

MATERIALS AND METHODS
The study was conducted in 2020. The source base of this study 
is: 1) analytical materials of the Ministry of Health of Ukraine 
and the WHO; 2) the information and analytical data of the 
General Prosecutor's Office of Ukraine; 3) information from 
the State Statistics Service of Ukraine and sectoral statistics 
for the period of 2015-2019, etc. Collected and grouped 
materials were processed using the technology of descriptive 
statistics. The article is based on dialectical, analytical, syn-
thetic, comparative, statistical, cartographic, and sociological 
methods of research and the method of potential demography. 
Calculations and mapping were performed using computer 
programs Adobe Photoshop CS6 and QuickMap 2.2, Excel 
spreadsheets from Microsoft Office 2016. The theoretical basis 
of the article is specialized literature on medicine, suicidology, 
law, sociology, and cartography.

RESULTS 
Public mental health is the mental health variations of im-
portance exhibited by populations that consist of 'mental 
health promotion,' 'mental illness prevention', and 'treat-
ment and rehabilitation' [11, р. 12]. WHO's stressed that 
there is no health without mental health. Mental health is 
central to the human, social and economic capital of na-
tions and should therefore be considered as an integral and 
essential part of other public policy areas such as human 
rights, social care, education, and employment [12, р. 3].

Public mental health consists of a lot of elements. One of 
them is all issues, which consider suicide. In general, a suicide 
attempt is a clear indication that something is gravely wrong in 
a person's life. No matter the person's race or age, how rich or 
poor they are, it is true that most people who die by suicide have 
a mental or emotional disorder. The most common underlying 
disorder is depression, 30% to 70% of suicide victims suffer from 
major depression or bipolar (manic-depressive) disorder [13].

In Ukraine, the death rate from suicide in recent years 
averages 1.1% of the total number of deaths [14]1. This fig-

Table I. Position of a state in the list of top 10 European states on the rate 
of suicide [9]

State

Year
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2001 - 4 5 1 - 2 9

2002 3 4 5 1 - 2 8

2003 3 4 7 1 - 2 8

2004 3 4 6 1 - 2 9

2005 3 4 5 1 - 2 8

2006 - 3 6 1 9 2 7

2007 4 2 8 1 - 3 6

2008 3 2 5 1 10 4 8

2009 2 3 5 1 - 4 7

2010 2 3 6 1 7 5 8

2011 4 3 6 1 - 5 7

2012 - 3 4 1 10 5 7

2013 4 2 7 1 8 3 -

2014 4 2 3 1 8 - 5

2015 - 3 4 1 7 - 6

2016 - - - 1 3 - -

1  Footnote. In 2015 the death rate from suicide in Ukraine was 1,3 %, in 2016 
– 1,2 %, in 2017 – 1,1 %, in 2018 – 1,1 %, in 2019 – 1,1 %. 
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ure does not go beyond the global: as noted above, suicide 
mortality in the world is 1.4%. A retrospective analysis 
of the suicidal situation in Ukraine, conducted based on 
data on the total number of cases of intentional self-harm 
resulted in death, by years of observation (2015-2019) and 
taking into account gender, allows to identify several trends 
and features of this situation (Table 2), which are as follows:

І. The rate of suicide decline in Ukraine has slowed signifi-
cantly over the past five years (almost 6.3 times overall and 
seven and a half times for men), which is an alarming symptom. 

ІІ. As before, there are almost strict proportions between 
male and female suicide (men commit four out of five 
suicides). Moreover, the risk of suicidal behavior in men 
is higher in all age groups. 

ІІІ. In contrast to the apparent decline in the dynamics 
of this phenomenon, the level of self-harm per 100,000 
population of Ukraine remains almost stable, indicating 
a severe demographic crisis in Ukraine, associated with a 
sharp decline in the community as a whole. 

ІV. Compared to the WHO European Region data, 
women in Ukraine are less likely to commit suicide than 
in European countries, where this ratio is approximately 
3/1 [15]. At the same time, the fact that compared to the 
mid-90s of the twentieth century now women in Ukraine 
have become more likely to commit suicide (for example, 
the ratio of suicidal behavior in men and women in cities 
was 5.3: 1, and in rural areas - 6.2: 1) [16; 17].

V. In Ukraine in recent years, contrary to European 
trends, suicide has dominated among the elderly aged 65+ , 
although 15 years ago it was claimed that among young and 
middle-aged people, especially men, suicide is a leading 
cause of death [18, p. 75].

However, it should be noted that there is a distortion of 
official suicide statistics in Ukraine. This problem is quite 
common worldwide because, according to the WHO, only 
80 Member States (out of 183!) Have high-quality data to 
assess suicide rates. Given the delicacy of the issue and the 
illegality of suicide in some countries, it is believed that 
incomplete reporting and misclassification are likely to 
be greater problems with suicide than with other causes of 

death [19]. Nowadays, in Ukraine, we also do not have ac-
curate quantitative characteristics of suicide as a phenom-
enon because many facts are counted as cases of self-harm 
with undetermined intent. According to the International 
Classification of Diseases of the 10th revision, such cases 
include cases of self-harm, with the exception of poisoning, 
in the absence of indications of their nature (accidental 
or intentional) [20]. Thus, there is some unavailability or 
inadequacy of information to allow relevant experts to 
determine whether a particular incident is an accident, 
self-harm, or violence with the intention to kill or injure. 
In 2019, the number of cases of injuries with undetermined 
intent (except for alcohol poisoning) in Ukraine amount-
ed to 5,559 [21, pp. 78–82]. The maximum that is done 
when detecting the fact of suicide is a conclusion about 
the absence of both the event and the composition of the 
crime of incitement to suicide that is made based on a few 
documents and insufficient information [22, р. 1]. By the 
way, in 2015, 86 cases of suicide were recorded in Ukraine; 
in 2016 - 133; in 2017 - 109; in 2018 - 114; in 2019 - 109 
[23]. The suicidal situation in places of imprisonment is 
also tense. Thus, according to the WHO Regional Office 
for Europe, suicide is the cause of 13.5% of all deaths of 
convicts [24]. Simultaneously, the problem of suicide looks 
even more complicated concerning children and adoles-
cents because many cases are “attributed” by society to cu-
riosity, risk-taking, low level of life experience, carelessness, 
and so on. And the problem of adolescent suicide under 
the influence of communication on the Internet remains 
significantly undeveloped [25, p. 36]. And if it is almost 
impossible to hide the facts of adolescent suicide (both 
due to the natural reaction of parents and through wider 
communication), then “silence” to hide, in particular, from 
the public condemnation of suicide of the elderly, especially 
in rural areas, is quite common [19].

The suicidal map of the territory of Ukraine in 2019, 
conducted on the basis of official statistics and own calcu-
lations, gives grounds to claim that in terms of the intensity 
of suicide cases, the leading areas are still such regions as 
Kherson, Cherkasy, Vinnytsia, Zaporizhia, Kirovohrad. 

Table II. Cases of intentional self-harm were registered in Ukraine in 2015-2019 [14]

Years 

Number of reported cases of 
intentional self-harm that caused 

the death of a person (suicide)

The level of intentional self-harm that 
caused the death of a person (suicide) per 

100 thousand population of Ukraine

Dynamics of intentional self-
harm that caused the death 

of a person (suicide) (%)

Total Male Female Total Male Female   Total Male Female 

2015 7575 6149 1426 17,72 14,38 3,34   - - - 

2016 6898 5619 1279 16,19 13,19 3,00 -8,94 -8,62 10,31

2017 6488 5327 1161 15,30 12,56 2,74    -5,94 -5,20 -9,15

2018 6279 5172 1107 14,87 12,25 2,62 -3,22 -2,91 -4,65

2019 6190 5112 1078 14,75 12,18 2,57 -1,42 -1,16 -2,62

Total 33430 27379 6051 — — — — — —

Average 
value 

(abs.,%)

6686 
-

5476                
(81,9%)

1210                       
(18,1%) 13,77 12,91 2,85 -4,88 -4,47 -5,68



Vladyslava S. Batyrgareieva et al. 

2746

At the same time, the situation in Chernihiv, Sumy and 
Poltava region has significantly deteriorated (Fig. 1). In 
these areas, the intensity of suicides is 20.82-25.0 cases per 
100 thousand population.

One of the research problems of modern suicidology is 
related to the explanation of the uneven distribution of 
suicide mortality rates on the European continent [26, p. 8] 
because a long-term analysis of the territorial distribution 
of suicides in Europe gives ground to argue that there is 
a certain spatial pattern and it is resulting in the growing 
number of suicides in the direction from the southwest (the 
Mediterranean and the British Isles) to the northeast of the 
continent (central and northeastern regions of Europe). In 
the specialized literature, this pattern is called the Yugoslav 
or Albanian paradox [26, p. 8; 27; 28]. In this regard, one of 
the goals of this study was to address the question: does this 
pan-European (regional) phenomenon work in Ukraine, 
as is the case in France, Italy, Russia, Belarus, etc.? (Fig. 1).

The above map clearly shows that the suicidal picture in 
Ukraine “unfolds” in space in a peculiar way, different from 
the European trend. The situation in the east of the coun-
try, which indicates relative prosperity in terms of suicidal 
activity in one of the largest regions of Ukraine – Kharkiv 
region, is interrupted in the central part of Ukraine's map 
by a vertical axis in the direction of “North-South.” This 
territorial segment of the country (Kherson, Chernihiv, 

Cherkasy, Vinnytsia, Zaporizhia, Kirovohrad, Sumy, and 
other regions) that a high and very high level of suicides is 
observed, which contradicts the principle of the Albanian 
paradox, the vector of which, as was mentioned before, 
shows a decrease in suicidal activity in North to South di-
rection in the European part of the continent. In these areas, 
the saturation of territories by suicide is almost twice as high 
as the national parameters and three to four times higher 
than those included in the group of relatively low suicide 
intensity. At the same time, one cannot fail to note the very 
tense suicidal situation is in eastern Ukraine, namely in the 
territory of the Luhansk region controlled by the Ukrainian 
authorities, which is adjacent to the area of   military activity. 
More than a thousand military conflict participants in the 
east of our country have committed suicide in a few years. 
These are mostly young people born in 1995-1998 [28].

The geographically outlined suicidal situation in Ukraine 
has been observed for at least the last 4-5 years [29]. Before 
that, there was statistically confirmed information that the 
difference in suicide rates was observed on the East-West 
axis and testified to the tense suicidal situation with the 
highest mortality rate from auto aggression in industrial 
areas of the country in the East and in Chernobyl-affected 
areas with its noticeable softening in agricultural regions 
closer to the western borders of Ukraine [30, p. 30]. Thus, 
within the territory of individual countries, the Albanian 

Fig. 1.  Geography of suicide intensity in Ukraine per 100 thousand population in 2019.
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paradox can be leveled, as is the case in Ukraine. However, 
in terms of the area, it is the largest country in Europe, 
whose territory is entirely within this continent. Proba-
bly, such deviation from the European trend is due to the 
existence of a unique causal complex of many different re-
gional factors (socio-economic, military-political, cultural, 
environmental, etc.), which affects the suicidal picture and 
is specific to this country.

Committing suicide is a deliberate shortening of age by 
a person, reducing the number of potentially lived years. 
In this regard, it should be emphasized that an essential 
indicator of the socio-economic dimension of any state's 
well-being is the preservation of human potential, which 
can produce a certain amount of gross domestic product at a 

given time. The indicator of the produced product depends, 
in particular, on the length of human life and the number 
of working years of human potential depending on gender.

In WHO's reports, the effects of suicide are expressed in 
standardized units, namely: in years of potential life loss 
(YPLL) due to premature death, calculated as the sum of 
the differences between a predetermined endpoint and the 
ages of death for those who died before that end point; the 
two most commonly used end points are age 65 years and 
average life expectancy [31, pp. 3–33]. To determine the 
cost of suicide in Ukraine, we calculated the YPLL for any 
age group of suicides in Ukraine based on the average of 
the corresponding five-year interval and the average life 
expectancy for men and women separately. Thus, currently, 

Table III. Calculation of lost years of life (including able-bodied) for persons who committed self-harm in 2019

Parameters
Distribution of persons by age groups and number of lost years of life

5-9 10-14 15-19 20-24 25-29 30-34 35-39 41-44 45-49 50-54 55-59 60-64 65-69 70 +

Number of suicides 
among men - 14 105 230 346 527 536 487 466 385 523 447 325 721

The average value of 
unlived years for a 

certain age group of men
55,3 50,3 45,3 40,3 35,3 30,3 25,3 20,3 15,3 10,3 5,3 0,3 - -

The actual number of 
lost years of life for a 
particular age group 

of men

- 754,5  4756,5  9269 12213,8 15968,1 13560,8 9886,1 7129,8 3965,5 2771,9 134,1 - -

The total number of lost years of life in all age groups of men 80 410,1

The average value 
of working age for a 
particular age group 

of men

49 49 47,5 42,5 37,5 32,5 27,5 22,5 17,5 12,5 7,5 2,5 - -

The actual number of 
lost years of ability to 

work for a particular age 
group of men

- 686 4987,5 9775 12975 17127,5 14740 10957,5 8155 4812,5 3922,5 1117,5 - -

The total number of lost years of ability to work for all age 
groups of men 89256,0

Number of suicides 
among women – 8 36 30 62 86 64 76 73 71 82 79 93 318

The average value of 
unlived years for a 

certain age group of 
women

67,3 62,3 57,3 52,3 47,3 42,3 37,3 32,3 27,3 22,3 17,3 12,3 7,3 2,3

The number of lost years 
of life for a certain age 

group of women
- 498,4 2062,8 1569 2932,6 3637,8 2387,2 2454,8 1992,9 1583,3 1416,6 971,7 678,9 731,4

The total number of lost years of life for all age groups of women 22 917,4

The average value 
of working age for a 

particular age group of 
women

44 44 42,5 37,5 32,5 27,5 22,5 17,5 12,5 7,5 2,5 - - -

The actual number of lost 
years of ability to work 

for a particular age group 
of women

- 352 1530 1125 2015 2365 1440 1330 912,5 532,5 205 - -
-

The total number of lost years of working capacity for all age 
groups of women 11807

The total number of lost years of life for all age groups of persons 
who committed self-harm 103327,5

The total number of years of incapacity for work lost for all age 
groups of persons who committed self-harm 101063,0
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the average life expectancy in Ukraine for men is 62.8 years, 
for women - 74.8 years [32]. Concerning the calculation of 
lost years of ability to work, we took into account the num-
ber of unlived years to retirement age for each age group, 
which in our country is 65 years for men and 60 years for 
women. At the same time, the minimum working age in 
Ukraine is generally 16 years. It is interesting to note that 
nowadays, for Ukrainian men, the age at which a person 
can retire exceeds the average life expectancy (!). Therefore, 
there is a certain imbalance between YPLL and lost years 
of employment because the latter's total value exceeds the 
actual cost of life expectancy by men. In such a situation, 
there is a severe problem for Ukraine of premature deple-
tion of the labor force to the endpoint of the working-age 
specified in the national labor legislation. After all, with any 
sudden death, labor reserves are devastated, investment in 
people is devalued [33].

Our calculations show that the total number of YPLLs for 
men who committed suicide in 2019 is 80,410.1 years, and 
the working-age - 87,838.5. For women, the corresponding 
figures are 22,917.4 and 11,807, respectively. In total, the 
number of YPLLs for male and female suicides in Ukraine 
is 103,327.5, and the number of working years is 101063,0.

When calculating the amount of GDP not received as a 
result of suicide, we again took into account the number 
of unlived years for each age group before retirement age 
and the quantitative indicator of per capita income per 
year. These losses were calculated at the rate of 94,570 
UAH per person (2019) [34]. So, if there were no prema-
ture death, then during their working life, men who died 
from suicide only in 2019 could produce a GDP of UAH 
89256,0, which in terms of US dollars is about 313 billion 
(!) Unearned GDP for all unlived working life of women 
who committed suicide in the analyzed year reaches UAH 
1,116,587,990 (over USD 41 billion). In total, the losses for 
Ukraine from the unlived life of those who died as a result 
of suicide in 2019 are equal to UAH 9557527910 (almost 
USD 354 billion) (Table III). The average damage to the 
state and society's productive functioning from the death 
of one person is about 58 thousand US dollars. At the same 
time, the central part of unearned GDP due to unlived life 

falls on men who committed suicide at working age or even 
before reaching that age.

Table IV. Unearned GDP for all unlived working 
life of persons who committed self-harm in 2019 

DISCUSSIONS
About 800,000 people commit suicide each year world-
wide. Each suicide affects an average of 135 other people: 
relatives, friends, acquaintances of the deceased. That's 
108 million people a year [35]. The consequences of this 
interaction are different: from longing for the dead to 
depression. Information about a person's suicide also af-
fects ordinary citizens, can cause them a state of anxiety, 
insecurity, etc., which affects not only the prevalence of 
mental illness but also the state of mental well-being of 
the population. Therefore, the suicide mortality rate can 
be defined as a kind of indicator of public mental health 
in the state.

Identification and analysis of statistical material related 
to suicide, compared with other social changes, can be an 
indicator of favorability of social conditions, the level of 
social tension, and society's functioning as a whole [36, 
p. 76]. Since December 2019, the world has been affected 
by gradual (and sometimes abrupt) changes in public life 
related to the SARS-Cov-2 virus pandemic and the intro-
duction of state measures to stop its spread. This situation 
also affects those who are prone to suicide.

Suicide is a multifactorial process. In addition to the im-
mediate causes that a person considers to be the impetus for 
suicide, several risks contribute to suicidal thoughts. The risk 
factors common across health care settings include mental 
illness; having previously attempted suicide; recent suicide 
attempt; suicidal thoughts or behaviors; a family history of 
suicide or psychiatric illness; on antidepressants; physical 
health problems, including central nervous system disorders 
such as traumatic brain injury; diagnosis of delirium or de-
mentia; chronic pain or intense acute pain; poor prognosis 
or the prospect of certain death; social stressors such as 
financial strain, unemployment or loss of economic inde-
pendence; disability; trauma; divorce or other relationship 

Table IV. Unearned GDP for all unlived working life of persons who committed self-harm in 2019

Parameters
Distribution of persons by age groups and unearned GDP for unlived working life

5-9 10-14 15-19 20-24 25-29 30-34 35-39 41-44 45-49 50-54 55-59 60-64 65-69 70+

Unearned GDP for 
all unlived working 
life for a certain age 

group of men

- 4875020 71667875 24421750 1227045750 1619747675 1393961800 1036250775 71218350 55118125 370950825 105681975 - -

Unearned GDP for all unlived working life for all age 
groups of men (UAH) 8440939920

Unearned GDP for 
all unlived working 
life for a certain age 

group of women

- 33288640 144692100 106391250 90558550 23658050 36180800 25778100 86295125 0358525 19386850 - - -

Unearned GDP for all unlived working life for all age 
groups of men (UAH) 1116587990

Unearned GDP for all unlived working life for all age 
groups of persons who committed self-harm (UAH) 9557527910
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CONCLUSIONS
The suicide mortality rate as an indicator of public mental 
health in Ukraine shows that in our country, suicide mor-
tality does not exceed the global figure (1.1% in Ukraine 
vs. 1.4% in the world).

At the same time, in 2019, suicides accounted for almost 
21% of deaths from external causes among Ukraine's pop-
ulation. The most intense suicidal situation is observed in 
the central part of the country's geographical map along 
the imaginary vertical axis “North-South” (Kherson, 
Chernihiv, Cherkasy, Vinnytsia, Zaporizhia, Kirovohrad, 
Sumy, Poltava, Dnipropetrovsk, Mykolaiv regions). The 
situation in the largest country in Europe, whose territory is 
entirely in the European part of the continent, contradicts 
the principle of the Albanian paradox described in the lit-
erature, according to which the vector of suicidal activity 
indicates its decline from North to South of the European 
part of the continent.

People's death as a result of suicide in just one year caus-
es colossal material and human losses to Ukraine. Thus, 
the number of YPLL due to premature death in 2019 is 
103,327.5, and the number of working years – 101063,0. 
In material terms, the loss from unlived life is almost 354 
billion US dollars. The central part of these losses is caused 
by the death of men of working age.

In addition to the main factors of suicide (mental illness, 
depressive disorders, etc.) during the COVID-19 pandem-
ic, many additional factors increase the risk of suicide 
among individuals who are at heightened risk of suicide 
or are actively suicidal, and among the general population.
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INTRODUCTION
In the 21st century, public health care has become a pri-
mary responsibility of the state. This statement is included 
in all national constitutions of European countries and 
universally binding international documents. International 
legal standards have been developed, being under custody 
of not only the World Health Organization (WHO) and its 
strategic governmental and non-governmental partners, 
such as International Red Cross, but also other institutions 
and organizations on the regional, national and local levels.

However, the system that was established in the second 
half of the 20th century by the efforts of many governments, 
experts, and enthusiasts, and that deemed to be one of the 
most successful social projects of mankind, is now coming 
under criticism from various sides in the 21st century. 

There are many reasons for this and for the most part 
they are related to new infectious diseases emerging and 
spreading beyond their usual endemic regions such as 
Africa and Asia.  

At the national level, most countries appeared not to be 
ready for the 

practical security of people's constitutional guarantees 
of health protection in a situation that in the expert com-
munity is increasingly referred to as a 'coronacrisis'[1].

Legatum Institute, the UK based think tank announced 
that 'compared to the situation where the Covid-19 pan-
demic had not hit the country, 440,000 more people were 

in poverty in Summer 2020 and 690,000 more in Winter 
2020'. By Spring 2021 nearly 15,5 mln people in the UK 
will live in poverty. The original analysis uses the Social 
Metrics Commission's approach to poverty measurement 
and the assessment of the likely course of poverty since 
the start of the crisis, the protective impact of Government 
action that has already been taken, and choices that still 
need to be made. [2].

Among the many reasons of a political, social, economic 
and institutional nature, special focus should be given 
to the legal assessment of the states actions aimed at the 
introduction of quarantine measures and their correct 
implementation, since they are often and sometimes con-
siderably associated with the restriction of basic rights 
and freedoms of citizens. The balance between public and 
private interests in such situations can be achieved only 
partially, as these are not always synchronized with time 
and value.

THE AIM
The aim of the article is to stimulate discussion about 
the necessity to improve the role of the state and legal 
regulations to guarantee proper public health policy, and 
determine the balance between the  amount of restrictions 
that may be used by the public officials  in order to protect 
public interest for a healthy life and tools for economic 
development.
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This article also describes how the crisis in the health care 
system in Ukraine influenced the development of electronic 
health care system (e-Health system) and telemedicine.

MATERIALS AND METHODS 
This study was conducted in 2020 and is based on the 
national legislation of Ukraine, regulatory acts in the 
field of public health, the practice of the Constitutional 
Court of Ukraine, legislation of the selected European 
countries such as the UK and France, case law of these 
three countries. Dialectical, comparative, synthetic and 
system analyses research methods were used, including  
for interpretation purposes.

REVIEW AND DISCUSSION
The global coronavirus pandemic has become a challenge 
for national health care systems worldwide. Many coun-
tries searched for their own response to this challenge, 
and actions of the governments were not always adequate 
and effective.

The effectiveness of the measures to ensure the protection 
of human health security with the Law and state measures 
can be understood through the analysis of three relatively 
independent but closely related issues: 
1)  the establishment and application of proper legal regu-

lation in public health; 
2)  the establishment of proper cooperation between the 

state and private business to ensure that all restrictions 
will not affect human life or health and, at the same time, 
will minimize the damage to the economic activity of 
companies to a possible level ; 

3)  the proper regulation of circumstances surrounding 
administrative disorder, to ensure the right of the public 
officials and law enforcement officers to interfere into 
private business and private territory even if it seems to 
pose a real damage to his/her personal freedoms and 
economical interests.

It is important to find out what kind of measures can be 
considered and the most effective answer to the situation. 

In Ukraine, the state's response to the coronavirus ep-
idemic was the introduction of quarantine, a number of 
restrictions and bans. Thus, on March 11, 2020, the Cabinet 
of Ministers of Ukraine adopted Decree No. 211 “On the 
Prevention of the Spread of COVID-19 Coronavirus on 
the territory of Ukraine”. This Decree, in particular, for-
bade students from visiting educational institutions, and 
banned all mass gatherings with more than 200 partici-
pants, except for events necessary to ensure the operation 
of public authorities and local governments from March 12 
to April 3, 2020 in the whole territory of Ukraine. Sports 
events could only be held without the participation of the 
public (fans) [3].

However, already on March 17, the list of restrictions 
provided by the governmental Degree on the quarantine 
measures was significantly expanded. The most controver-
sial and important restrictions were the ones  for businesses 

whose activities involve reception of visitors, including 
catering businesses (restaurants, cafes, etc.), shopping and 
entertainment centers, other entertainment establishments, 
fitness centers, cultural institutions, trade and consumer 
service organizations. In addition, the Decree significantly 
restricted the freedom of movement of citizens. This includ-
ed a ban on transportation of passengers by road in suburban 
and interurban motor service, the carriage of more than 10 
passengers at a time in one vehicle in urban electric transport 
and in buses. Decree No. 211 also banned transportation 
of passengers by subways in the cities of Kyiv, Kharkiv and 
Dnipro, as well as the transportation of passengers by any 
routes of rail transport inside the country. 

During 2020, the Decree of the Cabinet of Ministers 
of Ukraine «On Prevention of the Spread of COVID-19 
Coronavirus on the territory of Ukraine» has been amend-
ed 17 times. 

On May 20, 2020 the Cabinet of Ministers of Ukraine 
adopted another special Decree No. 392 «On the establish-
ment of quarantine to prevent the spreading of COVID-19 
acute respiratory illness caused by the SARS-CoV-2 coro-
navirus and the mitigation of anti-epidemic measures in 
Ukraine.» This Decree clarified the list of prohibitions 
and changed the model of quarantine measures (from all-
Ukrainian to adaptive depending on certain indicators) [4]. 

The epidemic also led to some changes in Ukrainian legisla-
tion. Thus, special provisions were introduced into the Labor 
Code of Ukraine, the Code of Administrative Offenses, the 
Tax Code of Ukraine, the Law of Ukraine «On Holidays», etc. 

It should be noted that the introduction of quarantine 
on the territory of Ukraine by the Cabinet of Ministers, 
namely certain significant restrictions on human rights and 
freedoms introduced by the quarantine, caused discussions 
in the society and in the experts level. The key points of 
discussion were the proportionality of the restrictions 
in regard to the real threats, as well as the Government's 
authority to introduce prohibitions such as travel bans or 
restrictions on businesses without amending the law or 
declaring a state of emergency by the Parliament. 

The issue of proportionality of the restrictions became a 
pressing challenge not only in Ukraine. It was reviewed by 
many European courts. So, for example, in the decision of 
the Council of the State of France (Conseild'Etat) of Sep-
tember 06, 2020, in the case involving the issue of liability 
for not wearing masks, it was noted that in the context 
of the rule of law, freedom should remain the rule and 
police restrictions the exception. It follows therefor, that 
measures, restricting rights and freedoms are lawful only 
if they meet the three requirements of the principle of pro-
portionality: necessity, adequacy and proportionality. Thus, 
this measure must be applied first and foremost to prevent 
a risk to public order, such as a health risk. In the absence 
of such a risk this measure shall be deemed illegal. Only 
in such a case can this measure achieve the intended goal, 
otherwise it will be either inadequate or inappropriate [5].

Based on these arguments, the Council of State partially re-
versed the interim orders of theadministrative courts of Lyon 
and Strasbourg, ordering the prefects of Rhône and Bas-Rhinto 
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review as soon as possible - under penalty of suspension - their 
decrees imposing the wearing of a protective mask for people 
aged 11 or over in open public places in the cities of Lyon and 
Villeurbanne, on the one hand, and in municipalities with more 
than 10,000 inhabitants in the Eurometropolis of Strasbourg, 
somewhere else. This half-hearted decision has not prevented 
the proliferation, since then, of orders of the same type on 
French territory, although it seems to proceed from a very timid 
application of the requirement of proportionality.

In this regard, it should be noted that Ukrainian judges 
also drew attention to these issues. The Supreme Court 
filed to the Constitutional Court of Ukraine a petition to 
declare certain provisions of the Decree of the Cabinet of 
Ministers of Ukraine «On the establishment of quarantine 
to prevent spreading of COVID-19 acute respiratory illness 
caused by the SARS-CoV-2 coronavirus and the mitigation 
of anti-epidemic measures in Ukraine» and some other 
bylaws as unconstitutional. 

The Constitutional Court of Ukraine made reference 
to Article 64 of the Constitution of Ukraine, according to 
which the constitutional human rights and freedoms shall 
not be restricted, except in cases provided by the Constitu-
tion of Ukraine; in the state of emergency, including state of 
defense, certain restrictions on rights and freedoms may be 
established, with indication of the term of these restrictions; 
however, the rights and freedoms  envisaged in Articles 24, 
25, 27, 28, 29, 40, 47, 51, 52, 55, 56, 57, 58, 59, 60, 61, 62, 63 
of the Constitution of Ukraine shall not be restricted.

The Constitutional Court of Ukraine also stated that the 
restriction of constitutional human rights and freedoms  is 
possible in cases specified by the Constitution of Ukraine. Such 
restrictions shall only be established by law - by an act adopted 
by the Verkhovna Rada of Ukraine as the only legislative body in 
Ukraine. Establishing such restrictions with  a bylaw contradicts 
Articles 1, 3, 6, 8, 19, 64 of the Constitution of Ukraine [6].

The debate over the lawfulness of quarantine restrictions is 
relevant to other countries as well.Given that the principle of 
legality of actions of government officials is a basic constitu-
tional principle in most European countries, states are obliged 
to establish such provisions of law so that short-term and 
long-term conflicts do not arise when applying procedures 
related to restriction of rights of individuals and legal entities.

In France   there is a general principle of legality (principe 
de légalité) according to which the powers of the French 
administration are subordinate to the law. This principle 
has been affirmed in jurisprudence of the Conseil d'Etat 
(Highest French Court in charge of the administration 
both before and after the 1958 version of the French 
Constitution)Prosper Weil says that”all the action of the 
administrative bodies is governed by the principle of le-
gality. The regulation may be part of the character of the 
law - by its general and impersonal character - but the case 
law decides that, emanating from the government, it is an 
administrative act subject to the principle of legality.” [7]

For lawyers and judges the issue about justification of 
risks and their comprehensive relevance to the scientific 
data is important when the violation of restrictions of the 
rights and freedoms is under review. 

Professor Jeff King from the  University College London 
and a Legal Adviser to the House of Lords Constitution 
Committee says:The  Health Protection (Coronavirus, 
Restrictions) (England) Regulations 2020  (Reg 6) and 
the Health Protection (Coronavirus Restrictions) (Wales) 
Regulations 2020 (Reg 8) both provide in identical wording 
that  'During the emergency period, no person may leave 
the place where they are living without reasonable excuse.' 
Both also enumerate thirteen exceptions ('reasonable ex-
cuses') to the rule.These are the restrictions widely referred 
to as the 'lockdown.' There is a question at the moment 
about whether they are so invasive as to be unlawful [8].

The recently adopted Coronavirus Act 2020 does not con-
fer new powers on the UK and Welsh ministers to impose 
a lockdown on the people of England and Wales. It does 
confer such powers on Northern Ireland (specifically, the 
Northern Ireland Department of Health) in Schedule 18; 
and on Scottish ministers inSchedule 19. Neither Northern 
Ireland nor Scotland had them previously. The scheme in 
those two schedules is roughly – and in the case of Northern 
Ireland almost verbatim – based on the powers accorded to 
UK and Welsh ministers under the Public Health (Control 
of Disease) Act 1984. It is there that the source of the powers 
both now and into the future are to be located in respect 
of any lockdown.   If the present lockdown is found to be 
outwith the 1984 Act, it would follow that no lockdown is 
presently permissible anywhere in the country.

In the lockdown regulations cited above, the UK Gov-
ernment has clarified that it is acting under section 45C:
•  s.45C(1): 'The appropriate Minister may by regula-

tions make provision for the purpose of preventing, 
protecting against, controlling or providing a public 
health response to the incidence or spread of infection 
or contamination in England and Wales (whether from 
risks originating there or elsewhere).'

•  s.45C(2): 'The power in subsection (1) may be exer-
cised–

(a)  in relation to infection or contamination generally or 
in relation to particular forms of infection or contam-
ination, and

(b)  so as to make provision of a general nature, to make 
contingent provision or to make specific provision in 
response to a particular set of circumstances.'

•  s.45C(3)(c): 'Regulations under subsection (1) may in 
particular include provision… imposing or enabling 
the imposition of restrictions or requirements on or in 
relation to persons, things or premises in the event of, 
or in response to, a threat to public health.'

•  s.45C(4)(d): 'The restrictions or requirements men-
tioned in subsection (3)(c) include in particular…a 
special restriction or requirement.' [9]

Jeff King is a strong supporter of restrictions and limita-
tion,and  he is referring to the opposite minds which are 
widespread among the UK lawyers. 

As the jurist and peer,  Lord Anderson, has put the 
challenge on his blog, '[f]or such a remarkable limitation 
of personal freedom to be contemplated by statute, one 
would have expected to find clear words in section 45G(2): 
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something like “that P be required not to leave the place 
where P is living, save for specified purposes.” That might 
seem apiece with the idea behind the principle of legality 
and many other public law cases which are apt to deny 
that general rather than specific words can permit serious 
infringements of personal liberty.  Relatedly, was it the gist 
of the Act to deal with something much more limited than 
a health scare that precipitates a nation-wide lockdown?[8]

In our opinion, and as also reflected in the decision of 
the Constitutional Court of Ukraine, consideration of 
the problem of the efficiency and adequacy of the state 
response to the spread of COVID-19 should be based on 
the provisions of Article 19 of the Constitution of Ukraine, 
according to which governmental authorities and local 
governments and their officials shall only act on the basis, 
within the powers and in the manner prescribed by the 
Constitution and laws of Ukraine. Thus, public authorities 
in Ukraine do not possess as much discretion compared 
to the respective organs in some other countries, but must 
explicitly act within the adopted legislation. In view of the 
above decision of the Constitutional Court, it becomes 
obvious that this constitutional principle was violated by 
the highest executive body, as a result of which signifi-
cant interference with human rights and freedoms was 
committed and significant losses were caused to business 
entities. Without assessing the issue of reasonability of re-
strictions from the medical point of view, it can be argued 
that from the legal point of view, actions and decisions of 
the authorities of Ukraine did not meet the requirements 
of the fundamental law. 

Quarantine has had a significant negative impact on 
business. Some sectors of the economy have experienced 
a decline, and large numbers of small and medium-sized 
businesses have been forced to lay off large numbers of 
workers or completely shut down. We agree with the au-
thors of the scientific report «Ukraine after the coronavirus 
crisis - the way to recovery» stating that the restrictions 
had a significant negative impact on the country economy, 
causing some side effects of the «treatment» of the country 
from the spread of coronavirus [10]. 

Next, we will discuss whether the quarantine measures 
implemented in Ukraine and the crisis caused by the spread 
of COVID-19 had any positive consequences for the health 
care system in Ukraine. In this part, two issues should be 
reviewed: the development of the electronic health care sys-
tem (eHealth system) and the introduction of telemedicine 
in the healthcare practice during quarantine. 

Article 2 of the Law of Ukraine «On State Financial 
Guarantees of Medical Care» establishes the definition of 
the term electronic health care system, which is an infor-
mation and telecommunications system that automates the 
accounting of medical services and management of medical 
information through the creation, post, publication and 
exchange of information, data and documents in electronic 
form, which includes a central database and electronic 
health information systems, with automatic exchange of 
information, data and documents between these through 
an open application programming interface (API).

The law states that the access to the patient's data in the 
electronic health care system is only possible with the con-
sent of the said patient (or his legal representative) provided 
in writing or in a form that allows to make a conclusion 
about the consent [11].

The legal framework for the electronic health care system 
was laid several years before the coronavirus pandemic. 
The Procedure for operation of the electronic health care 
system was approved by the Decree of the Cabinet of Min-
isters of Ukraine No. 411 of April 25, 2018. This legal act 
was made to define the mechanism of the electronic health 
care system's functioning and its components, user regis-
tration, entry and exchange of information and documents 
within the electronic health care system. At the same time, 
the Government established that from the date when this 
Decree enters into force, the functionality of the electronic 
health care system shall become gradually introduced to 
implement state guarantees of medical care at the level of 
primary health care [12].

Therefore, as can be seen from the above-mentioned legal 
norms, the electronic health care system had to be intro-
duced step by step. Its full launch involved a large amount 
of regulatory and technical activities. Thus, the Cabinet 
of Ministers of Ukraine assigned a number of tasks to the 
Ministry of Health of Ukraine, including:
-  developing a complete design and regulations necessary 

for the functioning of the electronic health care system 
in the framework of the state medical care guarantees, 
at the level of secondary (specialized), tertiary (highly 
specialized) and other types of medical care, in accor-
dance with the implementation stages of the public 
healthcare's financial guarantees;

-  ensuring the development, operation, and financing of the 
central database of the electronic health care system and 
transfer of property rights to the central database software 
to the National Health Service by January 1, 2019;

-  including to the central database of the electronic health 
care system of the data contained in the electronic system 
of medical information exchange, created on the basis of 
the Concept of Healthcare Financing Reform, approved 
by the Order of the Cabinet of Ministers of Ukraine No. 
1013  of November 30, 2016, and the action plan for 
implementation of the Concept of Healthcare Financing 
Reform for the period until 2020, approved by the Order 
of the Cabinet of Ministers of Ukraine No. 821 of No-
vember 15, 2017, as well as verification of relevant data;

-  creating a comprehensive information security system 
complying with the central database electronic health 
care system.

Therefore, practical implementation of the electronic 
healthcare system established by the law provided for a sig-
nificant amount of further work at the level of the relevant 
ministry. This work involved both rule-making activities, 
detailed elaboration of regulation, as well as solving a large 
number of technical issues. 

As stated by R.V. Vlasenko, the electronic health care 
system (e-Health) is based on creation and maintenance 
of a number of electronic registries. However, at this time, 
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creation and filling of such registries is performed slowly 
and inconsistently, which causes technical and organiza-
tional problems in the functioning of the eHealth system, 
negative perception of the health care reform in general by 
patients and health professionals and in general reduces the 
availability of health services to end users. This situation 
resulted from a number of systemic problems, first of all:  
•  gaps in the legislation governing the establishment of 

health registries;
•  unpreparedness of the supporting infrastructure, includ-

ing incompatibility of the existing health information 
systems and lack of computer and network equipment in 
health care facilities, in particular due to lack of funding 
for the process of digitization of medical data and cre-
ation of infrastructure for the provision of high-quality 
medical services [13].

According to the researcher, despite the National Health 
Service of Ukraine statements about nearly 85% readiness 
of Ukrainian medical institutions for autonomization, 
the Ministry of Statistics shows that only 45% of medical 
institutions have an Internet connection, and the overall 
level of computerization of medical institutions is 42.7%. 
Without launching the main components of eHealth (in-
cluding electronic medical registries), the effectiveness of 
the latest innovations in the electronic health care system 
is significantly reduced, and in some cases even creates new 
obstacles. Therefore, legislation of Ukraine urges changes 
in terms of building a consistent policy of implementation 
and filling of electronic medical registries with allocation 
of appropriate funding. First of all, it concerns the issue of 
creating conditions (including material ones) for the func-
tioning of the nosology registers for diseases that cause the 
highest mortality and disability, and orphan diseases. [13].

Indeed, further completion of electronic medical data 
registries requires significant investment from the state. 
And this could be the subject of the active use of pub-
lic-private partnership. However, despite the fact that 
the healthcare system in Ukraine is under extreme strain 
during quarantine, the Parliament has not yet adopted 
any laws that would create the conditions for effective 
and transparent involvement of private capital in the 
healthcare sector.  

It should be noted that the coronavirus pandemic became 
a boon for telemedicine in Ukraine. 

The main legislative act regulating the development of 
telemedicine in Ukraine is the Order of the Ministry of 
Health No. 681 «On approval of regulations on the use of 
telemedicine in health care» of October 19, 2015. 

This normative act defines that telemedicine is a set of 
actions, technologies and measures implemented in the 
provision of medical care using remote means of commu-
nication in the form of electronic messaging.

Primary objectives of telemedicine include:
-  providing medical care to the patient when the distance 

is a critical factor in its provision;
-  maintaining medical secrecy, confidentiality, and integ-

rity of medical information about the patient's health;
-  creating a single medical space;

-  promoting the quality of care and optimizing the pro-
cesses of organization and management of health care;

-  developing systemic approaches to the introduction 
and development of telemedicine in the health care 
system [14].

Telemedicine is a way to provide help to patients at a dis-
tance and in those conditions when they are not able to 
leave their homes. And hence, the quarantine, introduced 
in many countries around theworld to prevent the spread 
of coronavirus disease (COVID-19), further accelerates 
the pace of development of remote medical care. Thanks to 
telemedicine, consultations of the best doctors, including 
highly-specialized physicians, become available in the most 
remote settlements and distant countryside. 

Therefore, while before the pandemic telemedicine was 
an optional and non-compulsory service for many doctors, 
it has now become an essential part of providing health 
services to the population.

The active use of telemedicine technologies in the fight 
against coronavirus has contributed to its extremely rap-
id development. In this aspect, it can be noted that free 
telemedicine services have become available not only to 
doctors but also to patients. In addition, the area of services 
offered by medical mobile applications has significantly 
expanded. The field of telemedicine peer counselling for 
doctors has also expanded. Now, active peer counsel-
ling is available not only for primary-, secondary- and 
tertiary-level physicians, but also for doctors of specific 
specialties.

CONCLUSIONS
Most countries are not ready to practically ensure consti-
tutional guarantees of human rights to health care in the 
context of the spread of COVID-19 on the one hand, and, 
a balance between restrictions of rights and freedoms, and, 
economical and social interests of humans and private busi-
nesses on the other.  Restrictions on the exercise of powers 
by public authorities, the introduction of quarantine-re-
lated subordinate legislation in Ukraine actually violated 
the constitutional rights of its citizens. Development of 
the eHealth system and further completion of electronic 
medical registries, which requires significant financial in-
vestment from the state, could be boosted through the use 
of public-private partnership tools.At the same time, the 
coronavirus pandemic has become a significant impetus 
to the development of telemedicine in Ukraine, which 
contributed to the more rapid provision of medical services 
to all target groups. 
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INTRODUCTION
Epidemic security is an important component of each 
state's national security. Despite the development of the 
world, outbreaks of epidemics occur on the regular basis: 
the rapid pace of people movement across the world leads 
to the rapid spread of disease. Thus, only in the beginning 
of the 21st century the world had already experienced a 
pandemic of influenza A/H1N1 (01.2009-08.2010)1, ep-
idemics of Severe Acute Respiratory Syndrome (SARS), 
H5N1 (HPAI A (H5N1), Middle East respiratory syndrome 
coronavirus (MERS-CoV), Ebola, Zika, etc. Also, as noted 
in the literature, “Old diseases - Cholera, Plague, Yellow 
fever among them - often return, and new ones invariably 
arrive to join them”. About 40 outbreaks of cholera alone 
are reported to WHO every year [1, p. 15], the epidemics 
of HIV/AIDS and tuberculosis continue to date. The lat-
est pandemic in the world is the COVID-19 coronavirus 

pandemic (caused by the rapid spread of SARS-Cov-2 
virus) has shown how quickly epidemics and pandemics 
can modify the “face of the world”, suspending most of 
our usual social processes2. As rightly noted, “the threat 
to global health has reached alarming proportions and 
has exposed a lack of national preparedness and interna-
tional solidarity” [2, p .1521]. Such situations emphasize 
the fact that the health of the population is the key to the 
functioning of all the important areas/processes in each 
state: from the effective operation of government agencies 
to the state of the economy. The same provisions are noted 
by F. Alazzam, K. Aldrou, R. Moiseyenko, V. Mykhalchuk, 
Y. Radysh, A. Saleh [2, p. 1522; 3, pp. 995].

In response to the threat most countries urgently tight-
ened state control over migration processes, restricted 
tourism and services to prevent the deterioration of the 
situation due to foreign visitors, outbreak and spread of 
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1  Although the debate initiated by Wolfgang Wodarg regarding the falsity of the decision to declare this pandemic, which was supported by the Parliamentary 
Assembly of the Council of Europe on October 5, 2010, continues, the WHO did not agree with this criticism [4]. According to the official data, 18,500 people 
died during the A/H1N1 influenza pandemic, and the diagnosis was laboratory confirmed [5], while researchers suggested that between 151,700 and 575,400 
people had died using mathematical simulations [6].

2  A clear confirmation was achieved: “The sudden influx of large numbers of sick individuals to health facilities stretches the systems' capacity and resources, 
even more so and more noticeably where resources are already scarce” [1, p. 21]. Since the announcement of the Covid-19 pandemic, people with non-epidemic 
related health issues have found it more difficult to access health care. The same opinions were expressed in the WHO, noting that “many routine and elective 
services have been suspended... Disruptions to 24-hour emergency room services for example were affected in 22% of countries, urgent blood transfusions were 
disrupted in 23% of countries, emergency surgery was affected in 19% of the countries” [7].
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COVID-19, as well as to provide conditions and tools for 
rapid and quality response to their emergence/spread, 
restricted trade, banned the export of medicines, med-
ical products and equipment, etc. Some countries also 
increased administrative and/or criminal liability for 
violating the quarantine regime.

THE AIM
The purpose of this paper is to compare the legal regulation 
of epidemic security in the Republic of Belarus (herein-
after, RB), the Republic of Kazakhstan (hereinafter, RK), 
the Republic of Moldova (hereinafter, RM), the Republic 
of Poland (hereinafter, RP), the Russian Federation (here-
inafter, RF) and Ukraine, and also to identify features of 
such regulations impact on the spread rates of COVID-19 
coronavirus infection in these countries.

MATERIALS AND METHODS
This research is based on Belarusian, Kazakh, Moldavian, 
Polish, Russian and Ukrainian regulatory acts as well as 
scientific publications. Additionally, statistical data, expert 
opinions, judicial practices, doctrinal ideas and reviews on 
this issue has been used. Besides, the article is based on di-
alectical, comparative, analytic, synthetic, comprehensive, 
statistical analysis and generalization.

REVIEW AND DISCUSSION
On January 30, 2020, the World Health Organization de-
clared an outbreak of coronavirus 2019-nCoV-2 “Public 
Health Emergency of International Concern” [8]. On 31 
January 2020, WHO issued a “Global Surveillance for 
Human Infection with Novel Coronavirus (2019-nCoV): 
Interim Guidance” for Member States, providing recom-
mendations to prevent outbreaks and/or rapid spread of 
a new infection in their territories [9]. The WHO then 
issues several other recommendations. All documents are 
periodically supplemented and adjusted to consider new 
information, in particular, on March 20, April 16, August 
7, etc. [10; 11; 12]. On March 11, 2020, the COVID-19 
pandemic was declared [13]. However, to that date each of 
the countries of the world had different levels of readiness 
to fight this virus: some are better, others are worse, some 
countries decided to use an approach to develop collective 
immunity (for example, Sweden, Japan).

The actions of government agencies and special institu-
tions involved in the fight, prevention and monitoring of 
the spread of infectious diseases in a given area were one 
of the indicators of each country's readiness to respond 
to epidemic threats. During the spread of COVID-19, the 
need for their existence and proper functioning in each 
country was obviously demonstrated.

It should be noted that the post-Soviet states partially 
borrowed the Soviet model of control over epidemic 
security, which was later reorganized. Thus, in Belarus, 
Kazakhstan, Moldova, Russia and Ukraine special bodies 

were created to address such health care issues as: 1) an-
ti-epidemic measures, 2) infection control organization 
and 3) response to epidemic situations. Over time these 
bodies were transformed, and the areas of their activities 
changed. Thus, in Ukraine and Moldova, sanitary and epi-
demiological services were eliminated, and their functions 
were transferred to the bodies for which the fight against 
epidemic threats is not a priority.

In Belarus today, the system of sanitary control bodies is 
quite extensive and includes: The Hygiene, Epidemiology 
and Prevention Department of the Ministry of Health 
(hereinafter, the Ministry of Health); republican, regional 
centers of hygiene, epidemiology and public health; city, 
district, zonal hygiene and epidemiology centers in cities; 
disinfection and sterilization centers [14].

In the Republic of Kazakhstan, to date, the bodies of the 
sanitary-epidemiological service are: 1) branches of the 
Scientific and Practical Center for Sanitary-Epidemiolog-
ical Examination and Monitoring; 2) state organizations 
involved in sanitary and epidemiological examination at 
the state border, in territories, transport facilities; 3) state 
organization that carries out sanitary and epidemiological 
examination during official events with the participation of 
state officials; 4) republican research organizations engaged 
in sanitary and epidemiological well-being activities, and 
5) state anti-plague institutions [15].

In the Russian Federation, starting from 2004 till today 
the structure of control bodies of public health has in-
cluded the Federal Service for the Oversight of Consumer 
Protection and Welfare responsible for, inter alia, sanitary 
and epidemiological supervision and control. Units in the 
federal subjects, Moscow and St. Petersburg, Hygiene and 
Epidemiology Centers, Research Institutes, hygiene and 
epidemiology related authorities, anti-plague institutions, 
sanitary and epidemiological services of ministries and de-
partments are subordinated to the said Federal Service [16].

In the Republic of Poland, that is oriented towards the 
Western European countries, the State Sanitary Inspection is 
the leading body for ensuring the sanitary and epidemiolog-
ical safety and security of the population, which implements 
the main functions through the Main Sanitary Supervision 
Body and the Sanitary and Epidemiological Council [17].

In our opinion, Moldova and Ukraine were among the 
most unprepared states in terms of combating coronavi-
rus 2019-nCoV-2 due to the lack of a special state body 
to control the epidemic situation. Thus, in the Moldova, 
the State Sanitary and Epidemiological Service functioned 
within the structure of the Ministry of Health, Labor and 
Social Protection until 2010. However, at the time of the 
pandemic declaration, a separate body that would ensure 
the sanitary and epidemiological safety and security of 
the population was no longer available. Its functions were 
partly entrusted to the National Public Health Agency that 
is subjected to the Ministry of Health, Labor and Social 
Protection and having its own territorial offices. However, 
after the declaration of an emergency situation in Moldova 
the Public Health Institution “COVID-19 Center” was 
established in Chisinau [19].
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In Ukraine the functions of the State Sanitary and Epide-
miological Service, which had been liquidated in 2017 and 
existed as a separate central executive body, were transferred 
to the Ministry of Health, the Ministry of Agrarian Policy and 
Food of Ukraine and the State Service for Food Safety and 
Consumer Protection. The dispersion of functions related 
to the control, prevention and monitoring of the spread of 
infectious diseases among institutions with other priority 
areas of activity led to a lack of comprehensive support for 
the epidemic security of the state. Therefore, on February 26, 
2020, the position of Chief Sanitary and Epidemiological Doc-
tor was restored in Ukraine. Today, the creation of a special 
state body to ensure sanitary and epidemiological security in 
Ukraine seems to be a cornerstone: the pandemic has shown 
that anti-epidemic measures, infection control and response to 
epidemic situations are vital for the effective health care policy 
in each country. Currently, the Government is considering op-
tions for establishing a service within the Ministry of Health. 
This once again confirms, in our opinion, the erroneousness 
and hastiness of the State Sanitary and Epidemiological 
Service elimination of in 2017. As rightly pointed out by Dr. 
T.A. Ghebreyesus, the WHO Director-General, “COVID-19 
should be a lesson to all countries that health is not an 'ei-
ther-or' equation. We must better prepare for emergencies 
but also keep investing in health systems that fully respond 
to people's needs throughout the life course” [7].

In addition to the functioning of special sanitary and 
epidemiological authorities, the measures implemented by 
the states to prevent the spread of COVID-19, the time of 
their implementation and the duration of such measures 
have also become a key to maintaining a safe (steady) level 
of morbidity. The red line among all quarantine restrictions 

imposed in all states is: the obligation of persons arriving 
from foreign countries within 14 days from the date of 
arrival to self-quarantine at home (recommended by WHO 
on February 29, 2020) [20], and the ban on the export of 
medicines, medical products and equipment.

Russia was the first state to start implementing preventive 
measures. On January 24, 2020, the Federal Service for 
the Oversight of Consumer Protection and Welfare issued 
Resolution № 2 “On Additional Measures to Prevent the 
Spread of New 2019-nCoV-Coronavirus Infection”. On Jan-
uary 29, the Interdepartmental Operational Headquarters 
was established. Moreover, the first cases of COVID-19 
(2 people) were identified on January 31 in Russia. From 
that day on, due to the spread of coronavirus infection, the 
state began to gradually close its borders. Thus, on March 
16, the Russian Government issued a resolution to close 
Russia's border with Belarus, the only country with no strict 
quarantine restrictions in its territory. It was also decided 
to limit the leisure of the country's population and sports 
events at all levels.

On March 25, when the number of new cases per day 
reached a rate of 163 and there were no coronavirus-related 
deaths [21], the Russian government declared the day-off 
period from March 30 till April 3 inclusive, which was 
then extended until April 30. Additionally, all life support 
structures (banks, shops, transport, pharmacies, medical 
institutions) and authorities at all levels continued to work. 
Additionally, by the Executive Order of the President of 
the Russian Federation dated April 02, 2020 № 239 “On 
ensuring people's sanitary and epidemiological welfare in 
view of coronavirus infection spread (COVID-19)”, heads 
of regional administrations of the Russian Federation were 
given the discretion to impose restrictive measures, includ-
ing restrictions of movements. Such rather mild quarantine 

Fig. 1. Daily new cases in Russia.3

3  Hereinafter, graphs from the Worldometers web-site [21].
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regime seems to have resulted in a lack of positive dynamics 
in the number of new cases (see Figure 1). For example, 
on May 11, Russia ranked 3rd in the world by the number 
of cases (11,656 daily new cases and 94 daily new deaths 
[21]), due to the eased regime. However, some of the quar-
antine restrictions continued, in particular: restrictions for 
the elderly and those suffering from chronic diseases; ban 
on mass events; prolongation of the powers of the heads 
of regions to ease or strengthen restrictive measures, etc. 
This resulted in an improvement of the epidemic situation, 
partly due to the seasons change (warming), and as at Au-
gust 31, 2020, there were 4,993 new cases of COVID-19, 
and 83 people died [21].

It should also be noted that among the measures aimed 
at combating coronavirus infection, Federal Laws dated 
April 01, 2020 № 99-FZ and № 100-FZ in the Russian 
Federation strengthened administrative4 and criminal 
liability for the violation of sanitary and epidemiologi-
cal rules. According to the analysis of judicial practice, 
during the period from April 01, 2020 till August 31, 
2020, Russian courts considered 16 criminal cases un-
der Art. 236 “Violation of Sanitary and Epidemiological 
Rules” of the Criminal Code (hereinafter, the CC) of 
the Russian Federation. However, only 3 persons were 
convicted and imposed with a real sentence. Another 5 
people were exempted from criminal liability under Art. 
76.2 of the CC with the determination of a criminal law 
measure (court fine). Five materials of criminal cases 
were returned to prosecutors by courts. Nothing is known 
about the progress of 3 more cases. Much wider was the 
practice of administrative prosecution of persons under 
Part 2 of Art. 6.3 of the Code of Administrative Offenses 
(hereinafter, the CAO). In particular, 29, 742 administra-
tive offense reports were issued. Among them, in 6,867 
cases, individuals and legal entities were sentenced by 
the courts of the Russian Federation to an administrative 
fine, in 1,624 cases the proceedings were closed, in 1,638 
cases the protocol was returned to the police, and in 231 
cases the case was transferred to proper jurisdiction [22].

On January 26, 2020, the Republic of Kazakhstan 
strengthened sanitary and epidemiological control at 
checkpoints across the state border and held training 
exercises. Medical monitoring of persons arriving from 
China was also provided, and the 72-hour visa-free stay 
for Chinese citizens in Kazakhstan was suspended. On 
January 31, the second stage of strengthening sanitary and 
epidemiological control began: 150 sanitary and epidemio-
logical service experts were sent to sanitary and quarantine 
points near the state border, laboratory diagnostics were 
established, clinical treatment protocols and algorithms of 
anti-epidemic measures were approved.

On March 13, the first 7cases of COVID-19 were identi-
fied and on March 14 there were 4 more, and on March 15 
there were 6 more [21]. Therefore, on March 15, a state of 
emergency was declared in Kazakhstan, which was further 
extended until May 1. On April 27, the daily rate of new 
coronavirus cases reached 217 people [21], the authorities 
of the Republic of Kazakhstan decided to extend the state 
of emergency until 00:00 of May 11, while deciding to 
mitigate the quarantine regime in cities and regions. The 
situation with the spread of the virus was under control.

The easing of quarantine measures led to the announce-
ment of a lockdown regime in Kazakhstan on July 5: all 
facilities were closed, except for supermarkets, pharmacies, 
cafes (with social distancing requirements), airports (do-
mestic flights). It was caused by a sharp deterioration of 
the epidemiological situation and the rapid spread of the 
disease, as seen in Fig. 2. Such prompt and tough measures 
had a significant positive effect. Thus, as at August 31, 2020, 
the number of infected people decreased significantly to 
reach 111 new cases per day and the downward trend pro-
ceeded [21]. Despite the severity of the measures taken by 
the Government to stop the spread of coronavirus infection 
in the country, administrative and criminal liability for 
violating sanitary and epidemiological norms was not in-
creased, due to sufficiency of punishment for such actions, 
according to the Kazakh legislator5.

Instead, from January till early March 2020, there were 
minor (“soft”) restrictions on air travel and for persons 
who are “contact persons” or came from a country where 
there was an epidemic of coronavirus infection.

On March 2, the Sejm of the Republic of Poland approved 
the Law “On Special Decisions Related to the Prevention, 
Counteraction and Control of COVID-19, Other Infectious 
Diseases and Emergencies Caused by Them” (hereinafter, the 
Law of March 2, 2020), which entered into force on March 
8, 2020. It created the possibility of using administrative, 
budgetary and anti-epidemic means to combat the spread 
of coronavirus. This Law also amended the provisions of the 
Law on Prevention and Control of Infections and Infectious 
Diseases, after which: a) the Council of Ministers was given 
the right to declare an epidemic or an epidemiological threat 
in certain parts of Poland or throughout Poland; b) public 
authorities have the right to establish 3 different zones (zero 
level, buffer and danger zones) at the site of the epidemic 
outbreak, which differ in the level of restrictions associated 
with the risk of an epidemic in each area [23].

On March 4, the Ministry of Health of the Republic of 
Poland reported the first case of SARS-CoV-2. After that, the 
state began to gradually tighten quarantine restrictions. Thus, 
on March 8, the Chief Sanitary Inspector recommended the 
cancellation of all mass events involving more than 1,000 

4  Art. 6.3 of the CAO of the RF was supplemented by Part 2, establishing more severe penalties for violations of current sanitary rules and hygiene standards, 
non-compliance with sanitary and anti-epidemic measures, etc., committed during an emergency or at risk of spreading a disease that poses public danger or 
during the implementation of restrictive measures (quarantine) in the relevant territory.

5  The administrative liability under Art. 425 “Violation of the Requirements of the Legislation in the Field of Sanitary and Epidemiological Well-Being of the 
Population, and also Hygienic Standards” of the CAO of the RK, Art. 476 “Violation of the State of Emergency” of the CAO of the RK and Art. 304 “Violation 
of Sanitary Rules or Hygienic Standards” of the CC of the RK.
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people indoors. A meeting of the National Security Council 
on countering the spread of coronavirus in the country was 
held on March 10, and the Prime Minister of Poland canceled 
all mass events. On March 11, all schools, kindergartens, 
nurseries, and secondary schools were closed, except for 
special schools, institutions for the education of children 
with special needs and sociotherapy facilities, psychological 
and pedagogical centers, as well as schools in correctional 
facilities and prisons (from March 12 until March 25, 2020). 
An epidemic was officially declared on March 20, and the next 
day Poland had 111 new cases of COVID-19. From March 
24, a lockdown was introduced (152 daily new cases and 2 
daily new deaths [21]), which lasted until April 11. However, 

on March 31, the restrictions became even stricter, since as of 
March 30, Poland faced 193 daily new cases and 9 daily new 
deaths. On April 10, there was a slight easing, despite the fact 
that the rates increased (380 daily new cases and 9 daily new 
deaths [21]). In general, most restrictions were extended until 
May 3. Then, as can be seen from Fig. 3, Poland experienced a 
periodic fluctuation in the number of new cases in-line with 
increasing/decreasing of restrictive measures in certain areas. 
In particular, new restrictions are to apply in 19 poviats from 
August 8, which were related to two zones: yellow and red.

The Republic of Poland also strengthened criminal and 
administrative liability for violating quarantine restrictions. 
Thus, the Law of March 31, 2020 “On Amendments to 

Fig. 2. Daily new cases in Kazakhstan.

Fig. 3. Daily new cases in Poland.
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the Law on Special Decisions Related to the Prevention, 
Counteraction and Control of COVID-19, Other Infectious 
Diseases and Crisis Situations Caused by Them and Certain 
Other Acts” amended Art. 161 of the CC of the Republic 
of Poland with a new wording. In this case, according to 
Polish researchers, the changes cause numerous corpus 
delicti comments [24; 25]. It is noteworthy that, unlike 
the legislation of other countries to be analyzed, criminal 
prosecution of a guilty person in Poland for creating a risk 
of coronavirus infection of one person starts only at the 
request of the victim (§ 4 of Article 161 of the CC). For 
such actions the guilty person faces imprisonment for a 
term of 3 months up to 5 years, while the risk of infecting 
several people provides imprisonment from 1 up to 10 
years, which is the most severe punishment among the 
countries we analyze6. Poland increased administrative 
liability for violating quarantine restrictions, where fines 
increased to 30,000 zlotys. The amount of the fine under 
Art. 116 of the Code of Minor Offenses depends on the 
agency that imposes these sanctions. If the police “fine on 
the spot”, then fine will be 500 zlotys (for each violator), if 
the case is passed on to the sanitary services or court, then 
higher fines are applied [26].

It was the imperfection of the criminal norm and its 
significant severity that can be explained by the fact that 
as of August 31, 2020 the courts of Poland did not pass 
a single conviction under § 2 of Art.161 of the CC [27].

Ukraine faced one of the most difficult situations among 
the countries under study, due to the fact that at the time of 
the rapid spread of COVID-19 it did not have a function-
ing State Sanitary and Epidemiological Service. Moreover, 
since January, the airlines have gradually canceled flights 
to countries with a large number of coronavirus cases.

On February 26, the post of Chief Sanitary and Epide-
miological Doctor was restored in Ukraine and already on 
March 3 the first case was found, and since March 10 there 
was a gradual increase in the number of new cases. On 
this background, on March 11, the Cabinet of Ministers of 
Ukraine introduced quarantine from March 12 till April 3, 
which in fact lasts to this very day. On March 25, due to the 
steady increase in the number of new cases (43 daily new 
cases and 2 daily new deaths [21]), the Government intro-
duced a state of emergency throughout Ukraine until April 
24, 2020, during which the authorities and civil protection 
services had to work in an enhanced mode and there was 
no provision for state intervention in the management of 
private companies or restrictions on the rights of citizens. 
On April 6, due to the epidemic situation (as at April 5, 83 
daily new cases and 5 daily new deaths were detected [21]), 

new restrictive quarantine measures were introduced in 
Ukraine: a ban on visiting parks and recreation areas, man-
datory wearing of masks in public places, persons over 60 
years old were recommended to stay at home, which were 
subsequently extended until May 11 without mitigation. 
Subsequently, the Government presented a 5-stage plan for 
the country's quarantine, which began to be implemented 
on May 77. In the summer, the list of quarantine restrictions 
constantly changed depending on number of new cases. 
Finally, from August 1, the quarantine rules in Ukraine 
have been changed: all regions were divided into green, 
yellow, orange and red zones, each of which provided for a 
different amount of quarantine restrictions. Such measures, 
although difficult for society to accept, generally affected, in 
our view, the containment of the infection. As can be seen 
from Fig. 4, it was only in autumn that the daily morbidity 
rates began to grow.

On March 17, Law of Ukraine “On Amendments to 
Certain Legislative Acts of Ukraine Aimed at Prevent-
ing the Occurrence and Spread of Coronavirus Disease 
(COVID-19)” № 530-IX strengthened criminal liability 
for the violation of sanitary and epidemiological rules 
(Art. 325 “Violation of Sanitary Rules and Norms for the 
Prevention of Infectious Diseases and Mass Poisoning” 
of the CC), which was also rightly negatively assessed by 
scientists [28, pp. 101-106; 29, pp. 237-240]. In addition, 
administrative liability was introduced for such actions: the 
CAO of Ukraine was supplemented by Art. 44-3 “Violation 
of the Rules on Quarantine of People”, which imposed too 
severe penalties, and therefore, according to the analysis 
of case law, in the vast majority of cases judges limited 
punishment to the announcement of oral warning notice8.

If we consider the trend of the disease spread in Moldo-
va, which, like Ukraine there, had no special state body to 
control the epidemic situation, it should be noted that the 
situation in this small country is even worse and according 
to official data the percentage of infected persons is the 
highest. On February 25, 2020, some anti-coronavirus mea-
sures were introduced, in particular, persons crossing the 
border and under suspicion were subject to isolation. The 
first case of COVID-19 was found on March 7. On March 8, 
the Emergency National Public Health Commission issued 
an orange code warning at the national level in the context 
of the epidemic. The Red Code was announced on March 
13, and 11 daily new cases were identified on March 15. As 
the number of new cases began to increase, on March 17 
the Parliament declared a state of emergency throughout 
Moldova until May 15. Despite these measures, the total 
number of patients (Total Cases) increased to 109 people on 

6  The most severe criminal punishment, which is established in the criminal laws of Belarus, Moldova and Ukraine, for the spread of coronavirus infection among the 
population, and sometimes for creating a real threat of its spread, is imprisonment for up to 3 years. The criminal legislation of the RK and the RF provides for up to 2 
years of imprisonment.

7  As of May 6, 2020, 487 daily new cases and 11 daily new deaths were identified.
8  Thus, the data of the Unified State Register of Court Decisions of Ukraine show that in the period from March18, 2020 till August 31, 2020, 2,370 people were found 

guilty of committing an administrative offense under Art. 44-3 of the CAO of Ukraine. Analysis of 100 of these resolutions shows that: a) an administrative penalty in the 
form of a fine was imposed on 26 persons, of which 25 persons were fined in the amount equivalent to UAH 17,000, 1 person was fined in the amount equivalent to UAH 
34,000; b) 73 persons were released from administrative liability due to the insignificance of the act with the announcement of oral remarks. Another case was closed [30].
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Fig. 4. Daily new cases in Ukraine.

March 23 and to 1,056 cases on April 7 [21]. On April 27, 
the total number of deaths exceeded 100. A public health 
emergency was declared in Moldova starting on May 16 
and quarantine restrictions were partially decreased, and 
despite a sharp increase in the number of patients (189 daily 
new cases and 5 daily new deaths [21]), the authorities did 
not strengthen quarantine and generally extended the state 
of emergency until August 31.

In Moldova, Law of March 12, 2020 № 52 “On Amend-
ments to Certain Regulations” also not only strengthened 
criminal liability for the spread of epidemic diseases (Art. 
215 of the CC), but also amended the Code of Offenses 
of the Republic of Moldova with the Art. 76-1 “Failure to 
Comply with Measures for the Prevention, Counteraction 
and/or Control of Epidemic Diseases”.

However, all these quarantine restrictions do not seem 
to have improved the situation (Fig. 5). The reasons for 
this can be seen, according to E. Goloshchapov, in the 
fact that people ignore safety measures in the hot weather 
conditions [31].

Belarus is a special case in terms of the countries 
studied. Thus, the first case of COVID-19 in Belarus was 
detected on February 28, 2020. As of March 11, there 
were 9 cases, and on March 12 there were already 21 cases 
of coronavirus [21]. But only on March 12, the Council 
of Ministers decided to limit all cultural, sporting and 
scientific events with international participation until 
April 6. From March 13, railway and air transport com-
munication with many foreign countries was suspended. 
However, these measures could not limit the rapid spread 
of the infection and as of March 13, 27 Total Cases had 
already been identified. March 23 was marked by 81 cas-
es, of which only 5 daily new cases [21]. On March 25, 

the Minister of Health of stated that he would no longer 
update the map of the spread of coronavirus infection, 
explaining it by the need to protect the rights of patients. 
However, fig. 6 clearly shows that the morbidity rates 
subsequently increased rapidly.

Also, Resolution of the Council of Ministers of March 
25, 2020 № 171 defined measures to prevent the spread 
of infection caused by COVID-19, but these restrictions 
can be assessed as mild. It is noteworthy that, unlike oth-
er states, the authorities did not cancel the May 9 Parade 
dedicated to the Victory Day, although veterans were urged 
to stay at home and not to attend mass events. On May 12 
in comparison to May 6 the number of cases considerably 
increased (from 905 to 967 daily new cases [21]).

Generally, when assessing the morbidity rates in Belarus, 
a remark should be made - they are quite relative. Thus, the 
National Statistical Committee of Belarus did not publish 
official data on mortality in the country for the first half 
of 2020, but based on information provided to the UN, 
in April-June mortality exceeded the average for the last 5 
years by about 5,500 people. [32]. Reasons for such a rapid 
growth is not specified, but this information suggests that 
the epidemic of coronavirus infection is also raging in Be-
larus. However, according to official statistics, as at August 
31, 71,843 people got infected with COVID-19 in Belarus 
[21]; according to Figs. 6, the morbidity rate since July has 
been consistently low.

Belarus has also become another country where neither 
administrative nor criminal liability for violating sanitary 
and epidemiological rules has been strengthened.

The analysis showed that the amount of restrictive mea-
sures imposed in all the countries studied was different at 
over time. It is seen that a number of factors has played a 
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Fig. 5. Daily new cases in Moldova.

Fig. 6. Daily new cases in Belarus.

role in this process. In particular, the proximity to a coun-
try with a high morbidity rate, the COVID-19 spread rate 
within a certain area, the country's readiness to fight the 
coronavirus, the availability of places in hospitals, lung 
ventilators, health workers, protective equipment and 
others. Moreover, the time to implement these measures, 
their duration, level of perception and compliance by the 
population were of importance for the effective counter-
acting of the spread of coronavirus infection in a certain 

area. As a result, the quantitative indicators of COVID-19 
cases as of August 31, 2020 were different for each of the 
analyzed countries, as shown in Table I.

These indicators make it clear that as of August 31, 2020 
in Belarus 0.76% of the population was infected, of which 
0.007% died, these figures were 0.562% and 0.008% in 
Kazakhstan; 0.916% and 0.025% in Moldova; 0.178% and 
0.005% in Poland; 0.682% and 0.012% in Russia and 0.278% 
and 0.006% in Ukraine, respectively.



Yuliia Yu. Zabuha et al. 

2766

9  Data from the Worldometers web-site [21].

Table. I. Indicators COVID-19 cases as of August 31, 20209

Country Total Cases1 Total Deaths Population

Belarus 71 843 681 9 448 781

Kazakhstan 105 795 1 523 18 814 618

Moldova 36 920 995 4 032 320

Poland 67 372 2 039 37 839 368

Russia 995 319 17 176 145 945 354

Ukraine 121 215 2 557 43 657 291

CONCLUSION
Thus, it should be noted that it will take time for the world 
to overcome the negative consequences of the SARS-Cov-2 
virus. The study showed that the state of epidemic safety and 
security during the COVID-19 pandemic was significantly 
affected by: 1) the presence of government agencies and/
or special institutions involved in combating, preventing 
and monitoring the spread of infectious diseases, 2) their 
readiness to operate effectively in emergencies situations 
caused, in particular, by epidemics, 3) the severity of the 
implemented quarantine measures, 4) the level of perception 
and compliance with security measures by the population, 
and 5) the effectiveness of law enforcement response to their 
violations. In addition, restraining the rate of coronavirus 
infection spread in a particular state depended on the time-
liness of such restrictions and the time of their decreasing. It 
was also found that increased criminal and administrative 
liability for violating quarantine measures failed to become 
an effective tool to curb the spread of the disease. This is 
because the preventive effect is not so much dependent on 
the severity of punishment, but rather on the inevitability 
of its application to the perpetrator as well as the attitude 
of the population to the quarantine restrictions and good 
faith compliance.
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INTRODUCTION
The determining factor of stable socio-economic develop-
ment of the state is demographic security, and demographic 
processes are the prerequisite and the result of qualitative 
and quantitative changes in the demographic situation 
in the country. Therefore, the preservation of human 
resources, as a carrier of the intellectual potential of the 
nation, requires special attention and, today, acquires not 
only domestic but also geopolitical significance. It should 
be noted that the state of demographic security of the 
country is influenced by external factors, which due to 
the destructive impact on the demographic system can 
affect the political, economic, social and spiritual spheres 
of society, the level of socio-economic development of the 
state. Demographic security is currently the focus of the 
issue of depopulation of inhabitants, especially under the 
conditions of active phase of the COVID-19 pandemic, 
which requires demographic security as an adaptive sys-
tem, improvement of state demographic policy in order 
to respond in a timely manner and counter threats to 
demographic security.

An important direction in struggle against the COVID-19 
pandemic is a proper and timely legal response. The sphere 
of health care today, more than ever before, requires im-
provement of the existing and creation of the new strong 
legal framework, the legal principles of which would meet 
the international obligations of the state to respond to 
public health threats.

Scientists such as I. Azemsha, Ye. Podorozhnii, V. Lordkipanid-
ze, A. Malnar, D. Malnar made an invaluable contribution to the 
study of the influence of the “responsibility” category on the state 
of demographic processes and, accordingly, the condition of the 
state's demographic security. However, the scientific work of the 
scientists focuses on the study of certain aspects of the studied 
phenomena, while the issue of improving the normative-legal 
providing of demographic security of the country under the 
conditions of pandemic becomes actual, namely improving the 
legal regulation of liability for violating the rules and norms of 
human quarantine. Thus, the relevance of the research topic 
determined the aim and the objectives of the study.

THE AIM
Theoretical and methodological justification of COVID-19 
impact on the implementation of state policy to ensure 
the demographic security of the state and the protection 
of human right to health under the conditions of relevant 
legal framework improving.

To achieve this aim the following tasks should be solved:
1)  to determine the main sources of threats to demographic 

security under the conditions of COVID-19 pandemic, 
to determine the main aspects of state policy improving 
during the pandemic;

2)  to study foreign experience in legal regulation of liability 
for violation of quarantine conditions and the specifics 
of determining fines;
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3)  to suggest the approach to increase the response to the 
negative consequences of the pandemic and to propose 
key recommendations for counteracting the threats of 
the pandemic consequences to demographic sphere.

 MATERIALS AND METHODS
The main research materials are the norms of the Interna-
tional Covenant on Economic, Social and Cultural Rights, 
the Convention for the Protection of Human Rights and 
Fundamental Freedoms and the legal framework of the 
countries that have adopted temporary quarantine mea-
sures. This research is based on empirical and analytical 
data from the WHO, Bloomberg's financial information 
provider, in particular on the number of patients in WHO 
regions, as well as the amount of fines for violating quaran-
tine norms. In this research we used a number of research 
methods, in particular: the method of processing statistical 
data to analyze the number of patients in the world; the 
method of system-structural analysis to study the pecu-
liarities of the application of measures to counteract and 
prevent possible threats to the demographic sphere; con-
tent analysis, method of comparison for the study of state 
policy of foreign countries related to ensuring the state's 
demographic security under the conditions of quarantine 
and the specifics of setting the amount of fine for violation 
of quarantine; grouping and forecasting to substantiate the 
conceptual framework of legal regulation of the issue of lia-
bility for violations of quarantine conditions and improving 
the mechanism of protection of human right to health.

REVIEW AND DISCUSSION
Taking into account the importance of the demographic 
situation, it should be noted that such negative processes 
of declining birth rates and increasing aging of population 
can threaten the passage of demographic processes and 
demographic security in general [1, p. 115].

Studies of the security aspect indicate the priority of de-
mographic development of the state as a determining factor 
of security, which can serve as an indicator of the security 
sector and possible changes [2, p. 59]. The prerequisite 
for these steps should be clarifying the contextual filling 
of the category “responsibility”. Considering legal respon-
sibility as an independent phenomenon, it is advisable to 
emphasize that it comes from social responsibility, acting 
as a separate, unique manifestation [3, p. 7].

The opinion of I.B. Azemsha, who emphasizes the social - 
communicative nature of responsibility, which arises when 
human behavior is regulated by social norms and carries 
social significance is essential. In this case, the implementa-
tion of social norms is a social value phenomenon, and the 
actions that violate the rules that are socially significant are 
considered unacceptable and those that lead to the rupture 
of social communication causing negative reaction of society 
in the form of social responsibility [4, p. 54]. Thus, responsi-
bility has a preventive effect, it is a mechanism for stopping 
illegal behavior and a measure to protect society. Establishing 

strategic priorities for the development of the demographic 
sphere will undoubtedly have a significant impact on the 
development of both society and the state. Therefore, special 
significance should be given to the process of formation and 
implementation of effective balanced state demographic 
policy, especially under the conditions of pandemic. Such 
policy will improve demographic processes in the country 
and prevent negative consequences of internal and external 
threats to demographic security of the country in the global 
transformational context. Among the main aspects to pay 
attention to when analyzing the state of demographic secu-
rity of the country, the following are worth noting:

1) population of the country (population density, pro-
portion of inhabitants of a particular region in the general 
structure of the population, depopulation, etc.);

2) the structure of population (disparities in gender and 
age composition of the population, imbalance of rejuvena-
tion and population aging processes);

3) the reproduction of population (life expectancy, the 
ratio of reproduction and mortality of population);

4) the natural movement of population (natural increase 
(decline) of the population, birth rate and mortality, num-
ber of marriages and divorces);

5) the migration processes (intensification of urbaniza-
tion processes, disproportions of the territorial location of 
the population, migratory population growth, growth of 
amounts of illegal migration).

The active spread of the COVID-19 coronavirus pan-
demic has caused great concern, forcing the countries to 
adapt to the new realities. As of August 17, 2020, 21,549,706 
confirmed cases of COVID-19 were registered, including 
767,158 deaths [5]. According to the World Health Orga-
nization, the leading region in the number of confirmed 
cases of COVID-19 is the United States (11,561,554 cas-
es), followed by Europe (3,754,649 cases), Southeast Asia 
(3,103,018 cases), Eastern Mediterranean (1,737,027 cases), 
Africa (945,165 cases), western Pacific (414,606 cases) [5].

The virus is known to be aerosol-transmitted, so social 
distancing can prevent infection through respiratory drops 
when sneezing and coughing. Scientific studies suggest that 
the corona type of SARS-CoV virus can persist on the sur-
face for up to 96 hours [6], while other types of virus - up 
to 9 days, and the incubation period can last up to 24 days 
[7], although the basis for conclusions is the state of pa-
tients after two weeks of the disease. It should be noted that 
SARS-CoV-2 infection significantly worsens the course 
of concomitant chronic diseases, especially diabetes and 
cardiovascular disease. Therefore, the key recommendation 
in the struggle against the pandemic is the prohibition of 
mass gatherings, social distance and timely consultation 
with a doctor when first symptoms of the disease appear.

The scale and severity of the COVID-19 pandemic is 
clearly growing to the level of the threat to society as a whole. 
In a number of countries, the outbreak has demonstrated 
shortcomings in health and social protection systems, mak-
ing it difficult to protect at-risk groups and reduce disease 
transmission. In responding to this crisis, governments must 
give priority to human rights, including the right to health.
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Responding to the challenges of COVID-19, countries are 
trying to create conditions that would contain the spread of 
the pandemic. However, each country responds to the same 
challenges with different measures and deadlines, which 
ultimately leads to differences in the epidemiological situa-
tion. Nevertheless, it is also necessary to take into account 
that countries have different reporting standards, different 
approaches to testing. It takes time to properly assess the 
effectiveness of the implemented measures, so the most 
informative is the negative experience of regions with early 
outbreaks - China, South Korea, Singapore and others.

China's approach included strict quarantine; strict 
restrictions on international and domestic travel; use of 
QR-health codes for permits to movement around the city; 
frequent household and street disinfection; testing, admis-
sion and treatment of all patients; isolation of suspicious 
cases, rapid construction of specialized hospitals for the 
treatment of patients with coronavirus.

In South Korea free and mass testing was conducted for 
people with symptoms, with suspicious contacts and for 
travelers. Education was not conducted in schools, it was 
recommended to work remotely, and large gatherings of 
people were prohibited.

Taiwanese authorities have been actively identifying 
patients with severe respiratory symptoms (based on in-
formation from the National Health Insurance database), 
and citizens have been encouraged to report suspicious 
symptoms or hotline numbers. The authorities monitored 
infected people and mapped cases. Contact persons were 
inspected on a large scale, from simple communication 
with the patient to the inspection of internal surveillance 
cameras. The location and observance of the rules of 
self-isolation of people with coronavirus through personal 
phones were monitored.

Although these early and decisive measures did not 
eradicate the virus, they helped to delay its spread over 
time relieving the capacity of the health care system, thus 
guaranteeing everyone the right to health established 
by the International Covenant on Economic, Social and 
Cultural Rights, which stipulates that states must create 
conditions that provide everyone with medical care and 
medical assistance in the event of illness [8].

The tendency to increase the number of patients has led 
to the increase in state budget expenditures to overcome 
the coronavirus epidemic and eliminate the consequences. 
Thus, as of April 9, 2020, budget measures totaling more 
than 8 trillion US dollars have been implemented world-
wide [9].

Overcoming the negative consequences of the pandemic 
requires the implementation of appropriate measures and 
their realization through the state policy. Thus, a number 
of countries and health care providers are making con-
certed, joint efforts to combat the coronavirus. The Euro-
pean Commission has launched the global online donor 
conference, “Coronavirus Global Response”, to combat 
COVID-19 in response to the World Health Organization's 
call for cooperation to raise funds to jointly develop and 
widely implement effective diagnostic, treatment and vac-

cination tools against the coronavirus, whose participants 
managed to raise 7.4 billion euros [10].

To reduce losses and overcome the spread of infectious 
disease, it is extremely important to work ahead, intro-
ducing additional unprecedented protection measures, 
including forced quarantine, curfews, restrictions and / 
or blocking opportunities to travel, engage in economic 
activities, lead active social life and more. The Convention 
for the Protection of Human Rights and Fundamental Free-
doms recognizes that in the context of public danger that 
threatens the life of the nation, including serious threats to 
public health, such restrictions of rights may be justified 
[11]. The International Covenant on Economic, Social and 
Cultural Rights guarantees everyone the right to the high-
est attainable standard of health and obliges states to take 
all necessary measures for the prevention, treatment and 
control of epidemic diseases [12]. The Syracuse Principles 
determine that in the event of a conflict between human 
rights and public health needs, states may restrict rights. 
However, in any case, such actions must be necessary to 
achieve legitimate goals, based on scientific evidence, to 
have limited period to be revised [13].

The study of foreign experience in solving this problem 
revealed that the pandemic contributed to the increase in 
fines for violating quarantine rules.

For example, in Poland, the amount of the fine imposed 
by the sanitary-epidemiological service for violating quar-
antine reaches PLN 30,000. In Latvia, the fine for violating 
quarantine is 350 euros, but if such violations are found 
serious or prove the intentional infection of others, the vi-
olator faces 3 years of imprisonment [15]. In Saudi Arabia, 
violation of quarantine is punishable by a fine of $ 53,300 
or two years imprisonment [14].

In some countries, criminal liability was immediately 
imposed for those who did not comply with coronavirus 
control instructions. For example, in Romania, for ignoring 
the quarantine requirements a person can be imprisoned 
for 3 years, for infecting others - up to 5 years, for failure 
to take measures to combat the epidemic that led to death 
- up to 15 years of imprisonment [15]. The largest scope of 
offenses is a public appearance without a protective mask, 
which is a very serious disregard for one of the basic rules 
of anti-epidemic safety. The study of the situation regarding 
quarantine restrictions in the Federal Republic of Germany 
shows the possibility of slowing down the spread of the 
virus by 40% due to the establishment of requirements for 
wearing a protective mask. The basis of this hypothesis was 
the experience of the German city of Jena, in which the 
mask regime was among the first to be introduced. After 
20 days, the number of new cases in the city decreased 
by 25%, and later approached almost zero. The results of 
the study varied depending on the region, but there was 
a noticeable tendency to reduce the number of reported 
cases of infection by 2.3-13% within 10 days after wearing 
the mask became mandatory [16]. Therefore, the use of 
medical masks, provided they are used properly, is an 
effective method of preventing the spread of coronavirus.

Equally important task for the states in the context of 
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ensuring the right to health is to minimize the risk of oc-
cupational diseases among healthcare workers and others 
involved in responding to COVID-19. In the first place, this 
should be done by providing these people with appropriate 
protective equipment. In addition to the risk of COVID-19 
infection at work, they are forced to overwork, as a result 
of which they may experience psychological stress and 
fatigue [17]. Therefore, special training and psychological 
assistance should be provided for such persons.

The World Health Organization has established strategic 
and technical advisory group of the World Health Orga-
nization on infectious hazards, the main activity of which 
today includes regular monitoring and risk assessment of 
the COVID-19 pandemic, as well as the development of 
practical recommendations to the World Health Organi-
zation on measures to counteract and prevent emergencies 
in healthcare. The active spread of the pandemic and the 
growing number of patients requires use of self-defense 
measures. Thus, the World Health Organization's strategic 
and technical advisory group has developed a number of rec-
ommendations to reduce the rate of infection transmission:

1) States should ensure preparedness and strengthen 
response measures, taking into account possible scenarios 
for the spread of the virus.

2) In order to strengthen preventive measures, it is nec-
essary to consider the possibility of combining protection 
measures, in particular: preparation of the health care 
system for a possible increase in the number of diseases, 
control and prevention of infections in medical institu-
tions, informing population, active promotion of personal 
hygiene under the conditions of pandemic.

3) In countries where COVID-19 has not yet been 
identified or has been detected in a small number of cases, 
epidemiological surveillance activities should be intensified 
in order to detect cases of illness in a timely manner and 
apply preventive measures for further spread among the 
population. Additional necessary measure to combat the 
spread of infection is social distancing, which should be 
observed both indoors and outdoors.

Countries in the WHO region should receive all the 
necessary financial and technical assistance, including 
from the World Bank, in particular from the Pandemic 
Emergency Fund, etc. [18].

4) Scientific researches on gaps in the COVID-19 pan-
demic study should be strengthened and foreign experience 
in combating and counteracting the spread of the virus 
should be implemented.

Taking into account rapid spread of the disease and 
increase in budget expenditures to combat COVID-19 
among members of the world community, we propose 
to implement best practices in legal enforcement of the 
COVID-19 pandemic, increasing the responsibility for 
violating quarantine rules:

administrative liability - by increasing the amount of fines;
criminal liability - by abolishing the possibility of ex-

ecution of a penalty in the form of a fine, leaving in the 
sanction of the article only sanctions in the form of arrest, 
restriction or imprisonment.

CONCLUSIONS
Revenues to the state budget from the payment of fines 
for violating quarantine norms should be used to finance 
monetary compensation to those involved in the struggle 
against the pandemic, in order to form effective state de-
mographic policy to respond to today's challenges.

We emphasize that the proposed aspects of responsibility 
can serve as a practical recommendation for the formation 
of foreign countries regulatory framework.
1)  Under the conditions of pandemic, attention should be 

paid to strengthening both administrative and criminal 
liability for violating quarantine, which will serve as 
a prerequisite for improving the legal mechanism for 
countering threats to the country's demographic secu-
rity by responding to challenges and dangers, creating 
conditions for socio-economic development and quality 
progress of society.

2)  The protection of the right to health requires states to 
create conditions to prevent risk of occupational diseases 
among healthcare workers and other persons involved 
in response to COVID-19.

3)  All countries must commit themselves to quickly re-
spond to challenges and take all necessary health mea-
sures, strive to provide adequate and enough funding 
to contain the virus and protect people. Only global, 
coordinated, international cooperation can minimize 
the negative effects of the pandemic.

REFERENCES 
 1.   Lordkipanidze V.  Demographic Development and Demographic Security 

in Georgia. Bulletin of the Georgian National Academy of sciences. 
2016;10 (1):112-117.

 2.   Malnar D., Malnar A. Demographic Security Trends in South eastern 
Europe. CIRR. 2015; XXI (73): 57-87.

 3.   Podorozhniy E. Yu. Teoretychni pidkhody do vyznachennya ponyattya 
«yurydychna vidpovidalnist» [Theoretical approaches to the definition 
of “legal liability”].Bulletin of Kharkiv National University of Internal 
Affairs.2014;3(66):6-15. (Ua).

 4.   Azemsha I. B. Yurydychna vidpovidalnist: suchasni pohlyady, dyskusiyi 
ta kontseptsiyi [Legal responsibility: modern views, discussions and 
concepts]. Journal of Kyiv University of Law.2010; 3: 54–57 (Ua).

 5.   Website World Health Organization. Available from: https://covid19.
who.int. [reviewed 2020.09.12].

 6.   KramerA., SchwebkeI., KampfG.How long do nosocomial pathogens 
persist on inanimate surfaces? A systematic review. BMC InfectDis. 
2006; 6: 130.

 7.   HuangC. , WangY. , LiX. , RenL. , ZhaoJ. , HuY. , etal.Clinical features of 
patients infected with 2019 novel coronavirus in Wuhan, China. Lancet. 
2020; 395 : 497–506.

 8.   Website of the Office of the United Nation High Commissioner for Human 
Rights Available from: https://www.ohchr.org/en/professionalinterest/
pages/cescr.aspx [reviewed 2020.09.12].

 9.   Website of the National Institute for Strategic Studies. Available from: 
https://niss.gov.ua/sites/default/files/2020-04/svitova-ekonomika-ta-
pandemiya.pdf [reviewed 2020.09.12] (Ua).

10.     Website of European Commission Available from: https://ec.europa.
eu/commission/presscorner/detail/en/ip_20_797 [reviewed 
2020.09.12] (Ua).



Oleh M. Omelchuk et al. 

2772

 11.   Convention for the Protection of Human Rights and Fundamental 
Freedoms. Available from:  https://zakon.rada.gov.ua/laws/
show/995_004#Text [reviewed 2020.09.12] (Ua).

 12.   Website of the Office of the United Nations High Commissioner 
for Human Rights. Available from: https://www.ohchr.org/en/
professionalinterest/pages/cescr.aspx [reviewed 2020.09.12].

 13.   Syracuse Principles for the Interpretation of Restrictions on Derogations 
from the Provisions of the International Covenant on Civil and Political 
Rights. Available from: http://www1.umn.edu/humanrts/instree/
siracusaprinciples.html. [reviewed 2020.09.12].

 14.  Website Bloomberg. Available from: https://www.bloomberg.com/
news/articles/2020-05-05/saudi-arabia-will-enforce-covid-19-
lockdown-with-tough-penalties [reviewed 2020.09.12].

 15.  Website of the National Institute for Strategic Studies : Available 
from: https://niss.gov.ua/sites/default/files/2020-03/site-2403-2.pdf 
[reviewed 2020.09.12] (Ua).

 16.  MitzeT., Kosfeld R., Rode J., Wilde K.FaceMasksConsiderablyReduce 
COVID-19 Casesin Germany: A Synthetic Control Method Approach. 
IZA DP. 2020;13319. Available from: http://ftp.iza.org/dp13319.pdf 
[reviewed 2020.09.12].

 17.   WHO, Coronavirus disease (COVID-19) outbreak: Rights, roles and 
responsibilities of health workers, including key considerations for 
occupational safety and health, Available from: http://www.who.
int/docs/default-source/coronaviruse/who-rights-rolesrespon-hw-
covid-19.pdf?sfvrsn=bcabd401_0 [reviewed 2020.09.12].

 18.   WHO New Coronavirus 2019 (2019 nCoV): Strategic Preparedness and 
Response Plan Available from: https://www.who.int/docs/default-
source/coronaviruse/srp-04022020.pdf [reviewed 2020.09.12].

 

The article was performed within the research work of Leonid 
Yuzkov Khmelnytskyi University of Management and Law on 
the topic «Administrative and legal principles of sustainable devel-
opment of Ukraine as a European state» (SR № 0108U008927).

ORCID and contributions:
Oleh M. Omelchuk: 0000-0003-4057-380X  D, E

Inna V. Shevchuk: 0000-0001-9062-8907 A, F

Anna V. Danilova: 0000-0003-0744-5523 B,C

Conflict of interest
The Authors declare no conflict of interest.

CORRESPONDING AUTHOR
 Oleh M. Omelchuk
Leonid Yuzkov Khmelnytskyi University of Management and Law, 
st. Heroiv Maidan, 8, 29000, Khmelnytskyi, Ukraine
e-mail: olegnik97@gmail.com 

Received: 27.08.2020
Accepted: 25.11.2020

A - Work concept and design, B – Data collection and analysis, C – Responsibility for statistical analysis, 
D – Writing the article, E – Critical review, F – Final approval of the article



2773

Wiadomości Lekarskie, VOLUME LXXIII, ISSUE 12 PART 2, DECEMBER 2020© Aluna Publishing

INTRODUCTION
It is indisputable that the spread of the COVID-19 pan-
demic worldwide has become one of the most difficult 
and hard-to-predict challenges of our time. The outbreak, 
which the World Health Organization described as a pan-
demic, created the global emergency unprecedented for 
the last century. Under such circumstances, international 
organizations and national governments are faced with 
several complex problems and tasks that require significant 
financial, legal, and organizational resources. The health 
care system of every country in the world had to meet 
the challenge of finding effective measures to prevent the 
spread of the virus, minimize the increase in morbidity, 
quickly identify and isolate sick people while providing 
them with competent high-quality care, minimizing 
mortality and, at the same time, ensuring availability of 
medical resources for patients suffering from other, more 
common pathologies and diseases. The economic and so-
cial problems are menacing as well, which enforces national 
governments to support entrepreneurship and develop 
social sphere in order to cover the most vulnerable soci-
ety segments (unemployed, migrants, refugees, displaced 
persons, homeless people, etc.). The pandemic situation 
exacerbates the problems of public administration in all 

sectors and encourages national states, supranational in-
stitutions and bodies to perform effectively and efficiently, 
to take reasonable and coordinated actions.

The COVID-19 pandemic has affected all countries 
worldwide without exception, forcing their governments to 
take measures aimed at minimizing the spread of the virus 
and reducing the incidence of people's infection. The orders 
issued by governments of national states are characterized 
by various degrees of categoricity and proportionality, up 
to the emergency state introduction, which entails restric-
tions of some human and civil rights, and freedoms. Based 
on the fundamentality and inviolability of human rights, 
principles of the rule of law and democracy, international 
human rights bodies and institutions are directing their 
efforts to develop effective mechanisms of minimization of 
unjustified restrictions on human rights and, at the same 
time, to counter the spread of the pandemic.

THE AIM 
To suggest the ways and means for ensuring respect for 
human rights and freedoms in the context of introduction 
of states' measures to combat the COVID-19 pandemic 
based on the generalization of European experience and 
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particular civilizational and axiological approaches as well as dialectical, comparative legal and statistical methods.
The empirical basis of the study is represented by the statistical data of the healthcare sector of European countries, generalization of the practice of countering the pandemic 
spread. In this study we used international and European regulatory legal acts and documents in the field of human rights, national legislations of foreign countries. 
Conclusions: Derogation from the provisions of the European Convention on Human Rights in the context of introduction of measures to combat the СOVID-19 pandemic 
is a common problem for European countries, which requires emergency measures introduction by the governments of these countries; the measures introduced should be 
legal, necessary, non-discriminatory, with a certain specific focus and duration; ensuring respect for human rights and freedoms requires deliberate, timely and effective legal, 
organizational forms and methods of states' activities and international cooperation.
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systematization of recommendations of international and 
European institutions.

MATERIALS AND METHODS
In this research, we applied a complex of philosophical 
and ideological approaches, general scientific and special 
methods of scientific cognition, civilizational and axiologi-
cal approaches as well as dialectical, comparative legal and 
statistical methods. Civilizational and axiological methods 
were used in the research process for justifying the impor-
tance of human rights, their universality and particularity; 
a dialectical method– when identifying the relationship 
between international, European and national legislations 
in the field of human rights; a comparative legal approach 
– for analysing foreign experience in ensuring respect for 
human rights and freedoms in the context of introduction 
of measures by states to combat the COVID-19 pandemic, 
as well as systematization, analysis, and synthesis.

The empirical basis of the study is represented by the sta-
tistical data of the healthcare sector of European countries, 
generalization of the practice of countering the pandemic 
spread. In the study, we used international and European 
regulatory legal acts and documents in the field of human 
rights, namely the Universal Declaration of Human Rights, 
the International Covenant on Civil and Political Rights, 
the International Covenant on Economic, Social and Cul-
tural Rights, the European Convention for Protection of 
Human Rights and Fundamental Freedoms, the Universal 
Health Coverage: Moving Together to Build a Healthier 
World as well as national legislations of foreign countries.

REVIEW AND DISCUSSION
The fundamental international document that proclaims 
and enshrines inalienable human rights and freedoms 
is certainly the Universal Declaration of Human Rights 
adopted and proclaimed by the United Nations General 
Assembly on 10 December 1948. Article 29 of this docu-
ment says that “…everyone has duties to the community in 
which alone the free and full development of his person-
ality is possible. In the exercise of his rights and freedoms, 
everyone shall be subject only to such limitations as are 
determined by law solely for the purpose of securing due 
recognition and respect for the rights and freedoms of oth-
ers and of meeting the just requirements of morality, public 
order and the general welfare in a democratic society” [1].

Similar provisions are included in other international 
standards for human rights protection. The International 
Covenant on Civil and Political Rights adopted by the Unit-
ed Nations on 16 December 1966 declares that the right 
to liberty of movement and freedom to choose residence 
(Article 12), the right to freedom of thought, conscience 
and religion as well as the right to freedom of expression of 
one's views (Articles 18-19), the right to peaceful assembly 
(Article 21), and the right to freedom of association with 
others (Article 22) may be subject to certain restrictions 
provided for by law that are necessary to protect national 

security, public order, public health or morals [2]. The 
International Covenant on Economic, Social and Cultural 
Rights adopted by the UN General Assembly on 16 De-
cember, 1966 contains similar provisions saying that the 
State may subject such rights only to such limitations as are 
determined by law only in so far as this may be compatible 
with the nature of these rights and solely for the purpose of 
promoting the general welfare in a democratic society [3].

In situation of public emergency, the States Parties to the 
International Covenant on Civil and Political Rights shall 
immediately inform the other States Parties to the Cove-
nant through the intermediary of the Secretary-General of 
the United Nations, in accordance with their legal obliga-
tions. The measures, which place restrictions on exercise of 
human rights, shall be strictly required by the exigencies of 
the situation and the scale of threat, and shall not involve 
discrimination. This means that such restrictions on hu-
man rights shall have a specific focus and time frame, with 
the most lenient approach to public health to be applied.

In the European space, the main document is the European 
Convention for the Protection of Human Rights and Funda-
mental Freedoms signed on 4 November 1950 in accordance 
with the Universal Declaration of Human Rights in order for 
the member states of the Council of Europe to respect and 
ensure human rights and fundamental freedoms in their ter-
ritories. The fundamental rights and freedoms provided for in 
this international treaty include: the right to life; prohibition of 
torture, slavery and forced labour; the right to liberty and se-
curity of person; the right to a fair trial; and the right to respect 
for private and family life; freedom of thought, conscience 
and religion, expression of views; freedom of assembly and 
association. Article 15 of this document contains a provision 
that in time of war or other public emergency threatening 
the life of the nation any signatory to the Convention may 
take measures derogating from its obligations under this 
Convention to the extent strictly required by the exigencies 
of the situation, provided that such measures are not incon-
sistent with its other obligations under international law [4]. 
The above-mentioned public emergency can be applied to 
harmful consequences of the COVID-19 pandemic as well. 
The procedure for derogating from obligations in order to 
narrow the scope of certain rights and freedoms involves 
keeping the Secretary-General of the Council of Europe 
informed of the measures taken and restrictions imposed. 
It is also necessary to indicate the time when such measures 
have ceased to operate, and the provisions of the Convention 
are being fully executed again. Emergency powers should be 
exercised solely for legitimate purposes in the area of public 
healthcare. The human right to life is not subject to narrowing 
or restriction, and the use of torture and slavery as well as use 
of legal liability and punishments in circumvention of national 
legislation are always unacceptable. The restrictions in order 
to counter pluralism of opinions and oppositional views must 
not be imposed as well.

Moreover, in order to achieve universal coverage of the 
population with health services, on 10 October 2019, the 
UN General Assembly adopted a high-level political dec-
laration “Universal Health Coverage: Moving Together to 
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Build a Healthier World”, following its approval by world 
leaders in September. The declaration recognizes that 
health contributes to the promotion and protection of 
human rights and makes a commitment to covering one 
billion additional people by 2023 with quality essential 
health services, with a view to covering all people by 2030. 
The declaration stresses that strong and resilient health sys-
tems, capable of reaching people in vulnerable situations, 
can ensure pandemic preparedness and effective responses 
to any outbreak [5]. Despite the fact that civil society rep-
resentatives assessed the declaration ambiguously and ex-
pressed their concern that it leaves too much discretion to 
governments in deciding on the degree of universal health 
coverage referring to “nationally determined sets”, “in line 
with national contexts and priorities”, difficulties with 
funding, the declaration consolidated the attention and 
need for efforts of state governments in health systems [6].

To date, 10 states of the European Union have exer-
cised their right of derogation from the provisions of the 
Convention: Serbia, San Marino, Romania, the Republic 
of Moldova, North Macedonia, Latvia, Georgia, Estonia, 
Armenia and Albania [7]. These states are obliged to 
inform the population about emergency measures, the 
territory of their application and the time frame for their 
introduction and extension. Response measures should be 
taken in accordance with the needs that arise at different 
stages of the crisis situation caused by the pandemic. The 
states should update this information regularly and make 
it widely available. Also, when the epidemic situation has 
improved, as soon as it is feasible, the national governments 
should ensure that citizens return to life as normal.

Summarizing the current experience of the measures 
implementation by the governments of European coun-
tries to halt the pandemic spread proves that the following 
human rights and freedoms are among most restrictive: 
the right to liberty (treatment of COVID-19 patients in 
isolation); the right to freedom of movement (border clo-
sures, introduction of a state of emergency, restrictions on 
transport services, creation of quarantine zones, control 
over person's movement outside his residence); the right to 
freedom of peaceful assembly (the obligation to maintain 
social distancing and self-isolation regime, prohibition of 
holding mass events); the right to healthcare (cancellation 
of planned operations and medical interventions in the 
event of non-urgency for the patient, difficult access to 
healthcare due to overloaded healthcare facilities); the 
right to education (educational institutions' work in remote 
mode can complicate the access of pupils and students 
to educational services); the right to freedom of religion 
(prohibition of religious events and restriction on religious 
rites); the right to business activities (temporary suspension 
of work of entertainment and catering facilities, overall 
difficulties faced by entrepreneurs during the pandemic).

Having analysed the statistics of the COVID-19 inci-
dence, we identified the “record holding” countries within 
the European Union. The situation is constantly changing 
but in general the highest number of confirmed cases of 
infection is observed in the following countries: Spain, 

France, Italy and Germany. The United Kingdom is also 
on the list; it is no longer part of the EU but is included in 
the European statistical reports [8]. Malta, Iceland, Latvia, 
Cyprus and Liechtenstein enjoy the lowest figures of reg-
istered cases, which is due to the territorial remoteness of 
these states and small population numbers. The measures 
taken by the governments of these countries to restrict and 
halt the spread of the COVID-19 pandemic are stipulated 
by many factors, namely economic, legal, political and 
social ones. The thing they have in common is the need to 
strike a balance between public safety and human rights.

The process of such a complex task implementation has 
different characteristics in each country. Thus, Spain is 
currently introducing quarantine measures in the entire 
metropolitan region due to an increase in the incidence. 
In Madrid and 9 surrounding cities, the movement of 
citizens is restricted and control over compliance with 
the quarantine restrictions is being strengthened. Only 
those who have a valid reason (a trip to work, hospital or 
school, shopping, etc.) can enter this zone and leave it. The 
number of guests in hotels and visitors in public catering 
facilities cannot exceed 50% of the maximum capacity. 
The regulations provide for the penalties from €100 up to 
€30,000 for quarantine restrictions violation; resistance and 
disobedience to law enforcement officers in an emergency 
situation are also punishable by penalties of up to €600 
thousand- or one-year's imprisonment [9]. The Spanish 
police are authorised to check the identity of persons in 
the street and find out the purpose of their movement. 
Quarantine measures are not unanimously supported by 
the population; there are protests demanding to ease the 
restrictions. Also, the government is allocating funds to 
support entrepreneurship (€200 billion) [10].

Italy was the country that suffered most from the 
COVID-19 in the spring of 2020; therefore, the measures 
to fight off the pandemic are more drastic and applicable 
in all spheres of life. The government appointed a special 
commissioner for emergency response to counter the 
spread of the pandemic, and the emergency state was 
introduced on the territory of the country. In the adopted 
Decree on the measures to combat the pandemic, it is 
stipulated that the state of emergency in Italy gives special 
powers to governors. In other words, local authorities will 
be able to create “red zones” or isolation areas on the ter-
ritories of the COVID-19 outbreak. Wearing a mask and 
social distancing are mandatory – the Italian population 
is responsible for protecting against infection by meeting 
these requirements. Quarantine violators are subject to a 
fine of € 206- or three-months' imprisonment. The strict 
general quarantine lasted in Italy from the beginning of 
March to the beginning of May and was characterized by 
a ban on entry for foreigners, restrictions on movement 
between settlements, closure of educational and entertain-
ment venues, and a ban on mass events such as weddings 
and funerals. Since then, such strict quarantine restrictions 
have been relaxed and sometimes introduced locally. To 
maintain a stable economic situation, the government has 
allocated extra € 25 billion [11].
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In France, no strict restrictions have been imposed 
since the outbreak of the COVID-19 pandemic. However, 
with an increased incidence of the virus, the restrictions 
were imposed on mass events, and gatherings of more 
than 10 people were banned. Public facilities such as bars, 
swimming pools and coffee shops were closed. There is 
a restriction on entry into the territory of the country of 
persons who are not citizens of the European Union mem-
ber states. The French government has provided a €100 
billion stimulus package to boost the economy affected by 
the global healthcare crisis. As well, the authorities have 
provided a €207 million stimulus package for aid during 
the COVID-19 outbreak to boost the economy affected by 
the global health crisis [12].

Among other European countries, Germany is quite 
successful in countering the spread of the COVID-19 
virus, which is proved by the emergency measures taken 
by the government [13]. In the world ranking of the safest 
countries, Germany ranks second after Israel, according to 
the results of the London study conducted by experts of 
the Deep Knowledge Group Foundation [14]. This result is 
associated with a high-quality organization of response in 
the healthcare system. German hospitals have qualified staff 
and enough beds to receive patients, and if the disease is 
suspected, COVID-19 testing is carried out promptly. The 
state did not impose a strict quarantine, but entertainment 
and sports facilities, as well as educational institutions, were 
closed for some time. Religious rites were banned. Despite 
the threat of infection, local elections were held in Bavaria, 
providing all citizens with disinfection products. Violation 
of the quarantine rules is punishable by a penalty of up to 
€450 thousand or imprisonment of up to 2 years. The Ger-
man Chancellor Angela Merkel is engaged in supporting 
business and announced the allocation of €550 billion for 
government loans.

The situation analysis and assessment of measures to 
counteract the pandemic spread in Germany shows that 
the government has taken a fairly objective, balanced 
and timely approach to the application of comprehensive 
measures, making the escalation of the epidemiological 
situation impossible. An unprecedented package of support 
for business activity and social assistance to citizens was 
also aimed at ensuring respect for human rights and free-
doms when the state introduced the measures to combat 
the pandemic.

The UK also introduced the restrictive measures designed 
to counteract an increase in the number of COVID-19 pa-
tients. The first restriction was the introduction of self-iso-
lation for the most vulnerable population group – people 
of the age group over 70. All other citizens were advised 
to reduce the number of social contacts and, if possible, 
telecommute. “The government's strategy for fighting 
coronavirus is aimed at achieving 'herd immunity' so that 
the health system can withstand the pressure” [15]. For 
violators of the established requirements and restrictions, 
there are significant penalties – from £200 for individuals 
for non-wearing a mask to £ 10 thousand for violations by 
legal entities. The compliance with the requirements will be 

checked not only by the police with an increased number of 
patrols, but also by the military forces, who will be involved 
in security measures. Currently, the opening hours of en-
tertainment and public catering facilities are limited, with 
social distance between their visitors to be observed. Mass 
events are prohibited in the country and there are restric-
tions on the movement of public transport. Local elections, 
which were supposed to be held in May 2020, were post-
poned to May 2021. The British government also promised 
to allocate £ 330 billion to support businesses – these funds 
will be used to support the most vulnerable categories of 
the population and self-employed, whose incomes may 
decrease. £  1.3 billion have already been allocated for 
the distribution of free personal protective equipment 
to healthcare and social services, public pharmacies and 
public sector organizations [16]. It is planned to allocate 
one-time grants of up to £ 25 thousand to entrepreneurs 
engaged in economic activities in the entertainment and 
catering sectors in order to prevent their bankruptcy. For 
common people experiencing financial difficulties, there 
is also a benefit – a three-month deferral of payment on 
mortgage loans. It should be noted that in this country, state 
subsidies are allocated to the private sector and through 
the social security system for the first time.

In the field of ensuring human rights in the UK, human 
rights defenders and scientists express concern and call 
for countering domestic violence, which has increased 
significantly: “Given the rise in domestic abuse during 
the pandemic, the UK, Scottish and Welsh Governments 
should ensure that survivors of domestic abuse and other 
forms of violence against women and girls receive appro-
priate protection and support, regardless of immigration 
status. They should also ensure that services are adequately 
funded and supported to address all forms of abuse, both 
during and after the coronavirus pandemic” [17].

The analysis of the UK's experience in fighting 
COVID-19 shows that the measures to counteract the 
pandemic spread are less effective due to several factors, 
namely: late response; a low level of citizens' responsibil-
ity; insufficient provision of medical equipment; limited 
statistical data on patients.

International organizations support the introduction of 
restrictive measures, as without them it will not be possible 
to reduce the COVID-19 incidence. They give recommen-
dations with regard to reduction of the traumatic impact on 
human rights and freedoms and ensuring the population's 
interests during implementation of such restrictions. The 
United Nations emphasizes on the following actions: ensur-
ing maximum accessibility of healthcare for every person; 
emergency measures introduction, including a state of 
emergency, should be legal, necessary and non-discrimi-
natory, with a certain specific focus and duration, applied 
in the least intrusive way possible for the population; 
maintaining jobs, wages and housing through targeted 
economic programs; provision of paid medical certificates 
and unemployment benefits; support for employers and 
entrepreneurship; counteraction to corruption risks and 
ensuring free dissemination of information; combating dis-
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crimination; countering domestic abuse [18]. It is proposed 
to take measures to ensure universalization of healthcare, 
cooperate in the development of vaccines and treatment 
procedures as well as to accelerate the trade and transfer 
of necessary medical supplies and equipment, including 
personal protective equipment for health-care providers 
who are primarily facing infection.

The World Health Organization also issues recommen-
dations related to the observance of human rights. In par-
ticular, attention is focused on the following: countering 
stigmatizing and discriminatory behaviour and practices; 
supporting gender equality and preventing violence against 
women; supporting vulnerable segments of the population 
(namely, disabled, homeless people, refugees, migrants and 
people in detention); respect for people's rights in accor-
dance with international standards during introduction 
of quarantine or restrictive measures; solving the problem 
of shortage of materials and equipment for patients' treat-
ment; providing international assistance and cooperation. 
It is noted that the WHO plays a crucial role in supporting 
member states so that they meet the challenges of our time 
and develop an integrated approach to the COVID-19 
[19]. The recognition of human rights as an integral part 
of a quality health system not only will ensure the ethics 
of restrictions for the population, but also create the basis 
for response to possible healthcare crises in the future.

The Council of Europe has also issued the guidance 
presented in the form of toolkit “Respecting democracy, 
rule of law and human rights in the framework of the 
COVID-19 sanitary crisis” [20]. It says that the deroga-
tion from the provisions of the European Convention on 
human rights will be assessed by the European Court of 
Human Rights. Emphasis is placed on the following pro-
visions: ensuring the right to life (availability of medical 
procedures and medicines, especially for patients of vul-
nerable groups, such as people with disabilities or elderly 
persons); the right to liberty and security (strict sanctions 
for violating anti-epidemic measures should only be im-
posed in accordance with the regulated procedures, it is 
necessary to maintain a balance between coercion and 
prevention); development of effective counteraction to 
crime and protection of victims of crime (in the context 
of the pandemic, such offenses as domestic abuse, human 
trafficking and fraud have become more relevant); confi-
dentiality and data protection (through a widespread use 
of electronic resources). It is noted that all the Council of 
Europe institutions are mobilised and will spare no effort 
to use tools and resources to exchange information, good 
practices and experience gained from all stakeholders, 
including authorities, civil society and citizens in order 
to find common responses to the challenges posed by the 
pandemic. The Council of Europe will make every effort 
to assist its member states during the current crisis and to 
overcome its consequences.

In the context of the pandemic spread and introduction 
of quarantine measures, despite the differences in the health 
systems of the countries, measures introduced by the govern-
ments, different economic resources, there are similar problems 

arising in the field of human rights and their provision, since 
“the violations we are now observing, including discriminatory 
policies and disturbing discussions about medical rationing 
and “rejection” or sacrifice of the elderly for the economy sake 
contradict the foundations of human rights that recognize the 
equality and dignity of all people” [21]. Scientists from different 
countries, experts, politicians and officials pay special attention 
to problems of security of certain citizen categories (persons 
obliged to contact a large number of people [22], children, 
women, elderly persons, convicts, refugees and migrants), 
mental health of the population, justice, anti-corruption in 
the healthcare sector. We should consider the warning by 
Joseph Stiglitz, Professor of Columbia University and Nobel 
Prize winner in economics, who emphasises on the fact that 
“COVID-19 has not been an equal opportunity virus: it goes 
after people in poor health and those whose daily lives expose 
them to greater contact with others. And this means it goes dis-
proportionately after the poor, especially in poor countries and 
in advanced economies like the United States where access to 
health care is not guaranteed” [23, p. 19]. That is why ensuring 
human rights requires governments to develop and implement 
national strategies to counter the spread of the pandemic in a 
timely manner, considering the unequal opportunities of their 
citizens. In the international context, the spread of the pan-
demic causes, among other things, an aggravation of inequality 
between countries, since less developed countries do not have 
enough resources to overcome the economic consequences of 
the pandemic.

Summarizing and systematizing the provisions set 
out in the UN, CoE and WHO program documents, we 
determined the following important provisions and rec-
ommendations of international and European institutions 
for ensuring human rights in the context of countering the 
spread of the COVID-19 pandemic:
•  freedom of expression and access to information (the 

state should provide its citizens with access to statistical 
information about the state of morbidity and at the 
same time refute false information about the methods 
of treatment and prevention); 

•  ensuring maximum access to health resources (especial-
ly for vulnerable groups – elderly persons and people 
with disabilities, people with low incomes); 

•  ensuring compliance of restrictive measures with 
inalienable human rights (restrictions for reasons of 
public health or a state of emergency in the country 
must comply with the regulatory legal acts, be necessary 
and proportionate; the sanctions must have a certain 
appeal procedure); 

•  creating the safest working conditions possible for 
healthcare professionals and providing them with 
necessary means to perform their duties effectively;

•  providing economic support (subsidies and benefits) 
for persons suffering losses due to restrictive measures 
(both legal entities and entrepreneurs as well as individ-
uals – migrants, low-income and unemployed persons);

•  combating discrimination and violence based on race, 
age, gender (through supportive measures, educational 
activities); 
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•  ensuring access to education (introduction of distance 
technologies);

•  ensuring international cooperation and effective work 
of supranational institutions both to disseminate med-
ical information, develop vaccination, new treatment 
methods and to provide economic and organizational 
support for the measures to combat the pandemic 
consequences.

It is also necessary to consider the fact that the national 
legislations of European countries guarantee human 
rights and their judicial protection, including applying 
to the European Court of Human Rights. Scholars have 
repeatedly emphasized that violation of human rights in 
the context of introducing measures by states to combat 
the COVID-19 pandemic can expose national states to the 
risk of numerous appeals from citizens to the ECHR and 
corresponding legal consequences [24, 25]. According to 
Dainius Pūras, “…the COVID-19 crisis cannot be resolved 
through public health and emergency measures alone; all 
other human rights must also be covered. The global spread 
of COVID-19 and the impact of measures to curb it clearly 
demonstrate the interdependence, interconnectedness and 
indivisibility of all human rights” [26].

CONCLUSION
Generalized foreign experience in ensuring human rights 
and freedoms in the context of introduction of states' 
measures to combat the СOVID-19 pandemic and rec-
ommendations of international organizations (UNO, CoU, 
WHO) provide grounds for the following conclusions: 
derogation from the provisions of the European Conven-
tion on Human Rights in the context of the introduction 
of measures to combat the СOVID-19 pandemic is a com-
mon problem for European countries and requires special 
attention from the ECHR; implementation of emergency 
measures should be legal, necessary, non-discriminatory, 
with a certain specific focus and duration; ensuring respect 
for human rights and freedoms in the context of intro-
duction of measures to combat the СOVID-19 pandemic 
requires deliberate, reasonable, timely and effective legal, 
organizational (regulating, economic, monitoring) forms 
and methods of state activities; the first priority is to ensure 
the right to life (availability of medical procedures and 
medicines, especially for patients of vulnerable groups); 
the right to liberty and security (strict sanctions for vio-
lating anti-epidemic measures should only be imposed in 
accordance with the regulated procedures); the right to 
work (provides for maintaining jobs, wages, provision of 
paid medical certificates and unemployment benefits). In 
order to ensure the respect for human rights and freedoms, 
it is essential to provide free dissemination of information; 
counteraction to crime, primarily, domestic violence and 
protection of victims of crime; confidentiality and data 
protection. A complex approach to the problem of ensuring 
human rights in the field of European and international 
activities to counter the spread of the COVID-19 pandemic 
is of extreme importance.
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INTRODUCTION 
The European context for the humanization of criminal 
policy provides for the protection of the rights of every per-
son suffering from a serious illness and serving a sentence 
in a prison. After all, the release of a convict due to illness 
ensures the realization of the human right to health care 
and the creation of conditions for effective treatment and 
recovery. The introduction of the institution of exemption 
from serving a sentence due to a serious illness in different 
countries has its own features that allow to study and iden-
tify trends, as well as best practices for creating effective 
mechanisms, both to achieve the goals of criminal justice 
and to protect the right to life and health care.

THE AIM 
The aim of the study is to analyze the features of the real-
ization mechanism of convicts' rights who have fallen ill 
with a serious illness, to release from serving a sentence 
in order to receive the necessary treatment.

MATERIALS AND METHODS 
This study uses a set of methods of scientific knowledge. 
The empirical basis of the study is the statistics of the 
State Judicial Administration of Ukraine for 2015-2019 on 

convicts released from punishment due to serious illness, 
statistical materials and case law of Turkey, Georgia, Great 
Britain, Germany and Greece, generalization of Ukrainian 
case law. This study also used the personal experience of 
one of the co-authors as a lawyer for more than 20 years 
and for 3 years as a judge of the Supreme Court.

REVIEW
In Ukraine, release from punishment for illness was intro-
duced in 2001 with the adoption of the current Criminal 
Code of Ukraine (hereinafter - the Criminal Code of 
Ukraine) [1] and is one of the grounds for early release of 
a person from further imprisonment.

Analysis of statistical data indicates that in Ukraine in 
2015, 49.5% of applications for release from punishment 
due to illness were granted, in 2016 - 49%, in 2017 - 52%, in 
2018 - 41%, in 2019 - 42.2%, i.e. in most cases, the person 
is not exempt from punishment for illness [2].

In addition, according to the Prosecutor General's Office 
of Ukraine, 510 prisoners died in penitentiary institutions 
in 2015, 523 in 2016, 568 in 2017, 484 in 2018, and 517 in 
2019, respectively. And we observe such statistics despite 
the fact that the number of prisoners is constantly de-
creasing (for the period 2015 - 2019 – from 70 000 to 52.9 
thousand, respectively). In addition, as of January 1, 2020, 
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1,300 people with disabilities were held in penitentiary 
institutions in Ukraine [3].

In European countries, statistics on the functioning 
of exemptions due to illness are rather limited. Thus, in 
2017, 9 people were discharged in Georgia; 1 person [4] 
in Moldova. In the 2018 report, only Lithuania provided 
information on 5 people released due to serious illness [5].

It should be noted that the high mortality rate in 
penitentiary institutions of Ukraine is primarily due to 
inadequate conditions of detention, untimely diagnosis 
and inadequate medical care provided to convicts, as 
evidenced by numerous decisions of the European Court 
of Human Rights (ECHR), which indicate violations Art. 
3 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms (hereinafter - the Convention) 
(Pokhlebin v. Ukraine, no. 35581/06 [6], Logvinenko v. 
Ukraine, no. 13448/07 [7], Petukhov v. Ukraine (No. 2), 
no. 41216/13 [8] and others).

The analysis of our sources allowed us to identify two 
main approaches to defining the concept of serious dis-
eases, notably: 1) normative definition of the list of serious 
diseases; 2) determination of the serious illness signs a and 
its impact on the person at the law level.

The authors' own experience of law enforcement activity 
and analysis of judicial practice in Ukraine shows that in 
the case of an application for release from punishment due 
to illness filed by a convict or his/her lawyer, in accordance 
with the requirements of Part 1 of Art. 539 of the Criminal 
Procedure Code of Ukraine (hereinafter - CPC of Ukraine) 

[9]  most often the court refuses to grant the petition pre-
cisely because of the lack of opinion of the medical advisory 
commission, which cannot be obtained without the Head 
Penitentiary's participation. For example, in case № 1-в 
/ 367/1159/2016, the convict applied to the court with a 
request to resolve the issue of his release from serving a 
sentence as having suffered a serious illness, but did not 
attach to it the opinion of a special medical commission. 
The court granted the prosecutor's request and ordered 
the Special Medical Commission at the State Penitentiary 
Service in Kyiv and Kyiv Oblast to conduct a medical 
examination of the convict and provide the court with a 
written opinion on the basis for his release from serving a 
sentence due to serious illness [10].

It has been proved that in Ukraine the assessment of 
a prisoner's health state is carried out in the health care 
institutions of penitentiary system, which deprives the 
convict of the right to choose a physician who will examine 
him/her. At the same time, it is argued that the procedure 
for release from punishment and imprisonment should be 
based on protecting the rights of prisoners to free access 
to effective medical care and preventing such treatment as 
harassment or torture.

DISCUSSION 
Problematic issues of release from serving a sentence due 
to the fact that the convicted person has a serious illness 
or reached an old age are permanently the subject of 

research by both Ukrainian [11,12] and foreign scholars 
[13-16]. Exemption from serving a sentence due to illness, 
as scientists note, is one of the manifestations of criminal 
responsibility humanization. The idea of achieving the 
objectives of criminal justice through the mitigation of 
repression and the use of alternatives to imprisonment is 
directly linked to the task of ensuring the prisoner's right 
to health care. At the same time, the issue of prisoner's 
health care is considered both in terms of ensuring free 
access of prisoners to medical care, and in terms of creating 
appropriate detention conditions [17].

The Parliamentary Assembly of the Council of Europe 
(hereinafter – PACE), taking care of the plight of seriously 
ill prisoners, in Resolution 2082 (2015) recommends the 
wider introduction of exemption from imprisonment for 
prisoners suffering from serious illness, it cannot always 
be provided by penitentiary institutions [18].

ECHR rulings show that the state of penitentiary system 
in many European countries cannot protect and guarantee 
the rights of prisoners to adequate medical care. In particu-
lar, in the case of Gülay Cetin v. Turkey [19] concerning the 
non-release of a prisoner with terminal cancer or in the case 
of Contrada (no. 2) v. Italy [20], in relation to the detention 
of a person whose state of health was incompatible with 
detention, a violation of Art. 3 of the Convention regarding 
the prohibition of inhuman and degrading treatment [21].

In view of the above, the EU Committee of Ministers has 
developed recommendations requiring States to release 
persons suffering from serious illnesses as soon as possible, 
taking into account medical and social criteria [22].

As for the essence or definition of the term “serious 
illness” of the Criminal Code of Ukraine, unfortunately, 
it is limited only to the definition of “serious illness of a 
convict that prevents serving a sentence”. Although, in our 
opinion, it is not the disease itself that is significant, but the 
consequences it has for the state of health of the convict.

At the same time, Ukraine uses the normatively estab-
lished List of Diseases as a basis for release from further 
imprisonment [23], which is mandatory for medical 
professionals in preparing an appropriate opinion on the 
prisoner's health.

It should be noted that the definition of serious diseases 
by approving the official list is not unique in European 
practice. Thus, in Georgia, the list of serious and incurable 
diseases, the presence of which is the basis for dismissal, 
is approved by the Minister of Labor, Health and Social 
Protection of Georgia, according to Article 39 of the Crim-
inal Code of Georgia [24]. A similar situation is observed 
in Greece, where a list of serious diseases has also been 
approved [25].

Another approach is to determine the signs of a serious 
illness and its impact on the person at the law level, which 
should be investigated when making appropriate decisions, 
and medical professionals should only give a reasonable 
assessment of whether a person's health meets these signs. 
For example, in Germany there is no such list of diseases, 
but at the same time there are conditions that must be met 
by the person's state of health claiming exemption from 
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the disease [26]. A similar approach is observed in Poland, 
Netherlands, France and other countries.

According to Mr. Andreas Gross, this gives grounds for 
concluding that the assessment of the medical criterion 
of exemption from serving a sentence due to a serious 
illness should be based on an individual approach and, in 
particular, answer the question: does further imprisonment 
poses threat to the prisoner's health or life, his/her digni-
ty? Whether the treatment and proper conditions can be 
provided to incarcerated, considering their state of health? 

And in general - does the further presence of a person, 
taking into account the conditions and medical indications, 
meet the purpose of punishment?  [27].

The effectiveness of assessing a prisoner's compliance 
with medical criteria also depends on the institutional 
mechanism that ensures that a prisoner has access to the 
professional care of health professionals who are called 
upon to draw appropriate conclusions about his/her health. 
The above-mentioned PACE recommendations and the 
Guidelines for the Treatment of Prisoners [28] emphasize 
that prisoners with a serious illness vitally need both 
unimpeded access to legal aid and access to medical care 
equivalent to that which they may receive at large. After 
all, one of the fundamental rights of the patient is the right 
to choose a doctor and the restriction of this right must be 
justified by necessity.

In Ukraine medical examination of convicted persons 
is carried out by the Medical Advisory Commission of 
health care institutions of State Criminal-Executive Service 
of Ukraine (hereinafter - SCES). Taking into account the 
results of the mentioned medical examination, an opinion 
is immediately drawn up on the convict's medical exam-
ination for the presence of a disease determined by the List 
of Diseases, which is the basis for submitting materials on 
release of the convict from further serving the sentence 
to the court.

A similar situation is observed in many other countries. 
Thus, in Turkey, according to the Law on Execution of 
Punishments and Security Measures, a medical opinion is 
drawn up only by the relevant commissions of the Institute 
of Forensic Medicine, which reports to the Ministry of 
Justice [29].

Given that limiting the range of facilities and doctors who 
can conduct the Medical Advisory Commissions creates 
risks of bias on their part, as well as restricts the rights of 
the patient prisoner, it seems appropriate to recommend 
mechanisms for involving independent doctors in the 
medical examination of prisoners and drawing appropriate 
conclusions.

Exemption from serving a sentence in Ukraine generally 
corresponds to European practice and is carried out by 
the court at the place of serving the sentence on the basis 
of assessment of both medical (nature, severity of illness) 
and legal criteria (gravity of the criminal offense, identity 
of the convict and other circumstances).

However, it should be emphasized that the conclusion of 
the Medical Advisory Commissions is not binding to the 
court, because according to Part 2 of Art. 84 of the Criminal 

Code of Ukraine in resolving this issue the court considers 
the crime gravity, the disease nature, the identity of the 
convict and other circumstances of the case, and therefore, 
despite the positive conclusion of the commission, the 
prosecutor's refusal.

Thus, in case № 367/762/14-k the court refused to satisfy 
the request to the head of the Bucha Correctional Colony 
№ 85 for release from serving the sentence of the convict 
as having fallen ill with a serious illness. At the hospital, 
the convict received medical care, but his/her condition 
deteriorated, a meeting of a special medical commission 
was held, which, studying the dynamics of the disease, 
concluded that the diagnosis sentenced the patient to a 
serious illness, which is the basis for lawsuits materials 
on the release of convicts from further imprisonment. At 
the same time, the court argued its refusal as follows: the 
person was sentenced to 11 years in prison for committing 
a grave crime; did not admit guilt in the committed crime; 
served less than half of the sentence; at the court hearing, 
the doctor did not prove that the convict's illnesses pre-
vented them from serving his/her sentence [30].

Currently, in Ukraine, the court examines such circum-
stances as behavior during the sentence, compliance with 
the regime, attitude to work, discipline, degree of correc-
tion, evasion of treatment and so on. Other circumstances 
that may be taken into account by the court include the 
length of imprisonment, lack of permanent residence and 
relatives at large, lack of funds, intentional infliction of 
harm to the convict, which led to illness, and so on.

In fact, the presence of even a fatal illness is not a neces-
sary basis for exempting a person from punishment due 
to illness. For example, in the case № 11kp / 818/1429/19 
the appellate court granted the prosecutor's complaint and 
denied the request for exemption from punishment due to 
illness, although the convict also suffered from a serious 
illness, namely: HIV infection, the 4-th clinical stage. How-
ever, the medical report states that the patient's condition 
is defined as relatively satisfactory, stable, the course of the 
patients' disease have a slight positive tendency. In addition, 
the appellate court additionally took into account the grav-
ity of the crime and the convict's identity, who had been 
convicted several times before, was released from serving 
his sentence, but did not take the path of correction, but 
continued to commit crimes [31].

In general, it should be concluded that the decision to 
release from punishment due to illness should be provided 
by an impartial body. In this case, the prisoner in person, 
his/her representative or their lawyer should be invited to 
represent their interests and be able to provide evidence, 
including alternative medical opinions.

CONCLUSIONS 
The rights of prisoners should be limited to the extent that 
the purpose of punishment is achieved, but States should 
refrain from violating the inalienable rights of prisoners to 
life and health. Given the state of the penitentiary system 
and the systemic problems identified in ECHR decisions, 
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special attention should be paid to the prevention of torture 
and ill-treatment of prisoners, in particular those in need of 
adequate medical care. States should implement recommen-
dations for statistical monitoring of the release of prisoners, 
summarize information on the number of requests for release 
and the results of their consideration, timing of their con-
sideration, the list and nature of diseases that caused them, 
and so on. In order to protect the interests of persons serving 
sentences and suffering from a serious illness, and therefore 
requiring release from serving a sentence, state mechanisms 
should provide flexibility in the approach to assessing the state 
of health of each person; authorities assessing the convict's 
state of health must be independent, and the prisoner must 
be able to choose doctors not only for treatment but also for 
the assessment of his/her state of health.
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INTRODUCTION
Art. 2 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms (hereinafter - the Convention) 
defines the everyone's right to life shall be protected by law. [1] 
The inviolability of the right to life is also guaranteed in Article 
3 of the Universal Declaration of Human Rights, which states 
that “everyone has the right to life” [2]. At the same time, the 
list of actions that are defined in the Convention and are ad-
missible in matters of deprivation of life and are not qualified 
as a violation of this article creates a protective “barrier” for 
persons who commit acts of self-defense against violence or 
oppose illegal actions of persons who are detained, etc. This 
approach of lawmakers gives grounds to claim that the only 
group of persons who can be released from liability (subject 
to the condition of the exclusively necessary use of force) for 
violation of the right to life in the performance of professional 
duties are law enforcement officials. 

From the point of view of legal risks, the provision of 
medical services is the most vulnerable in terms of ensuring 
proper conditions for the observance of the right to life of 
a human in the provision of qualified medical care. This 
thesis is due to the fact that human rights in the field of 
health complement bioethics, but at the same time cover 
a set of generally accepted standards and procedures that 
allow to draw conclusions about violations in the context of 
health care and provide protection against such violations 
[3, p.1.1]. the Harmonization of national legislation with 
European Union standards is among the most common 
ways to improve the legal regulation of health care in the 

member states of the European Union. The implementation 
of international law into domestic law is a constant practice 
in Great Britain, Bulgaria, Poland, etc. 

It is beyond argument that the adaptation of national 
legislation to “uniform” standards is made in such a way as 
to provide leverage to influence the behavior of the subjects 
of relations devoid of ambiguity in the interpretation of 
their application. This approach is self-sufficient in terms 
of ensuring the interests of the state as a subject of regu-
lation of social relations. However, compliance with the 
requirement to balance the interests of patient and doctor 
is possible only when the analysis of judicial practice for the 
effectiveness of a rule of law that governs the relationships 
in the provision of medical services. 

THE AIM 
The purpose of the paper is to raise awareness of the med-
ical services subjects in the issues of establishment of the 
relationship between their activities and harm to patients, 
analysis of the case law of the ECHR and provision of prac-
tical recommendations for the prevention of violations of 
Art. 2 of the Convention with subsequent compensation 
for non-pecuniary and pecuniary damage.

MATERIALS AND METHODS
The paper is devoted to the analysis of the ECHR case law 
and legal doctrine on liability of medical services provid-

MEDICAL ASPECTS OF VIOLATION OF THE RIGHT TO LIFE  
IN THE CONTEXT OF THE EUROPEN COURT OF HUMAN  
RIGHTS CASE LAW 

DOI: 10.36740/WLek202012214 
 
Olga M.Voloshchenko, Olena A. Ustymenko
V.N. KARAZIN KHARKIV NATIONAL UNIVERSITY, KHARKIV, UKRAINE

ABSTRACT
The aim: The purpose of the paper is to raise awareness of the medical services subjects in the issues of establishment of the relationship between their activities and harm 
to patients, analysis of the case law of the ECHR and provision of practical recommendations for the prevention of violations of Art. 2 of the Convention with subsequent 
compensation for non-pecuniary and pecuniary damage.
Materials and methods: The authors used the judgements of the European Court of Human Rights (ECHR) on medical research, international regulatory acts, publications of 
scholars in the field of medical law and legal doctrine in terms of liability of medical services providers for the violation of Art. 2 of the Convention.
Conclusions: Aiming to ensure proper legal protection of the rights and legitimate interests of subjects of medical care, the authors have developed recommendations on how 
to prevent cases of violation of the right to life during the provision of medical services.

  KEY WORDS: balance of doctors' and patients' interests, the “open door” mode, patient

Wiad Lek. 2020;73(12 p. II):2785-2788

REVIEW ARTICLE 



Olga M.Voloshchenko, Olena A. Ustymenko

2786

ers for the violation of Art. 2 of the Convention during 
the performance of professional duties. We used the di-
alectical method to formulate conclusions regarding the 
understanding of the content of Art. 2 of the Convention 
in the context of ECHR decisions; the analytical method 
was used in determining the trends of the case law of the 
ECHR on the outlined subject; the method of synthesis 
was used to create conclusions and recommendations for 
the prevention of violations of Art. 2 of the Convention. 

REVIEW AND DISCUSSION
The provisions of the Convention are general in nature. Their 
significance in all the variety of meaningful manifestations 
is revealed in the case law of the European Court of Human 
Rights (hereinafter - the ECHR). According to Art. 32 of the 
Convention, the ECHR is the authority empowered to inter-
pret the provisions of the Convention and its Protocols. And 
specifically, this international judicial institution determines 
the correct version of the understanding and content of the 
norms and legal concepts enshrined in the Convention. [4, 
p.5] Thus, the decisions of the ECHR as an international 
judicial body whose jurisdiction covers all member states 
of the Council of Europe are binding and unprecedentedly 
oblige the respondent State to comply with such a decision.

Analytical activities with the subsequent development of 
appropriate legal recommendations are useful in the field of 
private and public medical assistance. In particular, analytical 
methods will provide an opportunity to outline a range of 
additional criteria and standards with their subsequent en-
shrinement in local acts regulating the activities of employees 
of medical institutions. Such measures are preventive in nature 
and are designed to prevent litigations aimed at recognition 
of the activities of a doctor (hospital) as such that appeared 
to be a result of a violation of patients' rights.

The Report of the ECHR in 2019 confirmed the existence 
of deficiencies in the mechanisms of medical care and the 
functioning of medical institutions, which led to a violation 
of the right to life of patients, in the cases of violations of Art. 
2 of the Convention. [5] Among the reasons for the existence 
of the outlined issues, case law determines the violation of the 
balance of mutual interests of doctor and patient. This intro-
duction of doctrinal views seems positive, as it is taken into 
account in further ways to address the causes of violations of 
the right to life in the provision of medical care.

G. Lianning noted that in modern conditions of develop-
ment and improvement of the health care system, doctors and 
patients should cooperate to make joint decisions on diagnosis 
and treatment [6]. The interaction of the patient and the doc-
tor is a key factor not only in making a correct diagnosis and 
carrying out of further treatment but also in recognizing the 
actions of doctors as such that violate the right to life in the 
context of ensuring the mutual interests of these parties. V. Flis 
believes that the liability of doctors and medical institutions is 
thus based solely on negligence and on each of its degrees. In 
case of the civil liability of a doctor, unlike in criminal liability, 
slight negligence, which is assessed as an objective category, 
with objective criteria for negligence, is sufficient.[7, p.74] 

Therefore, compliance with mutual interests and taking into 
account case law will provide an opportunity to prevent the 
commission of acts of medical negligence or error, and so on.

Given the practical significance, it is worth considering 
the position of the ECHR in the decision of June 27, 2017 
“Gard and Others v. The United Kingdom”. In this case the 
ECHR considered the aspect of compliance with the positive 
obligations under Art. 2 (right to life) of the Convention and 
concluded that the application for the decision to cancel the 
artificial maintenance of vital functions of a child suffering 
from a fatal genetic disease was unacceptable. [8, p.51]

The complexity of the case was that the applicants com-
plained about the hospital's actions to block access to artificial 
maintenance of patients' vital functions. An additional factor 
of complexity was the fact that the dispute concerned an 
infant suffering from a fatal genetic disease. The applicants, 
in turn, demanded from the hospital to allow undergoing 
experimental treatment in the United States. Instead, the 
domestic courts concluded that the cessation of the infant's 
artificial maintenance could be lawful, as the child could 
suffer serious damage if the suffering from the symptoms of 
the disease were continued without the prospect of positive 
dynamics from the experimental treatment.

It is noteworthy that the practice of the ECHR in these 
categories of cases on the interests of patients and hospitals 
shall meet the following three criteria: 1. The existence of an 
appropriate legal basis consistent with the provisions of the 
Council of Europe Convention on Human Rights (on the issue 
of experimental treatment abroad); 2. Taking into account the 
wishes previously expressed by the patient, close relatives and 
medical staff; 3. The possibility of appealing against the actions 
of employees of the medical institution in court.

In the case above, the patient was an infant who was not able 
to express his wishes due to mental development. It should be 
noted that the activities of the medical institution fully met 
the requirement for the second criterion, namely:

A) The child's parents were involved and their opinion 
was taken into account when making decisions on providing 
medical care to the child; among others, the possibility to 
provide instructions to their expert in the field of qualified 
medical care was ensured. 

B) The court provided evidence of the involvement of a 
group of specialists to advise and make a collective decision 
on effective treatments and the possibility of providing exper-
imental treatment abroad.

Such approach made it impossible to recognize the involve-
ment of a medical institution in the violation of the right to 
life on grounds of non-compliance with the requirements of 
the patient's (patient representatives) involvement and taking 
into account their will in the treatment process.

Another decision of the European Court of Human Rights 
of March 28, 2017, in the case of Fernandes De Oliveira v. 
Portugal is interesting in terms of justifying the admission of 
guilt of a medical institution in terms of violation of the right 
to life. This case can be considered exemplary in meeting 
mutual interests of the patient and the hospital, complicated 
by the specifics of the treatment regimen. According to the 
circumstances of the case, the applicant's son was taken to a 
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state psychiatric hospital for treatment after a suicide attempt. 
Previously, the young man had already been hospitalized 
several times in the same hospital due to his mental health 
(on the grounds of unsuccessful suicide attempts). In view of 
the above, the ECHR noted that the hospital staff had reasons 
to assume that he could try to commit suicide again. Besides, 
it was possible in the view of his diagnosis to foresee another 
attempt to escape with the possibility of fatal consequence 
since he had escaped from the hospital earlier. [9]

Thus, the ECHR obliges employees of the medical insti-
tution to take actions based on anticipation provided that 
the patient's actions are systematic. By this case the ECHR 
explained that in the categories of such actions, for example, 
medical staff should more often carry out control measures 
to ensure the presence of the patient in the hospital. The court 
also noted that one of the causes of death for the patient was 
the ineffectiveness of the mechanism of the medical insti-
tution's response to the absence of the missing patient. In 
particular, it was noted that in the case of a mentally ill patient 
who had recently attempted suicide and was prone to escape, 
hospital staff should have been expected to take safeguarding 
measures on a more regular basis to ensure that he did not 
leave the hospital. [9] 

The ECHR also noted that there were increased risks in this 
case due to the “open door” regime. The possibility of treating 
mentally ill patients (according to the indications) without 
complete isolation from society and with access to public plac-
es is positive in terms of the dynamics of recovery. However, 
this type of treatment does not release the subject of medical 
care from the obligation to protect mentally ill patients from 
the risks, which they create for themselves. 

It is also specific that in this situation, a recommendation is 
given referring to the need to establish a balance between the 
responsibilities of the medical institution according to Art. 2 
of the Convention during “open door” treatment regimen and 
the patient's personal needs through enhanced surveillance 
of suicidal patients. The indicated warning should be applied 
by medical institutions regardless of the method of placing 
the patient in a medical institution. That is, when ensuring a 
balance of interests, it is not necessary to distinguish between 
voluntary and involuntary hospitalization. The level of control 
measures for this category of patients should be based on the 
criteria of personal characteristics of the patient taking into 
account the systematic implementation of suicide attempts.

Another exemplary case is Lopes De Sousa Fernandes v. 
Portugal regarding violation of the requirements of mutual 
patient-doctor interests, which was qualified as medical negli-
gence on the side of the physician in the decision of December 
19, 2017 [10]. As a result of the surgery for the removal of 
nasal polyps, the applicant's husband suffered from bacterial 
meningitis, which was detected two days after his discharge. 
As a result of the repeated treatment, the man was hospitalized 
and underwent medical interventions as part of medical care. 
This happened several times, as a result of which the man 
died from the effects of septicemia caused by peritonitis and 
perforation of the internal cavity. Following the examination 
of the case file, the ECHR provided a distinction between the 
qualification of doctors' actions and the distinction between 

cases concerning the negligence of doctors and the case of 
denial of access to emergency rescue care.

In order for a case to fall into the latter category, the fol-
lowing factors must be considered together: 1. The actions 
and omissions of health professionals should go beyond the 
simple error or negligence of doctors. J. Anderson notes that 
health workers, in breach of their professional responsibili-
ties, refuse emergency care, even though they are fully aware 
that a person's life is in danger if treatment is not provided. 
[11] The concept of awareness implies a set of factors that 
include both the qualifications of the doctor and experience 
in providing similar medical care and the severity (stage) 
of the disease.

The next criterion is the dysfunction of hospital services. 
2. The dysfunction should be objective and recognizable as 
systematic or structural, and should not include cases where 
something could be dysfunctional in the sense of misconduct 
of a person or functioning. [10] In this criterion, the ECHR 
classifies two actions of the subjects of medical care, which 
are covered by signs of systematic nature and misconduct.

Misconduct of a person (doctor) must have a subjective 
basis, i.e. it should be based on actions caused by personal 
factors that lead to the provision of low-quality services. Sys-
tematicity is a criterion that involves the performance of duties 
by an employee of a medical institution in a certain order by 
analogy with previous cases of qualified care in such cases. 

Misconduct of a person implies a situation where a health 
professional provides qualified care in violation of the require-
ments of clinical protocols, which should be based on the 
regulatory standards of such care. In this situation, the doctor is 
legally liable if the patient is damaged or injured due to the fact 
that the subject of medical services has deviated from the quality 
of care that is usually expected in similar situations. [12] In the 
context of misconduct, the inaction of doctors in providing 
medical care is also recognized. In the decision of the ECHR of 
July 18, 2017, in the case of Nina Kutsenko v. Ukraine, inaction is 
equaled to the category of “refusal to provide medical care” [13], 
except in cases of such a refusal by a doctor on legal grounds.

It is noteworthy that the actions that qualify the ECHR 
as wrongful acts of a medical professional in most cases are 
associated with consequences that entail violations not only 
of Article 2 of the Convention, but also of Art. 3.

To continue the previous thesis (in case of incorrect actions 
of a medical worker) it is necessary to pay attention to the de-
cision of the European Court of Human Rights of 15.05.2012 
in the case of Kaverzin v. Ukraine.[14] The applicant's total loss 
of sight and his first group of disabilities were equated with 
the consequences of the doctors' inaction and a violation of 
Article 3 of the Convention.  The same position is supported 
by the decision of 08.09.2011 in the case of the European Court 
of Human Rights “Oshurko v. Ukraine”. The same position is 
supported by the decision of 08.09.2011 in the case of Oshurko 
v. Ukraine, in which the provision of inadequate medical care 
was understood in the context of doctors' actions to provide 
unqualified treatment (“no systemic treatment”) and refusal 
to provide inpatient treatment.[15]

3. There must be a link between the dysfunction of the 
healthcare provider and the harm caused to the patient. It 
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is important to note that in civil proceedings the burden of 
proving the existence of such a connection rests with the 
persons who address with the claim about compensation of 
the harm caused.

4. The last combined criterion is the lack of statutory pre-
scription of the implementation of the activities of the medical 
services subjects according to their functional compliance.

The case Lopes De Sousa Fernandes v. Portugal is exemplary 
in terms of the necessity of imposing responsibilities on the 
state on fixing of procedures for the provision of medical ser-
vices by hospitals at the legislative level. In case of absence of 
such fixation, medical workers of medical institutions are not 
responsible for violation of Art. 2 of the Convention subject 
to the comprehensive availability of the above criteria.

CONCLUSIONS 
1.  In view of the above, it is stated that the key factor in 

providing quality medical care is the mutual cooperation 
of doctor and patient. Moreover, the effectiveness of 
achieving a positive result in certain categories of dis-
eases is possible through the application by the medical 
institution of the so-called preventive measures that 
should be applied by the medical institution to prevent 
violations of the right to life of patients. 

2.  In the field of providing treatment to mentally ill patients 
it is recommended to take into account the following 
factors (in order to prevent the recognition of the actions 
of medical staff as violating the patient's right to life): a) 
history of mental illness; b) the severity of mental illness; 
c) previous attempts to commit suicide or self-harm; d) 
suicidal thoughts or threats. In the presence of at least 
one of the above circumstances, three precautionary 
measures must be taken: daily schedule with control of 
the patient's presence; emergency procedure (in case of 
inpatient treatment in institutions with “open” doors, it 
is recommended to use a “restrictive procedure”).

3.  A set of the following factors should be considered as 
a criteria for distinguishing the refusal of emergency 
medical care from medical negligence: the behavior of 
a health professional, which is not qualified as medical 
negligence or error; dysfunction of hospital services, 
the causal link between damage and dysfunction; lack 
of statutory prescription of requirements for the func-
tioning of the medical institution at the regulatory level.
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INTRODUCTION
It is not difficult to see that children's health and well-being 
are the number one target  when it comes to violations of 
children's rights. Just look at some of the examples. Ac-
cording to UNICEF, today more than 230 million children 
(almost every tenth child in the world!) live in countries 
or areas affected by armed conflict, of which there are 
now about 20 [1]. Armed conflicts cause extreme harm 
to children, the scale of which is difficult to assess, from 
killings and mutilations to the extermination of the whole 
generations. This is exactly the trend in Nigeria, where 
many children have been recruited by the Boko Haram 
military group, among which dozens of children have been 
held in military custody for months or years. In addition 
to the torture and ill-treatment of children, lack of medical 
care has resulted in the deaths of many children. [2] .

In the context of the spread of the COVID-2019 pandem-
ic, the situation with children's health is in a critical con-
dition. For example, in his most recent report, the Special 
Representative of the Secretary-General for Children and 
Armed Conflict reported on the horrific use of quarantine 
and the reduction in the number of humanitarian missions 
in conflict-affected regions for military purposes: in par-
ticular, Ebola and other diseases treatment centers were 
attacked by armed groups and looted in order to prevent 
the provision of medical care. Isolation regime increased 

risk of sexual and regular violence regarding children and 
adolescents because of increased presence of military and 
armed groups in towns and villages; boys and girls, experi-
enced violation, lost the opportunity to obtain immediate 
and specialized medical and psychological care [3].

Under conditions of relative safety of children's health, 
however, it is exposed to dangers and fatal effects. Thus, 
according to State of Global Air estimates, in 2019, 476,000 
infants died in the first month of life from health effects 
associated with air pollution [4] .

All these examples only fragmentarily outline the issue 
of protecting the health and well-being of children. At 
first glance, such cases seem completely unacceptable in 
the 21st century, when human rights and dignity have 
the status of the highest value, and the integration of the 
world's states into international discourse and cooperation 
is significant. A deeper analysis leads to the conclusion that 
it is the institutionalization of human rights that has made 
it possible to identify situations of human rights violations 
and address these challenges appropriately.

THE AIM
The aim of this article is to analyze the development of the 
modern legal framework for protection of children's health, 
to clarify the benefits of a human rights-based approach, 
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which is now the basis for understanding children's right 
to health and its protection .

MATERIALS AND METHODS
In order to achieve this aim, taking into account the 
peculiarities of the topic, the relevant research methods 
were used: the application of a dialectical approach and 
historical method made it possible to understand the pat-
terns of formation and development of children's rights 
idea within of the international community and national 
states; the formal-legal method was used while studying 
legal texts, and the comparative-legal method was used 
to compare different approaches to health protection in 
different international human rights mechanisms.

The study is based mainly on acts of international law, 
both of universal and regional levels, interpretation and 
clarification of human rights treaty bodies, expert reports 
and research, case law (decisions of the European Court of 
Human Rights, decisions of the US Supreme Court, deci-
sions of the European Social Rights Committee), relevant 
scientific literature.

REVIEW AND DISCUSSION
Childhood is a period of life when people are most vulner-
able and are dependent in decision-making on parents or 
other caregivers. However, the vulnerability of children in 
no way means that children are perceived as inferior in the 
exercise of their rights and interests compared to adults. 
But that was not always in such a way. The evolution of the 
child's rights took place in the range between the status 
of the child as an object of parental ownership until the 
recognition of the child's right to self-determination. Until 
the first quarter of the XIX century corporal punishment 
of children and the use of child labor, mostly by parents, 
were considered to be norm, and infant mortality was 
high, with one in four births dying. That movement against 
labor exploitation led to transformation of the concept of 
childhood, according to which the recognized value of 
physical, moral and intellectual welfare of the child [5, p. 
11]. The first efforts at the international level was made by 
the League of Nations, which created a special committee 
to consider matters relating to the protection of children, 
and adopted conventions prohibiting women and children 
trafficking (1921) and slavery (1926). In 1924 Geneva Dec-
laration of the Rights of the Child proclaimed an obligation 
of all adults of the world to provide safety and well-being to 
children. Three of the five articles of the Declaration dealt 
with the well-being and health of the child. In Art. 2 adults 
proclaimed duty to feed hungry children, to nurse a sick 
child, to help a child who is backward; also in Art. 3 and 
4 it was highlighted the need to assist children primarily 
during disasters and distress, and to ban any of forms of 
exploitation of children [6]. Later in the 1959 UN Dec-
laration of the Rights of the Child it was declared a duty 
of parents, men and women both as individuals, as well 
as public organization and national governments take all 

measures, including, legislative in order for children to have 
a happy childhood and be able to exercise their rights and 
freedoms, in particular those that contribute to the child's 
health – the right to special protection of physical, mental 
and social development of the child, the right to adequate 
nutrition and medical services, the right to special treat-
ment when a child has physical or mental disabilities [7].

The 1948 UN Universal Declaration of Human Rights 
(UNDHR) proclaimed human rights are to be equally con-
cerned children and adults, with the exception of Art. 25 
recognizing that “motherhood and childhood are entitled 
to special is the care and assistance” and Art. 26, which 
deals with the prior right of parents in choosing the type 
of education for their young children”. It is also important 
that the UNDHR is the first international instrument to 
appeal to human health. Art. 25 of the UNDHR establishes 
the right of everyone to a standard of living, including 
medical care and medical care, which is necessary for the 
maintenance of one's health and well-being of family; it 
also proclaims the right to security in case of illness [8].

1966 International Covenant on Economic, Social and 
Cultural Rights (ICESCR) in its Art. 12 imposes on States 
obligations to fully support “the right of everyone to the 
highest attainable standard of physical and mental health” 
and identifies steps that states must take to ensure “achiev-
ing progressively the full realization of the rights” to the 
maximum of its available resources, including through 
reducing of “the stillbirth-rate and infant mortality” pro-
viding “healthy development of the child”, “improving of all 
aspects of environmental and industrial hygiene”, prevent-
ing of epidemic, endemic, occupational and other diseases, 
creation “conditions which would assure to all medical 
service and medical attention in the event of sickness”.

It seems there are three features of ICESCR in terms of 
child: 1) the family as a unit of society is responsible for 
“dependent children” (par. 1. Art. 10); 2) for the first time 
a prohibition of discrimination was in the provision of 
special measures of protection and assistance to children 
and adolescents, as well as a ban on the use of children in 
work that is harmful to their  health (par. 3 of Article 10); 3) 
it was recognized special protection not only of childhood 
but also of motherhood, namely protection of mothers 
during a reasonable period before and after childbirth by 
providing the necessary social security and paid dismissal 
(par. 2 of Article 10)[9] .

During the second half of the 20th century the rights 
and legal status of the child have become the subject of 
philosophical, legal, biological research, the essence of 
which was mainly to answer the question of how to find a 
balance between the treatment of children as vulnerable 
subjects that are in need of special protection and assis-
tance and self-dependent subject, whose rights and status 
do not differ in any way from that of adults. The authors 
of the British publication dedicated to children's right to 
vote and participate in decisions indicated in the work that 
international recognition of children's rights was based 
on the notion of children or both of passive, weak and 
vulnerable beings who need protection, or as recalcitrant 
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and menacing, who need control [10]. This approach is 
called “paternalist” and it is based on the assumption that 
children are not rational agents and are not able to make 
their own decisions, are not responsible for errors and 
vulnerabilities, so it justifies the control and intervention 
of adults in children's lives. Thus parents, society and 
state must provide or protect emotional, psychological or 
physical well-being of children including children's rights 
to health care, freedom from strict penalties and providing 
food and clothing. In contrast to the paternalistic liberal 
approach, based on the children's right to self-determina-
tion, recognizes their freedom of choice and thought on 
issues that concern them: religion or belief, the right to 
privacy, choice of friends or entertaining, right to express 
their opinion when they are accused of misconduct [11]. 

Several decisions of the US Supreme Court deserve to be 
presented as an example of a liberal approach. In Haley v. 
Ohio case, which concerned detention of adolescent and his 
stay in the police when it was granted police used a proof 
manner contrary to law, the Court noted that “Neither man 
nor child can be allowed to stand condemned by methods 
which flout constitutional requirements of due process of 
law” [12]. Another case in which the Court analyzed the 
content of children's right to freedom of exprеssion in 
schools noted that public schools may not be “enclaves of 
totalitarianism” and school officials have no absolute power 
over their students. The Court stressed that children at 
school and outside are “persons” under the US Constitu-
tion, are entitled to fundamental rights that the State must 
respect as they themselves must respect their obligations 
to the state, but students cannot be seen as being forced 
to communicate on what the state has decided [13]. Soon 
after, the US Supreme Court reiterated its full understand-
ing of children as bearers of human rights: “constitutional 
rights do not mature and come into being magically only 
when one attains the state-defined age of majority. Minors, 
as well as adults, are protected by the Constitution, and 
possess constitutional rights” [14].

It turned ironically out that it is the United States to 
be the only country in the world that has not ratified the 
Convention on the Rights of the Child (CRC), the adoption 
of which in 1989 was the turning point in development 
of children's rights, including health rights [15]. Since its 
unanimous adoption in 1989 and entry into force in 1990 
CRC has become the most widely ratified treaty on human 
rights, which indicates the willingness of states to adopt 
comprehensive rules that protect the rights of children, 
regardless of race, sex, religion, ethnic origin, agency and 
other, that confirms once again the recognition by all 
of nations the principle of indivisibility of fundamental 
rights and duties [16]. The Convention combines modern 
understanding of human rights, the status of the child and 
the progressive understanding of the concept of “human 
health”, that is all called “human rights-based approach to 
health”, that is accepted and implemented by World Health 
Organization together with the Office of the High Com-
missioner for Human Rights. This approach, implemented 
in the field of health care, is based on seven key principles: 

accessibility, acceptability and quality of facilities and 
services, participation, equality and non-discrimination, 
accountability, which are expressed in the relevant positive 
obligations of the state. A “holistic” approach is taken to 
the understanding of health , according to which the right 
to health includes timely and appropriate medical care, as 
well as the main factors that determine its condition – safe 
and pure water, sanitation, information and education, re-
lated to health, and gender equality [17]. Finally, it should 
be noted that the CRC provisions have become a kind of 
reconciliation of conflicting theories about the status of the 
child, as it recognized children as “rational agents” that have 
the right to participate in decisions affecting their interests, 
to receive the necessary information (Art. 12, 13), but also 
considers their “physical and mental immaturity” which 
requires special safeguards and care (Preambula). The basis 
for such a compromise concepts of “best interests of the 
child” and “evolving capacities” (Art. 5).

In its Art. 24 of CRC it was for the first time that the 
child's right to “the right of the child to the enjoyment of 
the highest attainable standard of health and to facilities 
for the treatment of illness and rehabilitation of health” 
was institutionalized, and states shall strive to ensure that 
no child is deprived of his or her right of access to such 
health care services. This wording draws attention to the 
socio-economic nature of the right proclaimed in Art. 24, 
which means that its implementation is closely related to 
the financial capacity of the state . From this point of view, 
Art. 26 of CRC fulfills this idea, pointing out to the duty of 
the state to ensure to every child the right to benefit from 
social security, including social insurance, and to take all 
necessary steps to achieve the full realization of this right 
under national law, taking into account available resources 
and capabilities of the child and the persons responsible for 
their. Such an approach is extremely important in terms 
of practical sphere, particularly in terms yof justiciability 
of these rights, which deserves special attention and study.

Art. 24 lists specific steps by which the state can promote 
the full realization of the child's right to the enjoyment of 
the highest attainable standard of health:

(a) to diminish infant and child mortality;
(b) to ensure the provision of necessary medical assis-

tance and health care to all children with emphasis on the 
development of primary health care;

(c) to combat disease and malnutrition, including within 
the framework of primary health care, through, inter alia, 
the application of readily available technology and through 
the provision of adequate nutritious foods and clean drink-
ing-water, taking into consideration the dangers and risks 
of environmental pollution;

(d) to ensure appropriate pre-natal and post-natal health 
care for mothers;

(e) to ensure that all segments of society, in particular 
parents and children, are informed, have access to educa-
tion and are supported in the use of basic knowledge of 
child health and nutrition, the advantages of breastfeeding, 
hygiene and environmental sanitation and the prevention 
of accidents;
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(f) to develop preventive health care, guidance for parents 
and family planning education and services. 

However, given one of the key principles of CRC – the 
principle of non-discrimination (art. 2) , and advanced 
approach to understanding the health of the child – it seems 
that Art. 24 is not only one to outline the range of remedies 
of health and welfare of the child proposed by CRC. At 
least it worth to talk about another four articles: Art. 23, 
mentally or physically disabled child should enjoy a full and 
decent life, in conditions which ensure dignity, promote 
self-reliance and facilitate the child's active participation 
in the community; Art. 25, which proclaims the right of 
a child who has been placed by the competent authorities 
for the purposes of care, protection or treatment of his or 
her physical or mental health, to a periodic review of the 
treatment provided to the child and all other circumstances 
relevant to his or her placement; Art. 27, that proclaims 
the state responsible to recognize the right of every child 
to a standard of living adequate for the child's physical, 
mental, spiritual, moral and social development; Art. 6, 
which proclaims child 's right to life, survival and healthy 
development.

The Committee on the Rights of the Child (Committee), 
established by the Convention, issued General Comments 
in 2013 [18], where it provided a detailed reading of the 
right proclaimed in Art. 24 of the Convention, taking into 
account all trends and challenges for almost 25 years after 
the adoption of CRC. It is possible to highlight the main 
theses and messages of this document.

1. A child is treated as a person under the age of 18 in ac-
cordance with Article 1 of the Convention, and childhood 
is a period of continuous growth from birth to infancy, 
through the preschool age to adolescence. The stages of the 
child's development are cumulative and each stage has an 
impact on subsequent phases, influencing the children's 
health, potential, risks and opportunities. Understanding 
the life course is essential in order to appreciate how health 
problems in childhood affect public health in general. In 
particular, as to the rights of new-born, the Committee 
stresses the duty of the state and health care providers to 
maximize the promotion and support of breastfeeding.

With regard to school-age children and adolescents, the 
Committee notes the following challenges and approaches 
to address them:

a) increasing cases of mental diseases within to school-
age children and adolescents, like eating disorders, psy-
chologic injuries, suicides that demand primary care to be 
developed to early detect and treat such illnesses;

b) obesity is a cause of premature death in children, 
which requires restricting of influence of “fast-food” that 
are high in fat, sugar or salt, micronutrient-poor and as 
well as drinks ontaining high levels of caffeine or other 
potentially harmful substances, ensuring for  all schoolers 
access to daily nutrition and creating a school environment 
that promotes healthy lifestyles ;

(c) given the high rate of adolescent pregnancy, states 
should work to ensure that girls can make independent 
and informed decisions about their reproductive health, in-

cluding abortion; discrimination on the ground of teenage 
pregnancy such as expulsion from school is inadmissible.

(d) Adolescents in particular need education and train-
ing in health care, especially sexual and reproductive 
education, and have access to all necessary information 
relating to their health and health services. Article 12 of 
the Convention emphasizes the importance of children's 
participation in ensuring that children express their views 
and take them seriously, in accordance with their age and 
maturity. States are encouraged to conduct regular par-
ticipatory consultations that adapt to the child's age and 
maturity, as well as to conduct research with children and 
do so separately with parents to learn about their health 
problems, needs and developmental expectations as a con-
tribution to effective interventions and health programs.

f) gender-sensitive approach, which provides full politi-
cal participation of young women; expansion of social and 
economic opportunities; recognition of equal rights in sex-
ual and reproductive health; equal access to information, 
education, justice and security, including the elimination 
of all forms of sexual and gender-based violence.

2. The best interests of the child are closely linked to the 
protection of child's privacy. The Committee believes that 
children should have access to confidential counseling and 
advice without the consent of a parent or legal guardian, as 
well as to certain interventions, such as HIV/AIDS testing, 
sexual and reproductive health services, including educa-
tion and recommendations for sexual health, contraception 
and safe abortion, if it assessed by professionals working 
with the child, in accordance with the best for the child.

By the way, it should be noted that in 2014, the Optional 
Protocol to the Convention allowed children to file com-
plaints directly to the Committee on the Rights of the Child, 
which is an unprecedented decision that strengthened the 
foundations of children's rights [19].

The broad approach to children's rights reflected in 
the Convention resulted in relevant trends at the level of 
regional human rights protection systems. Thus, in accor-
dance with the European Social Charter of the Council of 
Europe, children and adolescents have the right to special 
protection against the physical and moral risks to which 
they are exposed (p. 7 Part 1), have the right to adequate 
social, legal and economic protection (Art.11); states 
should guarantee to children and adolescents, taking into 
account the rights and duties of their parents, necessary 
care, assistance, education and training, in particular 
through the creation or maintenance of institutions and 
services sufficient and adequate to achieve this goal (p. 
17 Part 1). Furthermore, the European Social Committee 
considered the complaint of the international human 
rights center INTERIGHTS against Croatia, in which it 
acknowledged that the fact that Croatian schools do not 
provide comprehensive or adequate education on sexual 
and reproductive health for children and youth, and edu-
cational materials used in Croatian schools contain some 
discriminatory statements, it is a violation of Article 11, 
16 and 17 of the European Social Charter [20].

The European Convention on Human Rights, the Coun-
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cil of Europe main document on civil and political rights, 
does not contain references to health rights. However, 
due to the fact that the European Court of Human Rights 
often uses an “integrated approach” in interpreting the 
rights enshrined in the European Convention, it had an 
opportunity to examine some aspects of health rights, 
mainly within Art . 2 (right to life) and Art. 8 (right to 
respect for private and family life). This approach is based 
on the indivisibility of all human rights and recognizes 
that, on the one hand, the realization of civil and political 
rights requires respect for and promotion of social rights, 
and on the other hand, social rights are not secondary to 
civil and political rights . That opens doors for creative 
opportunities to reconceptualize the contours of social 
rights, including the right to health [21, p. 713]. Let's look 
at just a few examples of decisions of the European Court 
of Human Rights. In case of A. R. and L.R. v. Switzerland 
(admissibility decision) concerned the refusal of the prima-
ry school to exempt the applicant's seven-year-old daughter 
from sex education lessons, due to the applicant's doubts 
about the usefulness of sex education at the kindergarten 
and primary school stages. The Court did not regard this as 
an interference with the applicant's child's privacy (under 
Article 8 of the European Convention), finding that sex 
education in primary school had legitimate aims and was, 
moreover, optional and not systematic; teachers simply 
“responded to children's questions and actions” [22] .

In case of P. and S. v. Poland 14-year-old rape victim 
wanted to terminate the pregnancy, but the local govern-
ment hospital refused to have an abortion and published 
a press release which confirmed its decision. After that ap-
plicants experienced serious pressure from various groups, 
including medical professionals, journalists, priests and 
activists against abortion. After appealing the situation in 
the ministry, she was invited to a secret abortion per 500 
km. from her house. The court concluded that Poland had 
violated its obligations to prevent inhuman and degrading 
treatment (Art. 3 of the European Convention), as well 
as its obligations under Art . 8 through the disclosure of 
personal and medical data of the girl and the creation of 
barriers in the practical implementation of her right to 
legal abortion [23] .

Despite significant progress in developing the idea of 
children's rights and children's health, many challenges 
lie ahead today. Today's Sustainable Development Agenda 
prioritizes reducing of infant mortality and under-5 mor-
tality, fighting female genital mutilation and child abuse, 
which is now very common in the world. The concept of 
sustainable development of pays much attention, and the 
children themselves recognized as a basis for all sustain-
ability dimensions, whose health and education the key to 
the progressive development of societies [24].

CONCLUSIONS
The study of the development of the modern legal frame-
work for the protection of the child's health, conducted in 
this article, allowed us to note a change in approaches to 

understanding the status of the child and, consequently, to 
the scope of its rights and opportunities. In the early 20th 
century the protection of children's interests was limited 
by the principles contained in the declarative documents. 
The post-war world has made a significant leap towards the 
development of safeguards to protect children,  recognizing 
their dignity and respect for fundamental rights. This took 
place in parallel with the formation of understanding of 
human health, the actualization of special human needs 
depending on age and the formation of understanding of 
the special needs of children.

Inclusive approach that was first embodied in the Con-
vention on the Rights of the Child and the activities of UN 
Committee on the Rights of the Child, was supplemented 
in 2014 by creating for children the opportunity to address 
complaints directly to the Committee. This has not wiped 
out all cases of injustice and disorder, and a significant 
number of challenges to the health and well-being of 
children are facing us all today. But it is the human rights-
based approach that underpins children's health and 
demonstrates ability to address these challenges.
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INTRODUCTION 
A few international health care legal acts have been ad-
opted in recent decades, in particular: Universal Declara-
tion of Human Rights; Convention for the Protection of 
Human Rights and Fundamental Freedoms; International 
Covenant on Civil and Political Rights; International 
Covenant on Economic, Social and Cultural Rights; Eu-
ropean Social Charter (revised) (ETS N 163); Declaration 
of Lisbon on the Rights of the Patient, etc. Their norms 
are included in the legislation of many countries around 
the world, including Ukraine. Thus, some provisions of 
these regulations are contained in the Constitution of 
Ukraine, Civil, Family and Criminal Codes of Ukraine, 
laws of Ukraine «Grounds of Ukrainian legislation on 
health care», «On ensuring the sanitary and epidemio-
logical well-being of population», «On the personal data 
protection», protocols, standards and other legal acts in 
the field of health care. Article 5 of the European Charter 
of Patients' Rights states that «Each individual has the 
right to freely choose from among different treatment 

procedures and providers on the basis of adequate infor-
mation». The right to freedom of choice in health care is 
enshrined in the Civil Code of Ukraine (Part 2 of Article 
284, Article 633), in the laws of Ukraine «Grounds of 
the legislation of Ukraine on health care» (clause «d» of 
Article 6, part 2 Article 34, Article 36, Article 38), «On 
Consumer's Rights Protection» (Article 21). 

The right to consent to medical intervention and the right 
to refuse medical intervention are enshrined in Article 4 of 
the European Charter of Patients' Rights. Also, this right is 
enshrined in the Constitution of Ukraine (Part 3 of Article 
28, Part 1 of Article 29), the Civil Code of Ukraine (Parts 
3, 4, 5 of Article 284, Part 4 of Article 286, Article 289), 
Law of Ukraine «Grounds of the legislation of Ukraine on 
health care» (Articles 42, 43, 44). 

In view of the above, it is important for Ukraine to ac-
tively take the necessary organizational and legal measures 
aimed at improving the quality of medical services, pro-
tecting the rights of patients from unprofessional actions 
by doctors, including by appealing to the courts. 
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ABSTRACT
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skills of medical staff improvement, increasing the objectivity of court decisions in cases of non-providing quality care or death. 
Materials and methods: The authors used the decisions by the European Court of Human Rights (ECtHR) on the statements of victims of unprofessional actions by doctors, 
international and domestic regulations on patients' rights, statistics on the results of criminal proceedings on violations of patients' rights over the past 5 years, case law of criminal 
and civil jurisdiction in this category of cases, the results of surveys of prosecutors, as well as the results of research by scientists in the field of medical law and criminalistics. 
The research is carried out on the basis of a harmonious combination of philosophical approaches, general scientific and special methods of scientific knowledge, the complex 
of which is chosen taking into account the goals and objectives, object and subject of research. 
Conclusions: In order to implement the patients' rights by legal means in accordance with the Convention for the Protection of Human Rights and Fundamental Freedoms, 
the European Charter of Patients' Rights and other international regulations in the field of medicine, the authors argue the need for greater implementation of evidence-based 
medicine into the practice of medical institutions as a means of improving the level of medical care and an obvious source of relevant information for litigation to protect the 
rights of patients and doctors. For patients' rights protection in the diagnosis and treatment of diseases, it is proposed to regulate a set of such measures: 1) to include in the 
educational programs of pharmacy and medicine such disciplines as «Evidence-Based Medicine» and «Rights of the patient and medical worker's rights»; 2) to oblige the doctor 
to explain to the patient or to his/her representative the differences of treatment protocols, to provide information to patients about official sources, which contain information 
on unified and updated treatment protocols and diagnosis of certain diseases, to obtain informed consent by the patient (his/her representative) on certain medical guideline; 3) 
to recognize medical guidelines as sources of law in criminal and civil proceedings as a kind of benchmarks for clarifying and assessing the facts of non-performance or improper 
performance of professional duties by a medical or pharmaceutical worker, violation of patients' rights, as well as means for doctors' legal protection and etc. 
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THE AIM 
To show the advantages of evidence-based medicine, to 
argue the need for more active implementation in medical 
practice of unified and local clinical protocols developed 
and approved on the basis of evidence-based medicine and 
existing international standards, which should be consid-
ered in judicial practice as benchmarks to compare doctors' 
activities while providing medical care for the treatment 
of one or another disease. To identify factors that hinder 
or prevent the implementation of clinical protocols in 
medical practice as a means of realizing the patient's and 
doctor's right to a fair and effective justice. To assess the 
impact of the absence of such protocols on the objectivity 
of a court decision on non-provision or improper provision 
of medical care. To propose a set of measures that will help 
to the patients' rights protection.

MATERIALS AND METHODS
In order to achieve the objectives of the study, 25 judgments 
of the European Court of Human Rights on applications of 
victims of improper provision of professional duties by a 
medical or pharmaceutical worker, statistics on the results 
of criminal proceedings on violations of patients' rights 
over the past 5 years, the results of questionnaire of 128 
prosecutors, 195 criminal court verdicts and 275 decisions 
and rulings by civil courts were analyzed. They were ac-
cessed through the official websites of the European Court 
of Human Rights (ECtHR) and the Judicial Administration 
of Ukraine. In particular, the decision of the European 
Court of Human Rights «Case of Arska v. Ukraine» of 
5 December 2013 on application №45076/05 (violation 
of Article 2 of the Convention - inconsistency with the 
clinical protocols of doctors' actions to establish the pa-
tient's mental health and his/her ability to make decisions 
independently) [1]; decision on application № 4605/05 
«Case of  Petrova v. Latvia» of 24 June 2014 (violation of 
Article 8 of the Convention - transplantation of organs 
(kidneys and spleen) without the consent of the mother 
of the deceased  in a traffic accident, his mother  learned 
eight months after the death of her son about the fact of 
transplantation) [2]; decision on application №10060/07 
«Case of Bataliny v. Russia» of 23 June 2015 (violation of 
Article 3 of the Convention - testing of a new medicinal 
product on a patient without one's consent) [3] and others. 

In addition, international and Ukrainian legal acts were 
studied and analyzed (Universal Declaration of Human 
Rights, Convention for the Protection of Human Rights 
and Fundamental Freedoms, International Covenant on 
Civil and Political Rights, International Covenant on Eco-
nomic, Social and Cultural Rights, Declaration on Physi-
cian Independence and Professional Freedom, European 
Charter of  Patients'  Rights, International Code of Medical 
Ethics, Constitution of Ukraine, Criminal and Civil Codes 
of Ukraine, Laws of Ukraine «Grounds of Ukrainian Leg-
islation on Health Care» and «About Consumers' Rights 
Protection», Decree of the President of Ukraine «About 
doctor's oath», orders of the Ministry of Health of Ukraine, 

etc.), which regulate legal relations in the field of medical 
services provision. 

The methods of theoretical analysis and synthesis were 
used while studying the content of legal norms and con-
cepts contained in international legal acts, Criminal and 
Civil Codes of Ukraine, the Law of Ukraine «Grounds of 
Ukrainian legislation on health care», in scientific papers 
by foreign and domestic researchers, in verdicts, decisions 
and court rulings on cases of violations of patients' rights. 
The method of systematic analysis was used to determine 
the content of the human right to health care, the right to 
consent to medical intervention (application of diagnostic, 
prevention or treatment methods) and the right to refuse 
medical intervention and determining ways to implement 
it in Ukraine.

Formal-legal analysis of international and Ukrainian leg-
islation on health care and patients' rights protection gave 
an ability to identify the inherent shortcomings and contra-
dictions of legal acts and to formulate proposals to improve 
legal regulation, in particular, on the need for establishing a 
regulation on strict compliance with treatment recommen-
dations which are contained in clinical protocols approved 
on the basis of the principles of evidence-based medicine. 
By using the comparative-legal method, the experience of 
certain countries in implementing and exercising the princi-
ples of evidence-based medicine was studied. Other separate 
scientific methods of cognition, in particular formal-logical 
(for typification of medical errors and their consequences), 
functional (while identifying the influence of local clinical 
protocols on process of collecting and an estimation of 
the facts of non-performance or improper performance of 
professional duties by medical or pharmaceutical worker, vi-
olation of patients' rights), sociological (while analyzing the 
results of activities by monitoring groups to identify facts of 
non-performance or improper performance of professional 
duties by a medical or pharmaceutical worker, assessing the 
level of latency of such offenses), etc. 

REVIEW AND DISCUSSION 
Life and health of every person is the main asset of man-
kind. Healthy nation problems have not only socio-political 
but also economic significance. Thus, Belarusian econo-
mists have calculated the economic damage caused to the 
state by the death of a person of working age. In particular, 
the annual contribution to the GDP of a person of working 
age is about 10,000 US dollars. If a person dies at an early 
working age and does not live to retire about 10-15 years, 
loss of income of the state is 100 000-150 000 US dollars. 
The direct expected economic losses from mortality in 
working age are millions of dollars [4]. It should be noted 
that until 1980, physicians around the world while select-
ing the meds for the treatment of patients relied solely on 
their own experience or on the recommendations of the 
most recognized experts in the field of medicine. Such 
an approach to doctors' choice of treatment methods has 
often led to negative and sometimes tragic consequences. 
As Juan E. Méndez notes, medical professionals today 



EVIDENCE-BASED MEDICINE AS PATIENT’S PROTECTION MEASURE IN JUDICIAL PRACTICE

2797

receive a comprehensive education that includes the prac-
tice and ethics of modern medicine, but blatant violations 
of physical integrity and human dignity come from the 
hands of those professionals and “in the name of medicine” 
worldwide [5]. 

In 1979, the famous English epidemiologist Archie 
Cochrane for the first time in the world justified the need 
to use in practical medicine only those data that could be 
obtained in the process of properly organized and proven 
scientific research. He suggested writing scientific medical 
reviews based on the systematic collection and analysis 
of facts with regular new data updating [6]. These ideas 
have found their supporters and since 1980 in the diag-
nosis and treatment of diseases spread the technology of 
collection, analysis, synthesis and application of scientific 
medical information, which allows to make optimal 
clinical decisions that provide quality medical care to the 
patient considering its economic efficiency (financial and 
time spending reduction on patient's treatment). Such 
scientifically justified medical practice in 1990 at the sug-
gestion of Canadian scientists from McMaster University 
was called «evidence-based medicine», which involves in 
everyday medical practice (in diagnosis, treatment and 
prevention) the usage of medical technologies and drugs, 
which effectiveness has been proven in pharmacological 
studies using mathematical estimates of the probability of 
success and risk [7].

According to M.P. Skakun, evidence-based medicine is a 
strategic direction of modern medical science and practice, 
which is based on impeccable scientific information and 
focused on improving the level of scientific research, sig-
nificantly improving the diagnosis, prevention, treatment 
and prognosis of human diseases, optimizing the state 
health care system [8]. Despite a relatively short period of 
existence, evidence-based medicine has achieved signifi-
cant results, which are as follows: 
-  evidence-based medicine covers the world experience of 

internal diseases diagnosis and treatment and is based on 
medical information, the reliability of which is undoubt-
able. Thus, John R. Buscombe points out that laboratory 
studies to determine the effectiveness of radionuclide 
therapy in the treatment of tumors have been carried out 
for 15 years and only when a positive result is obtained 
in 80% of patients, the appropriate treatment protocol 
was adopted [9]; 

-  evidence-based medicine, as a type of medical practice, 
differs in the consistent and conscious usage of only those 
interventions in the patient's treatment, the usefulness of 
which has been proven in benign studies. It should be not-
ed that due to over-reliance on clinical results published 
by well-known physicians and medical scholars in various 
medical publications, physicians may make incorrect di-
agnostic or therapeutic decisions and thus endanger the 
health or even life of the patient. Therefore, according to 
Margaret MacDougall, Helen S. Cameron and Simon R. J. 
Maxwell, to make a correct diagnosis and to avoid errors 
in treatment, health professionals should be guided by 
evidence-based medicine, based on long-term research 

using a large amount of empirical material [10]; 
-  evidence-based medicine is aimed at releasing medical 

science and medical practice from outdated and ineffec-
tive methods of diagnosis and treatment. Analyzing the 
negative impact of numerous doctors' errors on patients' 
health, Canadian medical scientist Allan S. Detsky argues 
that medical errors have become more common today 
due to the complexity of treatment methods and to the 
lack of clinical protocols unification. The evidence-based 
medicine usage, multidisciplinary approaches, cooper-
ation with patients and the use of electronic systems to 
support clinical decision-making should facilitate the 
timely detection and prevention of medical errors in the 
future [11]; 

-  evidence-based medicine allows to create individual 
treatment programs for the disease at any level of medical 
care provision; 

-  evidence-based medicine ensures the achievement of 
the maximum effect of treatment with minimal use of 
pharmaceuticals. According to Hans-IkoHuppertz, the 
application of effective approaches and avoidance of in-
effective medical recommendations will cause the quality 
of medical services improvement [12]; 

- evidence-based medicine is aimed at reducing the influ-
ence of subjective factors on the choice of criteria for diag-
nosis and treatment of a particular patient in accordance 
with the recommended algorithms.
Thus, evidence-based medicine could be defined as the 
faithfully, accurate and meaningful use of the best results 
of clinical studies to choose a method of treatment for 
a particular patient [13]. It is a kind of approach, the 
concept of a new modern clinical thinking, based on the 
collection, analysis, generalization and interpretation of 
information for the choice of methods and treatment rec-
ommendations, which are or will be obtained as a result of 
clinical experiments on human beings [14]. While doing 
so the development and selection of optimal criteria for 
diagnosing diseases of patients is a key component of evi-
dence-based medicine, where special attention should be 
paid to the development of a standardized set of indicators 
based on the results of clinical testing [15]. Therefore, the 
inclusion into the pharmacy and medicine educational 
program of evidence-based information is appropriate and 
extremely important in the permanent growing role and 
responsibility of physicians and pharmacists to meet the 
needs of patients in the use of drugs in compliance with 
one's rights [16].

In 1992, a world organization, named in honor of 
Archibald Cochrane - the Cochrane Collaboration, was 
established. Its primary task is to systematize informa-
tion for periodicals and analyze the results of research in 
medical science and treatment practice. Today, doctors, 
researchers, and representatives of consumer organizations 
from around the world prepare systematic reviews and 
analyzes of clinical studies at the research centers of the 
Cochrane Collaboration. The results of their activities are 
publicly available in an electronic evidence-based database 
called The Cochrane Library, which contains systematic 
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reviews, abstracts and research in all areas of medicine 
and healthcare. Summaries of examinations are available 
free of charge, as well as a self-search on the server is 
available, which is a significant asset of medicine [17]. In 
view of the above, we consider it appropriate to join the 
opinion of scientists and practitioners on the need to open 
a Ukrainian branch of the Cochrane Collaboration and its' 
electronic library [18]. 

The degree of evidence of certain clinical studies is 
determined jointly by the Cochrane Collaboration, the 
World Health Organization, the Society for Critical Care 
Medicine and the British Medical Journal. Guidelines for 
doctors in the form of certain standards and protocols are 
created on the basis of reliable scientific evidence. 

It should be emphasized that the use in clinical practice 
of clinical protocols and clinical guidelines as documents 
containing requirements and recommendations for 
methods of medical care should be considered as one of 
the most important ways to implement evidence-based 
medicine. The main order regulating the introduction of 
evidence-based medicine in Ukraine is the Order of the 
Ministry of Healthcare of Ukraine № 751 «On the creation 
and implementation of medical-technological documents 
for standardization of medical care of the Ministry of 
Healthcare of Ukraine» of 28.09.2012. In addition, order of 
the Ministry of Healthcare of Ukraine № 1422 of December 
29, 2016, which allows Ukrainian doctors to use interna-
tional clinical protocols in their work, came into force. 
The mentioned protocols are, first of all, a clear algorithm 
of actions for practicing doctors. The implementation of 
international protocols would contribute coherence in 
the provision of medical care to patients at all levels, as 
well as ensures that each patient receives a high level of 
medical care.

According to the Law of Ukraine «Grounds of the 
Legislation of Ukraine on Health Care», a clinical proto-
col is a unified document that defines the requirements 
for diagnostic, treatment, prevention and rehabilitation 
methods of medical care and their sequence. А clinical 
recommendation, according to the Order of the Ministry 
of Healthcare of Ukraine № 751 of  28.09.2012, is defined 
as a document containing systematic provisions on medical 
and medical-social care, developed using evidence-based 
medicine methodology on the basis on confirmation of 
their reliability and credibility, and is aimed at providing 
assisting the doctor and the patient in making a rational 
decision in different clinical situations. 

There are several types of clinical protocols: 1) inter-
national clinical protocols; 2) unified protocols approved 
by the Ministry of Healthcare of Ukraine on the basis 
of guidelines for the various diseases treatment; 3) local 
protocols (routes), which are developed on the basis of 
unified and approved by the relevant officials (usually these 
protocols are approved by the Department of Healthcare of 
the regional state administration and are approved by an 
order of the chief physician of the health care institution). 
They could be supplemented by appropriate additions, for 
example, «Information card of the main actions in the case 

of anaphylaxis», which further detailed the algorithm of 
actions of the doctor in the selection and implementation of 
treatment measures is prescribed; 4) new clinical protocols, 
which are created according to the initiative of a particular 
doctor on the basis of international clinical protocols and 
other guidelines for the treatment of various diseases and 
approved by the relevant internal order of the health care 
institution. 

The special literature drew attention to certain shortcom-
ings of the existing unified and local clinical protocols and 
the procedures for their development and approval. In par-
ticular, unified clinical protocols may contain trade names 
of drugs, which lead to lobbying the interests of certain 
manufacturers of pharmaceutical products. In some cases, 
unified protocols are developed according on the «personal 
experience» of the members of the working group and on 
the outdated, non-evidence base. Unified and local clinical 
protocols are mainly prepared according to the capabilities 
of the healthcare system, and not to the needs of patients. 
It violates the right of patients to access the information 
about modern treatments methods. Moreover, despite 
the methodology of development of unified protocols 
approved by the Order of the Ministry of Healthcare of 
Ukraine No. 751, which meets European standards, the 
end result is far from them in practice. Since 2012, only 123 
unified protocols have been created in Ukraine, covering a 
small percentage of diseases. Therefore, the permission to 
use new clinical protocols really provides access to world 
standards of almost all diseases treatment, without waiting 
for the working groups in Ukraine to complete the devel-
opment of unified protocols [19].

Evidence-based medicine also provides a greater oppor-
tunity for the doctor to choose the optimal method of treat-
ment at his/her discretion. Thus, if at the same time there 
is a unified clinical protocol and a new clinical protocol, 
then according to the decision by the doctor a new clinical 
protocol could be applied. In this case, the doctor should 
explain the differences in treatment protocols and oblig-
atory to obtain the patient's informed consent (in certain 
situations the decision is made by a legal representative). 
When a new protocol is used, the doctor is relieved of the 
obligation to use a unified protocol. 

Unified clinical protocols remain mandatory if the health 
care facility does not approve new clinical protocols or the 
patient has not given an informed consent. Healthcare in-
stitutions have the right to independently select and trans-
late international protocols, with their subsequent approval 
by the relevant internal order. Such protocols are allowed to 
be used only in the work of still that particular healthcare 
institution. While doing so, doctors, other subjects of med-
ical services, regardless of their educational-qualification 
level and position (paramedic, nurse, etc.) have to access 
these protocols verifying this fact by the signature and to 
strictly adhere to their provisions while the medical care 
provision. According to Michelle Robson and co-authors, 
healthcare professionals must adhere to clinical protocols 
and be aware of certain risks when choosing patient treat-
ments. Otherwise, the doctor may face professional disci-
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plinary punishment, prohibition or restriction on medical 
activities, loss of professional reputation [20].

Contacts with various international institutions and 
organizations facilitate the process of intensifying the ac-
cess by medical workers to clinical protocols based on ev-
idence-based medicine. Thus, thanks to the cooperation of 
the Ministry of Healthcare of Ukraine with the company of 
the Finnish medical-scientific society Duodecim Medical 
Publications Ltd., which specializes in integrated solutions 
in the field of evidence-based medicine, an online platform 
for primary care physicians was created and introduced. 
Modern clinical protocols based on evidence-based medi-
cine could be found there and accordingly, it is possible to 
deepen physicians' professional knowledge [19]. In addi-
tion, the protocols approved by the Ministry of Healthcare 
of Ukraine on the basis of guidelines for the various dis-
eases' treatment are now collected for convenience on the 
website of the Ukrainian Medical Journal [21]. The NGO 
«Foundation of Medical Law and Bioethics of Ukraine» 
also joined the implementation of these ideas [22].

It is also interesting that one of the options for checking the 
quality of a scientific publication in the field of medicine is its 
«blind» (anonymous, independent) peer review by three or 
more specialists in this field. Not only doctors but also patients 
could check the quality and effectiveness of any treatment 
methods at the same time. On this issue, Martin Bientzle and 
co-authors rightly believe that the choice of pharmacological 
or surgical treatment methods for patients should be made 
jointly by physicians and patients, which will help the patient 
to make informed decisions about optimal treatments based on 
factual data analysis obtained due to the evidence-based med-
icine measures [23]. Steffen Häfner and co-authors emphasize 
that physicians should perceive the patient as a person, who 
makes decision on the way of his/her treatment, and not the 
one who agrees with the physician's opinion on that issue in 
advance [24]. A reasonably well way to protect patients' rights 
has been proposed by US doctors, who have set up an online 
communication system at three medical centers with patients 
who have visited doctors and received records in their medical 
cards describing symptoms, medical diagnosis and treatment 
suggested. Analysis and summarization of the survey of 1,400 
patients allowed to find that in 25% of cases, medical records 
contained significant inaccuracies that could potentially lead 
to a deterioration in patients' health status. The most common 
types of potential inaccuracies included a description of symp-
toms (21%), previous medical problems (21%), prescribed 
meds (18%), and important additional information about 
chronic diseases and patient health conditions (15%).  Inaccu-
racies in the medical records were subsequently corrected and 
medical appointments were adjusted. The authors of the idea 
believe that the cooperation of doctors with patients will help 
protect their rights and increase the effectiveness of treatment 
[25]. In other words, evidence-based medicine helps to establish 
a dialogue between doctors and patients who, according to 
Dainius Puras, should participate in decision-making regarding 
future diagnostic and therapeutic interventions [26].

Thus, in modern conditions, due to global informati-
zation, patients' rights are expanding. Healthcare pro-

fessionals are no longer the only source of information 
about the symptoms and diagnosis of diseases, methods 
and protocols for their treatment, modern medicines and 
medical equipment, treatment options for certain diseases 
in medical clinics around the world, possible risks and 
causes of negative results of healthcare provision. That is 
why medical and pharmaceutical workers generally try not 
to violate the rights of the patient, as they are constantly 
under close control by the state, society, law enforcement 
bodies, patients themselves and their relatives. 

In the context of the considered issues, the statement that 
clinical protocols should be developed and approved only 
on the basis of unambiguous medical information based on 
the results of scientific research and clinical observations, 
should be axiomatic. It also applies to the emergence of 
new, unknown diseases, which are of a mass character, 
having intensive for widespreading and require immediate 
response by the relevant government agencies. Corona-
virus disease COVID-19 could be considered as such. 
In the context of the COVID-19 pandemic conditions, 
pharmacological studies on the effectiveness of treatment 
of this disease based on the approaches of evidence-based 
medicine have become especially relevant. Clinical treat-
ment protocols for COVID-19 treatment are constantly 
changing and supplemented. In order to achieve the most 
coordinated possible approach to obtaining the results of 
medicines testing in the European Union, the document 
«Guidance on the management of clinical trials during the 
covid-19 (coronavirus) pandemic» was published [27]. In 
addition, most countries around the world are conducting 
research to develop protocols for early diagnosis of this 
disease, establishing the stages of the disease and the degree 
of risk to the patient's life. Depending on the presence of 
associated comorbidities, treatment methods and their 
effectiveness are analyzed. Thus, in the United Kingdom, a 
group of scientists analyzed the effectiveness of treatment 
of 22,361 patients for the period from May 21, 2020 to 
June 29, 2020, who were observed by doctors at least for 
four weeks. The results of these studies were immediately 
published in the public access on the Internet [28]. That 
is why rather hasty statements about the completion of 
vaccine development from COVID-19 (as one that has not 
been properly researched) cause some concern. 

The introduction of evidence-based clinical protocols 
is intended not only to optimize the provision of medical 
services, but also to facilitate the collection of evidence 
of the guilt or innocence of doctors in criminal and civil 
proceedings. At the same time, the protocols themselves 
should be considered as sources of law, as a kind of guide 
in clarifying and assessing the facts of non-performance or 
improper performance of professional duties by a medical 
or pharmaceutical worker, violation of patients' rights, as 
well as measures for doctor's legal protection. 

It should be noted that there are different approaches to 
resolving conflicts that arise between doctors and patients 
in world practice. Thus, in the United States, the United 
Kingdom, Canada, New Zealand, South African Republic 
and other countries, disputes arising from harm to the life 
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and health of patients while performing of their professional 
duties by healthcare workers are mainly resolved by methods 
of civil law regulation. Criminal measures are applied only 
in special cases. Whereas in Japan, Saudi Arabia, Belarus, 
Russia, Kazakhstan, Armenia, and Latvia, medical work-
ers are primarily criminally liable for the results of their 
professional activities under general rules that provide for 
liability for harm to life and health. In particular, according 
the Criminal code of the Russian Federation it is possible 
to bring the doctor to criminal responsibility under several 
articles: Art. 109 (causing death by negligence), Art. 118 
(causing grievous bodily harm through negligence), Art. 
124 (non-providing care to the patient), Art. 235 (illegal 
medical or pharmaceutical activities) [29]. According to 
the data by Investigative Committee of Russia, only 10% of 
criminal cases investigated against doctors go to court, in 
90% of cases investigators prove their innocence. Only those 
doctors who have committed gross violations of treatment 
standards and protocols are prosecuted in Russia [30].

According to the results of the analysis of the statistics 
of the pre-trial investigation bodies (see Table 1), it was 
established that the corpus delicti provided for in Art. 140 
of the Criminal Code of Ukraine (Improper performance 
of professional duties by a medical or pharmaceutical 
worker), is the most widespread among crimes against life 
and health of a person, the subjects of which are medical 
workers. Thus, from January 2016 to September 2020, 3182 
such criminal offenses were registered. At the same time, 
only in 11 (0,35%) criminal proceedings medical workers 
were given a notice of suspicion, and only 8 (0,25%) pro-
ceedings were sent to court with prosecuting acts. At the 
same time, a significant part of criminal proceedings (1608 
or 50,53%) was subsequently closed by the pre-trial inves-
tigation bodies, primarily due to the absence of a criminal 
offense or the absence of a corpus delicti. 

For the same period under the Article 141 «Violation of 
the patient's rights», the suspicion was not handed over 
to any doctor, 3 proceedings were closed, and no decision 
was made at all on the other two.

In view of the above, among the main problems of the 
investigation of «medical crimes» there are the following:
-  the lack of investigator's medical knowledge, and hence 

the need to involve relevant experts, medical and phar-
maceutical workers as specialists in the conduct of inves-
tigative (searching) actions; 

-  the lack of proper experience and practice of investigating 
criminal offenses of this category. For example, out of 
128 interviewed prosecutors, only 31 (26,3%) indicated 
that they had faced with proceedings concerning the im-
proper performance of professional duties by a medical 
or pharmaceutical worker in practice; 

-  the need to quickly obtain the decision of the investi-
gating judge on temporary access to things and medical 
documents, which leads to a situation where due to de-
lays in obtaining such a decision, the medical institution 
manages to destroy the evidence in practice;

-  mutual help of medical workers, which consists in evi-
dence destroying (medical card data, test results, etc.); 

-  the desire to attribute any unsuccessful manipulation or 
surgical intervention that led to serious consequences 
solely to a medical error; 

-  covering up by the heads of medical institutions of their 
subordinates, active opposition to the investigation; 

-  difficulty in distinguishing negligence from accident, 
medical error and justified medical risk. 

In turn, the analysis of case law shows that the courts are 
guided primarily by the provisions of clinical protocols in 
making a decision on the guilt of a particular medical worker 
[32; 33; 34]. Clinical protocols are also the basis for acquittals 
of doctors. Thus, during the court hearing it was found out 
that the doctor had no reason to believe that the patient had a 
disorder in the body regarding thrombosis, which later led to 
her death. He made recommendations for the treatment of the 
patient with the exception of certain laboratory tests, the ab-
sence of which could not affect the course of the disease [35]. 

Clinical protocols as sources of evidentiary information 
are also used by courts of civil jurisdiction while clarifying 
the circumstances of providing the appropriate level of med-
ical care and making decisions on compensation for material 
and moral damage caused by deteriorating health [36; 37; 
38]. At the same time, well-founded court decisions, which 
not only state the fact of existing errors in the diagnosis and 
treatment of the disease, but also determine the amount of 
compensation to the patient, emphasizes Maya Peled-Raz, 
contribute to the realization of one's rights to appropriate 
medical care [39]. National human rights organizations also 
pay attention to this fact in their reports [40].

CONCLUSIONS 
Appropriate medical care is the provision of medical care 
by a healthcare professional in accordance with current 
clinical protocols and guidelines based on evidence-based 
medicine, considering the clinical situation and respecting 
patients' rights, especially – with the informed consent of 
the patient on medical intervention.

The introduction into medical practice of the principles 
and approaches of evidence-based medicine should be 
seen as a significant step towards reforming the medical 
field, improving the medical services provision, and the 
patients' rights protection. Created on the basis of med-
ical information, the reliability of which is undoubtable, 
clinical protocols are rightly considered as an effective 
tool for improving the efficiency of medical professionals. 
In addition, in court-investigative practice, they serve as 
an informative means of proving the guilt or innocence 
of medical workers for non-performance or improper 
performance of their professional duties. 

While creating guidelines that serve as the basis for the 
development and approval of clinical protocols, it is neces-
sary to use those methods of diagnosis and treatment, the 
effectiveness of which has been proven in clinical studies 
in hundreds of thousands of patients. 

To implement the rights of the patient in the diagnosis 
and treatment of diseases, it is necessary to regulate a set 
of such measures: 
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 Table 1. Information on the results of criminal proceedings in Ukraine by article 140 of the Criminal Code of Ukraine «Improper performance of professional 
duties by a medical or pharmaceutical worker» (from January 2016 to September 2020) [31].

Year Criminal offenses 
registered

Notices of 
suspicion 

given 

Criminal 
proceedings sent 

to court

Criminal offences 
where proceedings 

were closed 

Criminal offences without 
any decision to the end of 

the review period

2016 642 2 (0,31%) 1 (0,16%) 208 (32,39%) 641 (99,84%)

2017 725 2 (0,27%) 2 (0,27%) 234 (32,27%) 723 (99,72%)

2018 655 3 (0,45%) 3 (0,45%) 251 (38,32%) 652 (99,54%)

2019 669 2 (0,28%) 1 (0,15%) 296 (44,24%) 668 (99,85%)

January-
September 2020 492 2 (0,41%) 1 (0,20%) 203 (41,26%) 490 (99,59%)

Table 2. Information on the results of criminal proceedings in Ukraine under Article 141 of the Criminal Code of Ukraine «Violation of the patient's rights» 
(from January 2016 to September 2020) [31].

Year
Criminal offences in 

the review period 
included

Criminal offences where 
notices of suspicion given

Criminal offences 
where proceedings 

were closed

Criminal offences without 
any decision to the end of the 

review period

2016 1 0 1 (100%) 0

2017 1 0 1 (100%) 0

2018 1 0 1 (100%) 0

2019 1 0 0 1 (100%)

January-
September 

2020
1 0 0 1 (100%)

1.  To include in the curricula of pharmacy and medicine 
such disciplines as «Evidence-based medicine» and 
«Medical worker's and patient's rights». 

2.  Oblige the physician to explain to the patient or his/her 
representative the differences of treatment protocols, 
provide information to patients about official sources 
that contain information on unified and updated pro-
tocols on treatment and diagnosing of certain diseases, 
to obtain informed consent from the patient (or his/her 
representative) about a specific guideline. 

3.  Recognize guidelines as sources of law in criminal 
and civil proceedings as a kind of benchmarks in 
clarifying and assessing the facts of non-performance 
or improper performance of professional duties by 
a medical or pharmaceutical worker, violation of 
patients' rights, as well as means of doctor's legal 
protection etc.
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INTRODUCTION
Today's rapid development of medicine and scientific advanc-
es in physiology, genetics, molecular biology, pharmacology 
makes it possible to effectively treat acquired serious diseases, 
congenital genetic defects, positively solve the problems of 
human reproductive functions. At the same time, such stud-
ies and application of their results should not be deprived of 
control, legal regulation, as well as biosafety and ethics. The 
coronavirus pandemic has clearly demonstrated the need for 
transparency in the results of scientific laboratories, legitimacy 
of certain experiments, to protect humanity from the risks of 
leaking unauthorized and unsuccessful scientific products of 
scientific experiments, which also leads to negative economic 
consequences and diplomatic complications. (in particular, 
the statement of D. Trump “kung fu flu”).

It is obvious that science is created and lives in a closed 
space, in a laboratory, but the subject of its research must be 
known to society, proven in an accessible form, especially 
in medicine. Science satisfies the desire of scientist to go 
beyond the known, but the result is used by society, which 
decides on the safety and usefulness, limitation or further 
prohibition of implementation of scientific result. The 
discovery itself, which is undoubtedly extremely necessary, 
sometimes arouses suspicion and opposition from citizens, 
as there were no discussions on the issue, no indication of 
research subjects, sources of funding, customers. So far, 
conspiracy theories have emerged about chipping citizens 
under the guise of vaccination against COVID-19 only on 
the grounds that Bill Gates joined in funding the search for 

the vaccine. This is due to the public's ignorance that the 
Bill and Melinda Gates Foundation is sponsoring medical 
research not only now, but that such assistance has been 
provided on an ongoing basis. For example, in 2010, the 
Foundation's funds were used to implement the idea of 
transforming DNA-cleaving enzymes into something like 
a diagnostic tool for detecting human-specific RNA mol-
ecules, including Dengue fever and yellow fever.

Public relations, regardless of the field, need legal reg-
ulation - from the legality of location of scientific labora-
tories (including foreign ones), infrastructure (locations 
considering environmental and other biological risks) 
and transparency of research to conduct experiments. 
However, currently such normative acts not adopted at the 
national or the international levels, legal policy does not 
correspond to the rapid development of science. This year, 
the Nobel Prizes in Medicine are awarded (almost every 
tenth for achievements in the field of immunology - in 
2018, James Allison (James Patrick Allison), Tasuku Honjo 
for discovering the mechanism that inhibits the activity of 
T-lymphocytes, immune cells-killers of cancer cells, how-
ever, the agenda of meetings of international organizations 
and parliaments of the states are rarely addressed issues of 
regulation of these issues.

THE AIM
Identify problematic issues of legal support for the use in 
medicine of advances in genetics, reproductive technolo-
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gies, etc. and identify criteria for admissibility of safe and 
ethical implementation of scientific results.

MATERIALS AND METHODS
The study is based on the analysis of international law 
on human rights and biomedicine (6 conventions and 
additional protocols to the conventions was analyzed); 
legislation of Ukraine; scientific reports on the results 
of advances in medicine, in particular, on the study and 
modification of DNA in the United States; judgments of 
the European Court of Human Rights. The empirical basis 
of the manuscript was the results of a sample survey con-
ducted in December 2019 – January 2020 by 54 doctors and 
other health professionals (ranked depending on place of 
residence, level of clinic, specialization, work experience, 
degree, etc.). The article uses philosophical approaches 
to scientific knowledge and a set of methods of scientific 
research: theoretical (dialectical, logical, historical, analysis 
and synthesis), specific legal (comparative legal, formal 
legal), sociological (questionnaire).

REVIEW AND DISCUSSION
What is the first thing that prevails - medicine or law? Is it 
possible to combine and harmonize them for the people 
service? A person has an inalienable natural right to life, 
the right to health care, and in the event of encroachment, 
a legal mechanism is activated. Can scientific medical ex-
periments in search of a cure for the disease be harmful to 
human health? What should be the actions of lawyers to 
prevent and counteract the negative consequences? What 
is the scale of regulations – national or international – to 
protect humanity from biological threats? These issues arise 
periodically and are addressed in the international legal 
acts of the World Health Organization, established at the 
UN in 1946, the World Medical Association, established 
in 1947, which, in particular, adopted the Declaration of 
Human Rights and Freedom of Health Workers (1985), 
Declaration on Euthanasia (1987), Declaration of Helsinki, 
Recommendation for Physicians Conducting Biomedical 
Research on Humans (1964), Declaration on Human Or-
gan Transplantation (1987), Statement on Trafficking in 
Living Organs (1985), etc.

Council of Europe Convention on the Protection of Hu-
man Rights and Dignity of the Human Being with regard to 
Biology and Medicine: The Convention on Human Rights 
and Biomedicine of 1997 April, 4  was adopted with the 
recognition that biology and medicine are evolving rapidly, 
that will threaten human dignity; that progress in biology 
and medicine must be used for the benefit of present and 
future generations; that international cooperation is nec-
essary for all mankind to be able to use the achievements 
of biology and medicine [1].

Directive № 2010/45/EU of the European Parliament and 
of the Council of Europe on standards of quality and safety 
of human organs intended for transplantation of 7 July 2010 
drew the attention of states to the need for international 

control over transplantation, as such operations are per-
formed by medical institutions or specialists from different 
jurisdictions. There are significant differences between 
varied EU Member States as to their requirements for the 
quality and safety of transplantation. In view of these facts, 
there is a need to develop common standards for prepara-
tion, transport and use of organs at European Union level. 
These standards are designed to facilitate the exchange of 
organs for the benefit of thousands of European patients 
who need this medical care every year. European Union 
legislation must ensure that bodies comply with recognized 
quality and safety standards. These standards should reas-
sure the public that bodies trained in other countries have 
the same quality and safety guarantees as bodies trained 
in their own countries.

The practice of organ donation and transplantation, 
which involves the illegal transportation of organs, is 
considered unacceptable. In certain cases, this practice 
involves the illicit transport of persons for the purpose of 
removing organs, which is a serious violation of inalienable 
human rights and, in particular, the human right to respect 
for one's dignity and physical integrity. Although the main 
objective of this Directive is the safety and quality of organs, 
it is also directly aimed at the illicit transport of organs. 
This goal is achieved by creating competent authorities 
to issue permits for the establishment of organ transplant 
centers, creating conditions for the training of organs and 
monitoring systems for this process [2]. This Directive does 
not address the risk of human organ transplantation, the 
scope of standards is limited to EU countries, which allows 
to address these issues in some way (territorially and in 
time) but does not solve the problem as a whole.

Scientific advances in cell and molecular technology have 
led to the development of advanced therapies, such as gene 
therapy, somatic cell therapy and tissue engineering. This 
new field of biological medicine offers new opportunities 
for the treatment of diseases and disorders of the human 
body, the relevant Regulation (EU) N 1394/2007 of the 
European Parliament and of the Council “On advanced 
therapy medicinal products” amending Directive 2001/83/
EU and to Regulation (EU) No 726/2004 “This Regulation 
lays down specific rules concerning the authorization, 
pharmacovigilance and control of advanced therapy me-
dicinal products [3].

The CIS has adopted a Model Law on the Protection 
and Dignity of Man in Biomedical Research in the CIS 
Member States, which applies to all types of biomedical 
research involving humans, including in vivo embryos, 
but excluding in vitro embryo research. (Article 2). It is 
noteworthy that this law draws attention to biomedical 
research involving vulnerable groups, which include mi-
nors, persons with mental disorders, pregnant women and 
nursing mothers, persons serving sentences in penitentiary 
institutions, servicemen, migrants, as well as individuals 
and communities of people who are in different conditions 
of financial, administrative, national, religious, racial and 
other dependence. When conducting biomedical research 
with the participation of a vulnerable contingent, special 
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procedures are taken into account, which take into account 
the factors of age, intellectual, mental or social immaturity 
of the research participant (Article 24). It should be noted 
that, in accordance with Art. 28, epidemiological and social 
studies, combined with minimal risks for study partici-
pants or those that do not foresee such consequences, may 
be conducted without directly informing and obtaining 
the consent of potential study participants, but subject 
to independent ethical expertise and with the consent of 
authorized state body established by law. The principle of 
confidentiality and liability insurance in accordance with 
state law must be observed.

As stated in Art. 29, when conducting any biomedical 
research that involves obtaining information about the 
genetic data of the  research participant, it is necessary: to 
provide the ethics committee with reliable and convincing 
data on feasibility of such studies, their usefulness or po-
tential benefits of scientific data for  research participants 
or others; obtain separate informed consent; ensure all 
necessary confidentiality measures; not to discriminate 
on the basis of obtaining genetic information; to ensure 
compliance with the requirements for such a procedure by 
law, as well as by generally accepted principles and norms 
of international law [4].

Ukraine has not yet adopted relevant legislation, and it 
must be acknowledged that the Convention on Human 
Rights and Biomedicine, which deals with transplantation 
of organs and tissues of human origin, and the Additional 
Protocol to the Convention on Human Rights and Biomed-
icine, which relates to biomedical research, have not yet 
been ratified, despite the fact that the Ministry of Health 
of Ukraine on 22.05.2007 the order on preparation for 
ratification of specified documents was approved.

In order to clarify the problematic issues of legal regu-
lation of bioethical problems, we surveyed 54 doctors and 
other health professionals. Thus, according to the results 
of generalization of obtained data, it was found that the 
vast majority of health professionals are well acquainted 
with current bioethical problems (93%), in particular, 29% 
indicated the problems of organ and tissue transplantation 
in humans; 15% drew attention to the unregulated eutha-
nasia, 19%  –recognition of the embryo as a person from 
conception; 7% – the right of the mother (pregnant) to 
determine the fate of the embryo (without the partner's 
consent); 13% focused on surrogacy; 3% – conducting 
research on germ cells; 8% – biological research on DNA, 
viruses; 3% – location of biological foreign laboratories on 
the territory of Ukraine; 3% – editing the genes of patients 
for treatment.

For example, the results of the work of Professor Jennifer 
Anne Doudna (https://doudnalab.org/), who developed 
the method of genome editing, were known only to doc-
tors who conduct research, and this is 4 people out of 54 
respondents. Nevertheless, 84% of respondents justify the 
use of genome editing methods for therapeutic purposes, 
but categorically against gene editing of future children.

At the same time, 97% of the surveyed doctors opposed 
the consolidation of euthanasia (religious, social and mor-

al-psychological factors) at the legislative level in Ukraine. 
43% believe that it is appropriate at the regulatory level 
to determine that a pregnant woman has the right to use 
fertilized cells for childbirth, despite the partner's objec-
tions. The analysis of the survey shows that doctors need 
to raise awareness of the legal regulation of these issues in 
the European Union, the United States and other countries; 
Physicians face risks of violating bioethical principles, as 
there is legal uncertainty at national and international levels 
of certain issues (research).

Scientists N.P. Dubinin and Yu.G. Shevchenko in 1976 
predicted that “… scientific and technological revolution 
brings humanity to enter the era of… biology” [5]. They 
pointed to the possibility of the next 20-30 years due to the 
achievements of genetics to eradicate hunger, overcome 
infectious diseases, cancer, cardiovascular disease, and 
organ transplantation will be ensured by the success of 
immunogenetics. At the same time, scientists have warned 
against hasty attempts to create a genetically better person, 
as this will have socially unpredictable consequences. At the 
same time, they did not deny that over time, the need for 
biological improvement will inevitably arise before science 
in connection with qualitatively new living conditions, hab-
itats, which may be caused by cosmic or terrestrial factors.

In 1990, with the support of the US Department of 
Energy, the United Kingdom, France, Japan, China and 
Germany, the Human Genome Project was launched under 
the leadership of Francis Collins, head of the International 
Human Genome Sequencing Consortium. Scientists set 
themselves the following tasks: identification of 20-30 
thousand DNA genes; establishing the sequence of 3 billion 
pairs of chemical bases that make up human DNA and stor-
ing this information in a database; improvement of devices 
for data analysis; introduction of the latest technologies 
in the sphere of private use; research on ethical, legal and 
social issues that arise during the decoding of the genome 
To solve the problem it was spent more than $ 3 billion, 
and in 2001 it was published the result of a scientific search. 
The process of DNA and genome sequencing later became 
available, and scientists were able to identify more than 
4,000 types of DNA mutations that cause genetic diseases. 
The results of the research helped scientists to establish 
links between multiple gene variants and human physical 
and behavioral traits.

In this regard, Francis Fukuyama noted that the scien-
tific offensive in all these areas has potentially political 
consequences, because they expand our knowledge of the 
brain, the source of human behavior, and consequently – 
the ability to control it “[6].

 The open method of genome sequencing was exclusively 
a diagnostic tool, not a method of treatment. The challenge 
for scientists was to find a way to influence the correction 
of a defective gene. Scientists have discovered that viruses 
are able to embed new genetic information in the DNA of 
bacterial cells. Viruses were used as a vehicle to deliver a 
given content, as a vector or, in the words of scientists, a 
“Trojan horse”. The so-called gene targeting process was 
used to correct mutations in the genome. In 2007, Capekki, 
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Smithis, and Evans received the Nobel Prize in Physiology 
or Medicine, in which they succeeded in deriving a live 
mouse with simulated changes as a result of gene targeting 
in mouse embryonic cells.

In 2012, the results of the CRISPR study were published, 
which emphasized the usefulness of a programmable 
enzyme capable of cleaving DNA for genome editing. As 
Jennifer Dudna points out, “when you gain power over the 
code of life, it comes with a certain level of responsibility 
that we are not ready for. Weighing the risks of technology 
like CRISPR against the responsibility to use its power to 
benefit humanity and the planet will be an unprecedented 
challenge. And still we have to go through it. Given the 
stakes, we simply have no choice. “[7]

According to scientists, we are on the threshold of a new 
era in the history of life on Earth - an era when humans have 
gained an unprecedented level of control over the genetic 
makeup of species that coexist with them. The use of the open 
method has a double effect, on the one hand it is aimed at 
improving treatment methods (use of modified bone marrow 
of the patient without transplantation), correction of visual 
impairment in infants, etc., on the other hand uncontrolled 
use can have negative unpredictable consequences.

The analysis of scientific reports allowed grouping the 
application of the following methods in the following areas:

1) cultivation of genetically modified plants (slow matu-
ration, adaptation to certain climatic conditions, resistance 
to natural disasters, protection against insects, etc.);

2) breeding of genetically modified animals (create hu-
man diseases in animals for more accurate detection and 
development of treatment methods - monkeys for autism, 
pigs for Parkinson's, ferrets for influenza). Researchers are 
humanizing various pig genes for xenotransplantation 
- transplantation of organs grown in animals to human 
recipients. These gene editing technologies are used to 
create designer animals;

3) restoration of the ecological balance disturbed by hu-
man intervention in nature, namely restoration, return to 
life of extinct animal species through cloning and genetic 
engineering. It should be noted that scientists recognize 
that CRISPR technology can be used to destroy (extinct) 
unwanted species.

Emmanuel Charpentier and Jennifer Dudna were award-
ed the Nobel Prize in Chemistry in 2020 for the discovery of 
so-called “genomic surgery”. According to J. Dudna, there 
must be an ethical justification for an outright ban on cell 
modification, just as she does not believe that states have 
the right to prohibit parents from using modern genetic 
technology to give birth to a healthy child, the scientist 
cites Charles Sabina's justification [8].

Scientists in medicine and biology have asked lawyers 
and politicians about the legitimacy of the use of advanced 
methods of gene therapy, in particular, it is a question of 
which cells can be directed to a new discovery – somatic or 
germinal? Somatic cells are the general name for all cells of 
multicellular organisms (heart cells, muscle cells, liver cells, 
etc.). Germinatives are any cells that can be inherited by 
future generations. According to scientists, embryo editing 

is the best way to demonstrate the therapeutic potential of 
CRISPR technology, by correcting a genetic defect in the 
embryo at an early stage of development.

According to Art. 1 of the Universal Declaration of the 
Human Genome and Human Rights, adopted by the United 
Nations on 11 November 1997, the human genome is the 
basis for the commonality of all members of the human 
race, as well as the recognition of their inherent dignity 
and diversity. The human genome marks the dignity of 
humanity. Therefore, as stated in the Preamble, Recogniz-
ing that scientific research on the human genome and the 
practical application of its results offer unlimited prospects 
for improving the person's health and of humanity as a 
whole, emphasizing that such research must be based on 
comprehensive respect for dignity, freedoms and human 
rights, as well as the prohibition of any form of discrimi-
nation on the grounds of genetic characteristics [9].

UNESCO now indicates in its documents that, although 
technologies such as CRISPR should be used to prevent 
the risk of life-threatening diseases, if such an intervention 
would affect offspring, it would jeopardize the inalienable, 
equal dignity of all human beings and restore eugenics, 
disguised as the realization of desire for a better, improved 
life [10]. Some scientists are also wary of the use of such 
methods, in particular, G. Annas warns that editing the 
human genome can significantly change the very concept 
of “being human”, and this change in the gene pool will 
have detrimental unpredictable consequences [11].

Medical scientists are debating how to draw the line 
between the use of new methods for treatment (getting rid 
of diseases) and the improvement of the human species; 
lawyers are questioning the mechanism of control over 
these processes. The threat lies in the emergence of genet-
ic discrimination, which is based on financial ability of 
families to turn to specialists to form a unique individual 
at the embryo level.

Professor V.Z. Tarantul, who participated in the Human 
Genome Project, does not rule out that in the future the 
courts will consider the results of genetic analysis when 
passing sentence. V.Z. Tarantul cites a case in which the 
killer's lawyers in a U.S. court helped his client avoid the 
death penalty by using the results of a genetic examination, 
findings of which confirmed the hereditary predisposition 
to the accused to violence. Given this, there is a threat of the 
return of eugenics, the science of control and influence on 
hereditary qualities [12]. In scientific discussions, scientists 
suggest not to use the term “eugenics”, replacing it with 
the word “derivation” (F. Fukuyama), or “liberal eugenics” 
(Y. Habermas). Obviously, given this opportunity, states 
will not force parents to edit the genes of future children, 
however, the prevailing opinion is that giving such a right 
to the parents themselves is still appropriate.

In some countries, clinical interventions in human germ 
cells are prohibited, criminal penalties are provided by 
law (Austria, Brazil, Canada, Germany, France), and in 
some countries such restrictions do not exist. Scientists 
are drawing attention to the quality of regulations, which 
currently do not correspond to clarity and predictability, 
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as legal terminology does not reflect the essence of genet-
ic interventions. Thus, in the European Union, “clinical 
trials of gene therapy which result in modification of the 
genetic identity of human germ cells” are prohibited [13]. 
The interpretation of “genetic identity” is quite broad. In 
France, actions that “violate the integrity of the human 
species” are prohibited, as are any “eugenic practices 
aimed at organizing the selection of people.” In Mexico, 
instructions for dealing with human germ cells are limited 
to the purpose: all purposes except “eradication of serious 
diseases or defects or alleviation of disease” are prohibited.

According to the analysis of the case law of the European 
Court of Human Rights, the issue of the person's right 
to withdraw their consent to the preservation and use of 
embryos needs additional regulation [14].

CONCLUSIONS
Given the available technology to influence the human 
genome, determine the hereditary qualities of offspring, 
it is advisable to hold international interdisciplinary con-
ferences with geneticists, biologists, ecologists, lawyers, 
government officials to understand the opportunities, 
challenges and threats. Based on professional counseling 
(to avoid terminological differences), it is necessary to 
adopt at the UN level Convention on the Control of Genetic 
Programming to clearly define international cooperation in 
the field of prevention and counteraction to experiments on 
editing the genome of “best person”. Governments should 
adopt regulations based on certain standards of “preser-
vation of human genetic identity”, establish the order of 
location in the territory of laboratories or other institutions 
that conduct research with genetic material; provide crim-
inal liability for collection of genetic material, embryos for 
unlicensed experiments at the legislative level; establish a 
regime of transparency of foreign laboratories on the ter-
ritory of states (bacteriological and other). States that do 
not ratify international conventions and do not implement 
the standard of protection against genetic inequality set by 
the international community should be subject to severe 
sanctions and require access by international experts to 
the activities of questionable laboratories.

In Ukraine, public unrest is caused by the uncontrolled 
distribution of advertisements for the purchase of women's 
eggs (certain characteristics), surrogacy, significant funds 
are offered as payment, but advertisements do not meet the 
requirements of the law (no printing, customer, circula-
tion), no clinic address (only price and phone). And there 
are fears on the basisof this about conducting informal ex-
periments on human embryos, selling babies for scientific 
experiments, and so on. In a context of COVID-19 there 
was a discussion in the media about the legality of the pres-
ence of foreign laboratories on Ukraine's territory, where 
scientists from other countries work on issues unknown 
to society. Prohibition of genetic and biological research 
on the territory of some states does not solve the problem 
and only poses a threat of uncontrollability, which will be 
a threatening consequence.

In order to accelerate legal international harmonization 
and settlement by introducing strict control over the ed-
iting of germ cells, it is necessary to realize that scientific 
research does not stop for a moment. Procrastination can 
create a greater risk. The challenge must be accepted. For, 
as Herbert Wells noted in The Eating of the Gods, “The old 
scientist's disappointment was so deep and painful that he 
closed his eyes with his hands and was afraid to open them 
so as not to see his fears, which had already come true.” [15].
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INTRODUCTION
The World Health Organization assumes that there will 
be a global shortage of healthcare employees (about 18 
million people) by 2030 due to number of demographic 
and economic transformations [1]. According to the World 
Health Organization, this shortage can be mitigated by 
initiatives to establish gender equality in healthcare [2]. The 
implementation of such initiatives should be carried out 
through the establishment of legal means aimed to elimi-
nate the factors that produce gender inequality in the field 
of healthcare. Especially such factors can be identified on 
the criteria of the level of employment and remuneration of 
women who hold medical positions. The scientific attention 
of such researchers and authors as V. Pashkov, V. Tatsiy, N. 
Gutorova [3], A. Hempenstall, J. Tomlinson, M. Bismark 
[4], S. Ludwig, C. Kurmeyer, M. Gross [5], D. Barr [6], E. 
Spencer, A. Deal, N. Pruthi [7], L. Willett, A. Halvorsen, 
S. Chaudhry [8], S. Read, R. Butkus, A. Weissman [9] was 
drawn to the importance of these and adjacent issues. 
The outcomes of their studies revealed gender inequality 
in the field of healthcare, which confirms the relevance of 
this article, which aims to outline the most problematic 
issues of gender inequalities in the field of healthcare and 
to outline legal means to overcome this problem.  

THE AIM
The article is to define problems of gender inequalities in 
healthcare in terms of employment and remuneration and 
to outline legal means to overcome this problem
.

MATERIALS AND METHODS 
The study conducted on the basis of analysis of reports of interna-
tional organizations (World Health Organization, International 
Labour Organization, Organization for Economic Cooperation 
and Development), reports of Ukrainian non-governmental 
organizations and statistical data of the State Statistics Service of 
Ukraine. The data that reports on gender inequalities in health-
care covers 104 countries and the period between 1993 and 2020. 
To identify comparable characteristics of gender inequality in 
healthcare, the following medical professions were considered: 
physicians and nurses. To assess gender issues the following 
indicators were used: the distribution of health employees by 
gender, age, position, nature of employment (employment in 
the private or public healthcare sector) and wages.

The study is based on theoretical and empirical methods. 
Theoretical methods included content analysis of the data 
from the reports of international organizations and sci-
entific literature. Empirical methods related to processing 
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statistics that demonstrate the nature of gender inequality 
in healthcare in terms of employment and remuneration.

REVIEW AND DISCUSSION
Totally, there are 234 million healthcare employees around 
the world [10], and the share of women's employment in 
healthcare is 67% of the total number of healthcare em-
ployees around the world [11]. In 2017 almost half of all 
physicians in countries of the Organization for Economic 
Cooperation and Development were women [12].

The World Health Organization (WHO) conducted a study 
[13] on gender and job differentiation in healthcare which had 
to show occupational segregation in the branch of medicine.

According to the graphs (Fig. 1 and Fig. 2), it's noticeable 
that in majority of regions, male healthcare employees 
make up the majority of physicians. Instead of that, women 
make up the majority of employees as nurses. 

In the majority of countries, healthcare employees earn 
below the average wage in the country, and the wages of 
low-skilled employees in healthcare often have a basic 
minimum amount [14]. In 2018 the International Labour 
Organization (ILO) presented an analysis of the average 
wage in the healthcare sector in the report “Global wage 
report 2018/19” [15]. The results of the report showed 
significant gender gaps relating to wages, working hours 
and gender discrimination in the branch of medicine. 

The analysis (Fig. 3) shows that, in general, women 
who works in healthcare sector earn 28% less than men. 
Working during the same working hours, but in different 
positions, women earn 21% less than men. Doing the same 
job during the same working hours, women earn 11% less 
than men in the healthcare sector.

Imbalance of employment and remuneration in the 
public or private healthcare sector is also highly indicative 
[16]. In private healthcare sector men are more likely than 

Fig. 1. Distribution of physicians by gender. Source: Data from National Health Workforce Accounts

Fig. 2. Distribution of nurses by gender. Source: Data from National Health Workforce Accounts
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women work as physicians (49.2% and 39.2% respectively), 
that creates a pay gap. Instead of that, women are often 
employed in the private healthcare sector as nurses (81.8% 
and 53% respectively) and mostly earn less than men.

As a member of the world medical community, Ukraine 
has similar trends related to gender imbalance in healthcare 
which can be observed taking into account some national 
characteristics.

In 2018 the most (around two thirds – 63%) of physician 
positions in Ukraine were occupied by women (Fig. 4), that 
exceeds the global rate (40%) of women's representation on 
such positions. The number of female nurses also exceeds 
the global rate (79%) and was 94% in 2018 (Fig. 5). At the 
same time, the structure of physicians and nurses by gender 
has not changed since 1993. 51% of managers positions at 
healthcare institutions occupied by women [17].

Given the quantative advantage of women in Ukrainian 
healthcare, the wages of women and men in the branch 
of medicine differ in the direction of gender inequality. 
However, according to the reports of the State Statistics 
Service of Ukraine, we can note the positive dynamics of 
women wages over the last decade.

The indicators (Fig. 6) illustrate that the difference 
between the wages of women and men in the branch of 

medicine in Ukraine is less than the world's average. In 
2018 the correlation of the average wage of women and 
men in this sector was 28% around the world and 9.3% in 
Ukraine. Moreover, the dynamics of levelling Ukrainian 
indicators of the average wage of women and men in 
healthcare is positive (from 2003 to 2020 the gap in the 
wages amount of women and men in the of healthcare 
decreased by 7.3%). At the same time, it does not prove real 
gender equality in Ukrainian healthcare sector. In the first 
quarter of 2020, the average monthly wage in the healthcare 
sector of Ukraine was 7901 Ukrainian hryvnia, which is 
about 290 EUR. This amount is less than twice exceeding 
the amount of minimum wage which is guaranteed by 
Ukraine and payed for unqualified work. We can assume, 
that mainly for such reason, men who have medical edu-
cation or certification often prefer private practice or strive 
work in private healthcare facilities (unfortunately, we do 
not possess statistical data on this issue). Hence, because 
of such situation, not all positions of medical employees 
at Ukrainian state healthcare institutions are occupied and 
there is a lack of professionals in state healthcare sector.

The conducted study confirmed the hypothesis that 
employment in the medical branch is predominantly fe-
male. At the same time, there is a significant gender gap in 

Fig. 3. Gender remuneration gap among healthcare employees as a percentage of men's wages. Source: Data from ILO. Global wage report 2018/19 

Fig. 4. Distribution of physicians by gender in Ukraine, 1993/2018, %. Source: Data from State Statistics Service of Ukraine.
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women's attitudes towards employment in medicine. Men 
make up the majority of physicians and women make up 
the majority of nurses. Men have higher potential career 
opportunities to get a job in the private healthcare sector 
at the level of qualified medical professionals, and women 
have more risks to get low-paid medical jobs in the private 
sector, which are usually fixed-term.

The global pay gap among healthcare employees can be 
explained by several reasons: 

1) different duration of work for men and women (women 
are less likely than men being full-time employed: among 
physicians, women work 4.2 hours per week less than men; 
among nurses – 3.5 hours per week less than men in same 
positions; women-dentists – 3.7 hours per week less than 
men [16]). This is primarily connected with women's fam-
ily duties and housework in addition to their professional 
responsibilities. 82% of women-physicians name work and 
family life balance as a major challenge in the branch of 
medicine. 71% of women who are working in healthcare 
sector indicate that their careers limit the duration of time 
which they can spend with their families. As a result, women 
from healthcare sector have great difficulty with work-life 
balance, therefore women more likely than men move to 
part-time jobs, refuse to take part in certification trainings 
or quit their jobs to take care about their families;

2) occupational differentiation between men and women 
as well as a set of other factors related to underestimation 
of women holding management positions (twice as many 

management positions in healthcare are held by male 
physicians than women), less chances of career promotion 
(male physicians are more likely have higher level of qual-
ification than women). 70% of men who are employees in 
healthcare sector believe that their gender opportunities 
are the same as for women. At the same time, only 49% 
of women feel the same. Women are much more likely to 
consider their career opportunities worse than men's (49% 
of women versus 13% of men).

3) gender discrimination, especially the cases of sexual 
harassment of women in the healthcare sector. 12% of 
women reported that they had never encountered any 
form of sexual harassment while they are working in the 
medical branch versus 38% of men. Only 7% of women 
say that the employees in healthcare sector do not have 
problems with sexual harassment. Another factor that con-
firms gender discrimination in the medical branch is the 
different perceptions of women and men in healthcare. 69% 
of men believe that women and men are treated equally at 
healthcare facilities, but only 34% of women agree with this 
fact. 63% of women believe that men are respected more 
than women. 87% of women health professionals believe 
that patients treat them differently than men [18].

The Ukrainian healthcare sector might be called “wom-
en's”, which is explained by the next reasons. The length of 
life of women is seven years longer than the life of men in 
Ukraine. Such situation has a serious impact on employ-
ment in healthcare sector, where the common practice to 

Fig. 5. Distribution of nurses by gender in Ukraine, 1993/2018, %. Source: Data from State Statistics Service of Ukraine.

Fig. 6. Correlation of the average salary of the women and men in healthcare sphere, 2003/2020, %. Source: Data from State Statistics Service of Ukraine.
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continue working after retirement age exists in case with 
female healthcare employees (25% of physicians and more 
than 10% of nurses are retired employees) [19]. Howev-
er, the most obvious indicator is not the age structure of 
women's employment in healthcare, but the amounts of 
their wages.

In Ukraine wages of women in healthcare are only 11% 
lower than of men. However, this dynamic is a formal out-
line of progress in ensuring gender equality in Ukrainian 
healthcare sector. In fact, given the predominant represen-
tation of women physicians and nurses among all employ-
ees, a minority of women generally receive higher wages 
than men. Such discrepancy exists primarily because of 
the very high representation of women at lower-paid po-
sitions, e.g. nurses. Maintaining the quantative advantage 
of women and small correlation between women's and 
men's wages in the medical branch does not guarantee 
them decent employment opportunities and wages.

For such reasons, the progressive indicators of gender 
equality in Ukraine in terms of the number of positions 
occupied by healthcare employees and the level of their 
remuneration are illusory. Conversely, they discourage 
women to work in healthcare sector reducing their eco-
nomic and social status. As we may see, the global trend 
of low remuneration in healthcare which reduces the 
socio-economic status of healthcare employees and pro-
duce gender inequality and sets the risks associated with 
the effective provision of health care and the shortage of 
qualified professionals in the branch of medicine has being 
implemented in Ukraine.

Lowering the prestige of work of women in healthcare and 
segregation in terms of profession means that the gender 
gap in remuneration and wages in this sector is significant. 
Given the large number of women employed in healthcare 
sector, it also has a strong impact on the gender pay gap in 
the economy generally. Reduction of male employment in 
healthcare sector is associated with the attitudes in society 
about “women's” skills and the stereotype that women can 
sell their workforce for less reward. In Europe the most 
low-paid positions are occupied by women and scientific 
researches show that only the fact of employment in a fe-
male-dominated profession can reduce wages by 9% [20]. 
The wages which are paid in healthcare are the evidences of 
the overall low cost and low prestige of work in healthcare 
sector. Moreover, they create the preconditions for signifi-
cant gender inequality in this sphere. 

The availability of medical services and quality of future 
workforce in healthcare sector significantly depend on 
increased wages. Instead of this, the current trends of low 
wages in healthcare produce a significant shortage of qual-
ified medical personnel. In 2019 the shortage of physicians 
and nurses at Ukrainian public healthcare institutions was 
88% and 93% respectively [19]. It is estimated that the 
global shortage of healthcare employees by 2030 will be 
up to 18 million of physicians and nurses [1]. At the same 
time, more favourable working conditions and a decent 
level of remuneration will contribute to the prestige and 
attractiveness of work in the medical sphere. 

CONCLUSIONS
1.  According to global and Ukrainian indicators, the 

healthcare sector mainly consists of women in the 
structure of employees. Women are mostly employed 
on nursing positions. The majority of physicians are 
men. There is another trend in Ukraine when women 
predominate among physicians. The wide representation 
of women in healthcare does not prevent the presence 
of gender inequality among healthcare employees, in 
particular, in terms of employment and remuneration. 
The main reasons causing gender inequality in health-
care are: different duration of work for men and women; 
family responsibilities as an addition to women profes-
sional activities; occupational differentiation between 
men and women due to underestimation of women on 
management positions; less opportunities for career pro-
motion and certificate trainings; gender discrimination 
(in particular, sexual harassment, different perceptions 
of professionals).

2.  In order to effectively reduce gender inequalities in 
healthcare, the following legal means should be es-
tablished and implemented both in international and 
national law: 1) remove barriers to full-time employ-
ment of women, support women's career growth and 
gender parity on management positions in healthcare; 
2) establish a minimum wage for healthcare employees 
which will be equal to the average wage in the country 
and will increase depending on the qualifications and 
productivity of healthcare employees; 3) establish the 
minimum wage of healthcare employees in rural areas 
and healthcare facilities that are experiencing a shortage 
of staff, twice as much as the average wage in the region; 
4) establish a specific entity (e.g. commission) to con-
sider cases of gender discrimination against women in 
healthcare; 5) introduce an audit of gender equality in 
healthcare; 6) establish bonuses for women-healthcare 
employees who have children or other dependants; 7) 
develop recommendations to national governments to 
increase the number of legal norms that will guarantee 
equal rights and opportunities for women and men in 
healthcare sector, indicating the specific terms of their 
fixing in collective agreements, as well as develop and 
make proposals to increase the number of relevant 
norms in the Sectoral Agreement in healthcare sector.
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INTRODUCTION
Right to health and life are amongst the main natural rights 
of the human being. It is of great importance to come to 
convergence in the legislation of all democratic states in 
approaches for respect to human right to life and health. 
In  today's circumstances of globalization and people's 
travelling, everyone has the right to be aware of his/her 
basic rights and relevant risks.

According to the main international acts in medical law 
sphere (Declaration of Lisbon on the rights of the patient 
[1]; European Charter of Patient's Rights [2]; International 
Code of Medical Ethics [3], Convention on Human Rights 
and Biomedicine [4]), every patient has right to infor-
mation about his/her health; right to informed consent 
to medical treatment and other medical interventions; 
right to free choice of the possible methods and measures 
of treatment. Despite these principles, exists question of 
maintaining balance between social interests and personal 
rights. For example, coerced children vaccination, organ 
donation under presumption of consent, forced steriliza-
tion, psychiatric clinic placement by force etc.

THE AIM
The main goal is to research the main legislative and sci-
entific approaches to the consent to treatment and other 
medical interventions all over the world and the main con-
flicts of social and personal interests in medical sphere that 
have different points on necessity of consent to treatment 
and medical invasions. Either, we aim to find out the main 
legal gaps and infringements of human right to consent.

MATERIALS AND METHODS
The legal basis of the study: The International Covenant 
on Civil and Political Rights (1966); European Charter of 
Patient's Rights (2002);  Declaration of Lisbon on the rights 
of the patient (1993);  Declaration of Oslo Statement on 
Therapeutic Abortion (1970); The Convention for the  Pro-
tection of Human Rights and Dignity of the Human Being 
with Regard to the Application of Biology and Medicine: 
Convention on Human Rights and Biomedicine (Ovideo 
Convention, 1997); International Code of Medical Ethics 
(1949) and some domestic laws of Spain, Poland, United 
Kingdom (UK), Ukraine and other countries.

The following methods of scientific research are used in 
this research: comparative legal method; formal-logical 
(dogmatic) method; statistical method; methods of analysis 
and synthesis.

REVIEW AND DISCUSSION  
Health right is highly connected with right to true, entire 
and correct information about state of patient's health, 
the diagnosis, methods of treatment, medical prognosis 
etc. Based on this information, patient may give his con-
sent to treatment, which often calls “informed consent to 
treatment”. Some countries allow physicians to hide such 
information from both adult and minor patients when they 
have a reasonable position that it may aggravate their state 
and worsen the process of treatment and its results (Art. 
285 of Civil Code of Ukraine [5]). Taking into account 
knowledges about placebo effect, getting aware of hard 
diagnosis usually leads to depression, thus aggravating of 
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health. Nevertheless, hiding information about patient's 
health and methods of treatment leads to breaking one of 
the main rights of the patient in the medical law – right to 
consent or disconsent to medical treatment.

A mentally competent adult patient has an absolute 
right to reject medical treatment or other medical inter-
vention for any reason, doesn't matter rational or irratio-
nal, even in case when the decision may lead to his/her 
death. Sometimes, compulsory medical measures may be 
avoided of medical interventions and be connected with 
freedom deprivation. It is very relevant due to Covid-19. 
In difficult epidemic and pandemic cases states usually 
implement measures to arrest the spread, however, such 
measures as quarantine or isolation often conflict with 
civil liberties [6]. Conrad Nyamutata (2020) admits that 
“even traditional democratic states mimic authoritarian 
regimes” [7]. Democratic countries have liabilities under 
international treaties to use principle of proportionality in 
applying any kind of liberty-limiting interventions. Such 
measures shouldn't include forced medical invasions, only 
some restrictions in movements. Full deprivation of liberty 
into specialized medical institutions may be applied only 
under the court's decision (tuberculosis dispensary or 
psychiatric clinic placement by force).       

The International Covenant on Civil and Political Rights 
(1966) [8], in Art. 9 states that restriction of human 
freedom in any form is possible only by court's decision. 
Nevertheless, pre-trial freedom deprivation is being 
practicing in many countries. However, European Court 
of Human Rights admits that when person is detained as 
a result of aggressive behaviour it may be acceptable to 
apply compulsory hospitalization, but it is necessary to 
obtain medical conclusion on psychiatric disorder after a 
proper examination immediately after the deprivation [9]. 
Not all psychiatric disorders are the basis to apply liberty 
deprivation but only those, which are combined with a 
threat to society or patient itself [10].  

Patients of psychiatric clinics are deprived of right to 
sue by themselves after some period of their compulsory 
hospitalization and also have no right to choose another 
doctor, clinic or an alternative point of view about the 
treatment measures. That's because they are presumed to 
be mentally disordered, but it is also the reason why they 
often suffer of ill treatment and application of too much 
of sedative drugs, which poses obstacle to their recovery.  

There are special norms for consent to treatment 
concerning children under the domestic law. The most 
commonly used age with absolute capability of making 
decisions of health care is 18 years as in most European 
Union (EU) countries and some Canadian provinces. Some 
states use an alternative demarcations, such as 16 years 
(eg. Ukraine, Scotland) or 19 years (eg. a few Canadian 
provinces: British Columbia, Labrador and others). Various 
European countries have adopted a system in which health-
care specialists have competence to evaluate maturity of the 
minor on a case-by-case basis [11], without specification 
of the age. In other states additional conditions about 
consent to some definite medical measures (eg. in Quebec 

(Canada) consent can be given by patient of 14 years but 
parents should be informed about definite kinds of med-
ical procedures). An opposite example, countries, which 
demand dual consent from both parent and the minor 
(Poland) [12]. In most countries, it is enough for doctors 
to obtain consent for definite medical treatment from one 
of the parents, but in case of disagreement physician may 
ask court for consent if such measures are not urgent. In 
Spain, the opinion of the minor should also be taken into 
account at least from the age of 12. It is preferably when 
domestic law anticipates requirement to inform parents 
about all serious risks and interventions about minor of 
any age and to take into account their opinion.

In Ukraine plenty of medical invasions may be done 
for minors even from 14 years old, for example, an abor-
tion. Nevertheless, medicals have no obligation to inform 
parents about such medical invasion. That's a negative 
approach, because parents still bear responsibility for 
health and welfare of their children. On the other hand, 
in some countries parents or guardians have the right 
to give consent for sterilization of minors and incapable 
adults despite of their volition. In our opinion, such de-
cisions should be adjudicated only by courts in cases of 
serious psychiatric deceases; such procedure shouldn't be 
applicable for minors at all. The same position is support-
ed by other scientists (V. Iemelianenko, A. Gornostay, A. 
Ivantsova, 2019) [13].

United Nations Committee on Human Rights recognizes 
forced sterilization as a kind of torture and ill-treatment, 
also any other medical treatment or intervention without 
person's consent is a violation of human rights. However, 
the United States, Russia and China excluded themselves 
from the jurisdiction of the International Criminal Court. 
For example, in the USA court's decisions with compulsory 
sterilization still happen. Failure in paying money for rais-
ing children because of lack of profit became the ground for 
court's orders on forced sterilization in Virginia and Ohio 
in 2014. [14]. EU accepted that forced sterilization can't be 
a kind of punishment, but in our opinion forced sterilization 
may in some cases be a kind of prevention to giving birth 
to badly sick infants with hereditary deceases or disabilities 
(persons with hereditary hard psychiatric sicknesses and 
chronic alcohol and drug addicted persons) after obtaining 
both guardians' and court's permission.

 Forced abortion isn't allowed even in cases when there 
is a medical reason, because adult capable woman has the 
right to decide and the possibility to take care of afflicted 
child, on the contrary incapable adults wouldn't be able to 
do so. Surely, only intellectual disability may be the ground 
for forced abortion. Still it is better to apply one medical 
invasion – sterilization then every time to operate abortions 
to intellectually disabled women. A horrible practice was 
recently leading and still happens in China, for example 
Feng Jianmei was forcibly made an abort to 7-month old 
fetus because of failure of paying fine for breaching one-child 
policy (June 2012) [15].

Another question appears from what period fetus has the 
right to life. Legislation doesn't give strict answer to this ques-
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tion. However, there is a maximum term in which woman 
has the right to apply for an abortion without any medical 
reason. The most spread time-limit in EU is 12 months of 
pregnancy (Austria, Belgium, Bulgaria, Czech Republic, 
France, Greece, Hungary, Italy, Latvia, Lithuania, Luxemburg, 
Poland, Portugal, Slovakia). There are also other limits like in 
Sweden – 18 months, in Germany – 22 months, in Nether-
lands and UK – 24 months. Currently, UK is in the process 
of adoption the limits for abortions in line with the majority 
of EU countries. It's worth to say that even in the term of 12 
weeks of pregnancy fetus is a formed human creature with 
heart beating and electrical brainwaves. Some countries rec-
ognize right to life of fetus, for example, in Ukraine artificial 
abortion may be performed under medical grounds only till 
24 weeks of pregnancy, the third trimester is prohibited for 
abortion even under threaten to the woman's life. This is quite 
reasonable, because an abortion at such a late term is similar 
with childbirth and the vitality of such babies is quite high, 
so it may be premature childbirth induced artificially, thus it 
is a criminal offence to mortify a newborn. 

Question about abortions and “fetal rights” should be 
regulated in the legislation. Joanna N. Erdman (2017) 
admitted: “rather than eliminate the moral and ethical 
questions of later abortion, the law reassigns them to 
physicians in the guise of professional judgment” [16]. 
Physicians set their own conditions on the legislative 
norms, which merely allow abortion until the gestation of 
24 weeks, but do not require its availability. Late abortion 
is available only for women with hard fetal or women's 
diagnosis, but inappropriate age and financial constraint 
may also be considered.

Under the European Convention on Human Rights (Art. 
8), the European Court recognizes that regulation of abor-
tion and decision to become a parent should not engage a 
woman's right for private and family life [17]. Under the Dec-
laration of Oslo Statement on Therapeutic Abortion (1970) 
decision on abortion is to be made by women themselves 
without coerce and permission of husband or father of the 
fetus, because pregnancy and childbirth are connected with 
woman's right to patient autonomy and right to privacy [18].  

One of the most ambiguous question connected with 
parents' consent to medical interventions and social in-
terest is the problem of coerced vaccination. In certain 
countries vaccination is a coercive measure of infectious 
diseases' prevention (Australia, Belgium, Italy, Serbia, 
Slovenia, the USA, France, Ukraine, Russia). At the same 
time, in all EU countries and in Canada vaccination is only 
recommended, but not coerced [19]. Legislative norms of 
those countries which enshrined coerced vaccination vary 
for many cases: 1) amount of compulsory vaccines (Russia 
and Ukraine have the biggest amount of mandatory vac-
cines – more then 10); 2) fines for evasion of vaccination; 
3) range of reasons of exemption of the vaccination. For 
example, in some states of the USA there is an exceptions 
which allow to refuse vaccination due to medical, religious 
or ideological reasons [20], but mainly countries with the 
conception of coerced vaccination allow only medical 
reasons for vaccination rejection.

In our opinion, there is a difference between coerced and 
forced vaccination, disconsent to coerced one provides 
some negative consequences to parents like fines or/and 
impossibility for child to attend preschool or school insti-
tutions. The other situation with forced vaccination which 
performs without parent's consent and even without make 
them informed about such medical intervention which was 
usual in the USSR. Herd immunity is of great importance, 
nevertheless, immunized people have no threat from those 
who are not immunized, that's the essence of vaccination. 
So, should be vaccination imposed for safe of those part 
of society who refuse it? The balance is between the artifi-
cial threat to the children's life and their health (vaccine's 
aftereffect of death and different prolonged health issues) 
and potential possibility to obtain some infectious disease 
and transmit it to others. We shouldn't forget about possi-
bility of pharmaceutical lobby and insufficient researches 
in this sphere which may influence on enacting a coercive 
vaccination policy. All states anticipate a compensation for 
adverse effects from the vaccination, but the trouble is to 
prove connection between the vaccination and death or 
any health afflictions. Nevertheless, even low percentage 
of proved deaths as a result of vaccination doesn't give an 
ethical right to forced vaccination. There are also plenty 
other adverse prolonged effects like paresis after polio 
vaccines. Age and sex have also to be considered, eg. 
diphtheria-tetanus pertussis vaccines are associated with 
higher mortality of females [21].       

The other question connected with conflict of social 
interests and right to consent is an organ removal for 
transplantation. The first trouble is how to regulate accurate 
diagnosis of human death. For example, in accordance with 
Art. 2 and 15 of the Venezuelan Law “On transplantation 
of organs and anatomical materials of the person” death 
should be established on the basis of traditional criteria of 
clinical death (cardiac and respiratory arrest, absence of 
reaction to external stimuli) or complete cessation of the 
electrical activity of the brain for 30 minutes (people with 
vegetative state whose vitality are maintained artificially) 
[22]. Under the Non-heart beating organ donation proto-
cols in the USA (so-called controlled NHBD protocols) 
when the ventilator is stopped and heartbeat and breathing 
stops transplant team has the right to remove the organs 
for just 2 to 5 minutes after the person was declared dead. 
That's despite the fact that Dr. Michael DeVita, one of the 
inventors of NHBD protocol, has admitted the possibility 
of brain recovery for at least 15 minutes [23]. 

According to Mental Capacity Act of UK, 2003 [24] not 
only consent of next of kin but either court's decision is 
needed in case of withdrawal of nutrition and hydration 
from a person who's in the permanent vegetative state or 
minimally conscious state. Ronald E. Cranford (2002) per-
sists that no one can say for sure at what point the transient 
state becomes permanent one. But minimally conscious 
state shouldn't be the ground for withdrawal of nutrition 
and ventilator for at least statistically defined period of time 
when vegetative state becomes permanent: 3 months for 
patients with anoxicischemic injuries of the brain and 12 
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months for patients with traumatic injuries. [25]. But this 
scientifically defined periods of time are not enshrined in 
the legislation. To minimize a possibility of acting not in 
best interests of the patient Ovideo Convention states that 
there is to be no financial gain from the organ donation 
for relatives/guardians of the donors.

 There are also legislative propositions to allow to take off 
organs before the statement of the death in case of with-
drawal of the ventilator in so-called “hopeless” patients' 
cases when they still have a heart-beating and breathing 
after ventilator withdrawal, because it is presumed that 
they will die in any case, but after some time of dying 
their organs will be unsuitable for donation [26].  Juridical 
question of obtaining consent to organ transplantation 
from next of kin may be solved before the declaration of 
death or after it. Legislation doesn't anticipate compulsory 
norms to obtain consent to other actions to support organs 
in optimal state like catheterization and heart-lung bypass 
etc. Logically, that such pre-mortal interventions are not 
ethical, since they have no benefit to the patient and may 
cause suffer due to insufficient analgesia. Nevertheless, 
there are propositions to use organ donation euthanasia 
[26]. It is also presumed that in such case the process of 
death would be less connected with suffering because of 
applying of full anesthetic doses.

Euthanasia is prohibited in many countries in any ver-
sion. Those countries who allow euthanasia (Switzerland, 
Netherlands, Belgium, Luxemburg, Canada, Australia, sev-
eral states of the USA) have very different approaches to its 
regulation. Switzerland allows euthanasia for both residents 
and non-residents. There are also many strict conditions 
which should be fulfilled for the euthanasia to be applied, 
among them are the following: 1) incurable sickness or/
and unbearable suffering; 2) age of the patient (Netherland 
allows euthanasia from 12 years old with parental consent); 
3) period of suffering or predicted period of life (6 months 
in Australia); 4) a few alternative doctors' points of view 
about termination of the sickness. Some countries allow 
both euthanasia and assisted suicide without medics (Bel-
gium). In any case to evade human's right abuse it is worth 
to establish an obligatory participation of an independent 
side and notary or equally subsidiary documented consent 
of the patient and parents if needed. 

Every person has the right to health not only for itself but 
either for his/her relatives health especially children, this 
right is connected with right to family autonomy. The per-
sons' right to health of their relatives is reinforced in the legal 
norms of different countries, for example “weak” model for 
expressed consent for organ removal anticipates obligatory 
permission of such procedure by relatives of the deceased 
even if there is a notarized volition of the deceased on the 
donation of organs (United Kingdom, Japan and Lebanon) 
[27]. Surely, that almost all countries which have legalized 
system of expressed consent for organ removal anticipated 
“strong” version of consent, that means none of the relatives 
of the deceased person may change his/her volition to re-
move organs (Argentina, Australia, Denmark, Norway, the 
Philippines, Romania, Slovenia, Venezuela) [28].  

But, what the legislation states about making decisions 
of application of an alternative therapeutic methods and 
measures when an adult person is out of consciousness? 
Legislative acts of most countries provide that adult people 
give consent to treatment by themselves if they are mentally 
capable. In case of some mental health conditions (schizo-
phrenia, bipolar disorder, dementia, intoxication caused by 
alcohol misuse etc.) members of patient's family can make 
decisions concerning treatment even if mental health is di-
minished temporarily. When person is out of consciousness, 
such decisions can be made by members of patient's family or 
by physician when such decisions are urgent for life saving. 
The 'weak' place of relatives' right to family autonomy in most 
countries is an absence of legislative norms on obligation to 
inform relatives by hospital servicers about patient's health. 

CONCLUSIONS
Human life, health and freedom are the highest democratic 
values. And it is of great importance to adopt legislative norms 
with the highest standards of protection of these rights. In 
our opinion, this  research shows that restriction of patient's 
rights in meaning of forced medical interventions are never 
too necessary for social interest, except for some cases related 
to mentally disordered persons and proportional applying 
of liberty-limiting interventions due to pandemic threaten. 
Consent or disconsent to treatment and other medical inter-
ventions should be adhered for mentally competent adults 
under any circumstances. In case of controversial issues about 
interests of minors and mentally disordered adults when there 
is no mutual vision about their best interests between a phy-
sician and a guardian, the court has to solve the dispute. Next 
of kin has the right to consent instead of his relatives unless 
adult ones previously made a notarized or other authorized 
volition about definite health-care interventions.    
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INTRODUCTION 
The health care sector is an extremely important social 
sphere, whose level of development can be used to draw the 
conclusions about the level of the development of the whole 
country and to create effective mechanisms (including 
legal ones) for satisfying the needs of the people in decent 
medical services. We believe that health care professionals 
are at the heart of the entire health care sector, whose task is 
to provide qualified medical care and support patients in a 
state of illness, which includes, in particular, psychological 
assistance and regular human support. 

Health care workers, while providing qualified medical 
care as medical professionals and, at the same time, sup-
porting patients in their health assistance as socioeconomic 
professionals, experience several risks associated with the 
continuing influence of negative factors in the professional 
environment. Systematic stress has a negative impact on the 
health of medical professionals themselves. This is confirmed, 
for example, by the significant role of health care workers 
during the COVID-19 pandemic, when they were in the 
front line of fire to combat the dangerous virus and got in-
fected themselves. The vulnerability of health care workers is 
linked to the functioning of appropriate legal and institutional 
mechanisms that minimize and compensate for the impact 
of these risks and provide appropriate incentives for them to 
remain in health care sector and provide effective services.

One such mechanism in the field of health care is to use 
the remuneration systems that can attract and retain the 
best professionals in the field, encourage them to perform 
their duties effectively, which combines the quality and 

intensity of health care workers with the understanding 
of the need for continuous self-education. Some issues 
relating to medical remuneration have been considered by 
A. Eltorai, C. Fuentes, W. Durand [1], S. Fayer, A. Watson 
[2], S. Hayes, J. Noseworthy, G. Farrugia [3], M. Menacker 
[4], J. Bisco, C. Cole, K. Bradley [5], D. Kumar, S. Sohal [6].

These researchers focused their attention on specific 
indicators in the field of healthcare, without taking into 
account the established legal remuneration mechanisms 
in the medical field. On the contrary, it is important to 
draw our attention to the interdependence of the salaries of 
health care workers and the legal mechanism for regulating 
remunerations in health care sector. First, we are talking 
about creating a legal mechanism that would ensure a 
decent level of remuneration for health care workers. This 
legal mechanism should, in our opinion, be calculated on 
the basis of the understanding of the importance of the 
social function of health care workers and achieving the 
highest possible level of efficiency in their work.

THE AIM
The purpose of our study is to determine the impact of the 
salary level and the legal mechanism for its regulation on 
the efficiency of health care workers.

MATERIALS AND METHODS 
The study is based on the reports of the International Or-
ganization for Migration, the International Trade Union 
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Confederation, statistics collected by Eurostat, the Minis-
try of Health of Ukraine, the State Service of Statistics of 
Ukraine and its regional branches, the State Statistical Ser-
vice of the Republic of Poland. The study material included 
regulations, jurisprudence of national courts of Ukraine, 
collective agreements of Kharkiv hospitals.

The statistical indicators used in the study reflect the data 
between 2005 and 2020. The relationship between the level 
of salaries and the legal mechanism of their regulation to the 
effectiveness of health care workers was examined on the basis 
of indicators of salary dynamics and the amount of the service 
and standardization of work established by the regulatory acts.

The research results and conclusions are based on the 
combined application of theoretical and empirical meth-
ods. Among the theoretical methods, the comparative, 
normative-logical and prognostic methods have been 
used. The empirical methods have been used in the study 
for processing the statistics, comparing and summarizing.

REVIEW AND DISCUSSION
The study of the level of health care workers remuneration 
covers the period from 2005 to 2020. We found out that the 
dynamics of the salaries of health care workers for the selected 

period has positive growth indicators (except for the period 
from 2014 to 2018). In relation to the average salary in the state, 
the salaries of health care workers traditionally remain lower, 
despite the medical reform.

According to the State Statistics Service of Ukraine, since the 
second quarter of 2020, the average monthly salary of full-time 
health care workers has been 7,720 UAH (259 €), which is 70.7% 
of the average salary in the country – 10,928 UAH (366 €). In 
terms of the average monthly salary, this area has the 23rd rank 
out of 26 [7].

As we can see, the efficiency of health care workers depends 
not only on the amount of the salary, but also on the work 
load of such an employee and on the interdependence and the 
ratio of the salary to the work load. That's why we are turning 
to the study of the dynamics of the work load, which is best 
demonstrated by the dynamics of changes in the number of 
health care workers.

According to the reference book “Medical Personnel and the 
Network of Health care Institutions of the Ministry of Health 
of Ukraine for 2018-2019”, prepared by the workers of the 
State Institution “Center for Medical Statistics of the Ministry 
of Health of Ukraine” in 2019, there are 18,797,275 full-time 
medical positions in Ukraine 16,328,175 – occupied medical 
positions, and the number of individual physicians is 154,265 

Fig. 1. The ratio of the average salary in the state and the average salary in the field of health care and social work activities, 2005-2020, Ukraine (EUR). 
Source: Data from State service of the statistics of Ukraine

Table 1. Number of health care workers in Ukraine and regions. Source: Data from State service of the statistics of Ukraine
Number of Health care workers (Ukraine, regions)

Number of doctors of all specialties Number of nursing staff
total, thousand per 10 000 persons total, thousand per 10 000 persons
2005 2019 2005 2019 2005 2019 2005 2019

Ukraine 224 187,9 47,9 45,04 496 331,8 106,2 79,51
Kharkiv Region 15,8 13,8 56,1 52,53 28,7 20,8 102,0 79,0

Vinnytsia Region 8,3 7,7 48,9 50,2 18,9 13,0 111,7 84,85
Zakarpattia 5,2 4,4 42,1 35,4 12,9 8,8 104,1 70,55
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[8]. For the correct analysis, we should point out that the above 
indicators (Table 1) show the number of full-time medical 
positions, but not the number of doctors.

Our figures show that during the selected period there was 
a reduction in the number of physicians and the nursing staff 
in both absolute and relative numbers. The relative number 
of physicians (per 10,000 persons) in Ukraine decreased by 
5.97% and the number of the nursing staff – by 25.13%. There 
was a 25.13% increase in the workload of the nursing staff, 
which may lead to an increase in the workload of doctors, 
who, with a shortage of the necessary number of nurses, will 
have to perform their duties as well. The dynamics of changes 
in the number of physicians is uneven through the regions: a 
decrease in Kharkiv Region – by 6.36%, in Zakarpattia – by 

15.91%, but in Vinnytsia there is an increase of 2.66%. The 
dynamics of changes in the number of average medical staff 
is less polarized. The attention should also be paid to the dif-
ference in the dynamics of reduction in the relative number of 
physicians (5.97%) and the nursing staff (25.13%). At the same 
time, according to the Eurostat report, the number of physicians 
per 10,000 inhabitants in the European Union varies between 
18.6 (in Turkey) and 60.6 (in Greece), with an average of 36.4. 
Between 2012 and 2017, the number of physicians increased 
in all EU countries (9).

At the same time, we can observe the following situation in 
Ukraine: the amount of work, calculated for 187,972 full-time 
health care workers, is actually performed by 154,265 health 
care workers. The real availability of physicians in Ukraine is 

Fig. 2. Number of physicians per 10,000 persons. Source: Data from Eurostat

Fig. 3. Number of physicians per 10,000 persons and the average length of stay in treatment. Source: Data from Eurostat.
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36.96 per 10,000 persons and there are 270 patients per a phy-
sician (222 patients per a doctor are planned for the number 
of full-time positions). Thus, the physician's workload is 21.6% 
more than planned. According to the regional indicators (Table 
1), the workload of physicians in Kharkiv Region is 48.3% high-
er than in Zakarpattia (in 2005 that difference was 33.2%). At 
the same time, the average monthly salary in the field of health 
care in Kharkiv Region as of June 2020 is only 12.7% higher [10].

We believe that the imperfect regulation of the remuneration 
of health care workers poses a significant risk of their migration 
to the European Union, particularly to Poland.

If to compare the dynamics of migration from Ukraine we 
can see that in the peak years of the reduction in the number of 
healthcare workers, there were the highest rates of migration. 
According to the report of the International Organization 
for Migration, from 2008 to 2018 the number of first issued 
residence permits for Ukrainian citizens in the EU countries 
increased almost 5 times [11]. During this period Poland be-
came the main destination country for the labor migrants from 
Ukraine (their number increased five times) [11]. One of the 
industries that attracted Ukrainian citizens was the health care 
sector. In 2018, the average salary in the health care sector in 
Poland was 1,015.2 EUR, which is 96.2% of the average salary 
in the country – 1,055.6 EUR. In terms of the average monthly 
salary, this sector ranks 10 out of 18 [12].

The number of physicians per 10, 000 inhabitants is 23.7 in 
Poland and 36.96 in Ukraine respectively. The doctor's work-
load in Poland is 55% higher than in Ukraine, and the salary is 
425% higher. The number of physicians in Poland is increasing 
[9], the workload of physicians is decreasing, while in Ukraine 
the opposite trend is observed. At the same time, in 2019, the 
deficit of medical staff in established positions of doctors was 
12% and the deficit of nurses was 7% [13].

In order to understand the prerequisites of the considered 
negative trends in the remuneration of health care workers, 
we will turn to the analysis of the current system of the remu-
neration of health care workers in Ukraine. It should be noted 

that the current system of payment for health care workers was 
formed in 2005. Since then, the payment for health care workers 
has been regulated by the Order of the Ministry of Labor and 
Social Policy of Ukraine, the Ministry of Health of Ukraine № 
308/519, which approved the “The terms of the regulation of 
labor remuneration of health care facilities and institutions of 
social protection”. 

The remuneration system does not provide an automatic 
increase in the physician's salary in connection with the in-
crease in the number of patients. Instead of that, it provides 
some additional payments for the expansion of the service 
area or an increase in the scope of work, which is up to 50 per 
cent of an employee's official salary. These extra payments are 
set for the workers if they are working with a smaller number 
of workers than the established standards require. The state 
does not establish the criteria for the dependency of the extra 
payments on the expansion of the scope of services.

In our opinion, in this aspect the system of calculating sala-
ries of workers did not meet the requirements of the Law “On 
Remuneration of Labor” for years and was much smaller. This 
fact was recognized by the state only in 2016, when the current 
approach to calculating salaries was declared to be illegal. That 
is why it cannot be considered that such a surcharge really 
compensated for the increase in the workload [14; 15]. In the 
current tariff system of remuneration of health care workers, 
the salaries (tariff rates) from January 1, 2017 are calculated 
based on the salary (tariff rate) of the employee of the 1st tariff 
category, set at the subsistence level for able-bodied persons on 
January,1 of the calendar year. However, it cannot be considered 
to be fair, as the state itself recognizes that the subsistence level 
is not the subsistence level [16].

As a result of the medical reform in Ukraine, the system of 
remuneration of health care workers has not changed. Funds 
that can increase the salaries are transferred to hospitals. The 
legislator and the Ministry of Health of Ukraine have not es-
tablished new criteria for calculating salaries in the framework 
of medical reform. In this situation, there are two parts of the 

Fig. 4. Average salary in Poland and Ukraine in health care (EUR). Source: Data from Rocznik Statystyczny Pracy and State service of the statistics of Ukraine
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salaries of health care workers, which are already included in 
the reform: one is mandatory, regulated by “The terms of the 
regulation of labor remuneration of health care facilities and 
institutions of social protection”, and the second – variable 
(bonus) – regulated by a collective agreement, the regulation 
on bonuses and the order of the chief physician.

The specific amount of the premium is set monthly by the 
order of the chief medical officer of the health care institution 
“taking into account the personal contribution of the employee 
to the overall result of the work”. The regulation of the remu-
neration by the order of the chief medical officer leads to the 
situation where the amount of the bonus has been set at 12%, 
15%, and 25% of the amount of the funding of the declarations 
made with the doctor on the same basis positions in various 
hospitals. Then the situation is as follows: the basic salary is 2.5 
times less than the “bonus”. For example, a family doctor of the 
highest category has 14 tariff classes and the tariff coefficient 
2.42 is used to calculate the salary. The tariff rate for such a doc-
tor is 5,086 UAH (156 EUR) and the monthly bonus is 12,734 
UAH (391 EUR). So, we can state that the variable part of the 
salary, which is regulated by the acts of the social dialogue and 
the order of the chief medical officer, is the main one. However, 
the powers of the chief medical officer to determine the amount 
of the bonus are limited by the possibility of influencing the 
staff of the health care institution on the size of the latter by 
concluding a collective agreement. However, according to the 
Global Index of Workers' Rights, compiled by the International 
Confederation of Trade Unions, due to the almost complete 
absence of independent unions, Ukraine has a rating of 5 (worst 
- 5+) [17]. Therefore, it is questionable whether to use social 
dialogue to effectively regulate the remuneration of health care 
workers in Ukraine.

On this basis, as part of the medical reform, there is a situa-
tion of unjustified differentiation of salaries at the expense of 
bonuses. Health care workers who are out of the reform receive 
a fixed salary that is linked to the labor standards, and a bonus is 
awarded only as an additional remuneration (optional). Health 
care workers in the reform area also receive a fixed basic salary, 
but in addition they receive a bonus (obligatory), the amount 
of which depends on the will of the chief medical officer but 
not on the work efficiency.

In our opinion, in order to improve the situation with the 
salaries in the health care sector in Ukraine, it is necessary 
to reform the medical sector based on the efficiency of work 
and create appropriate legal support. After all, in today's 
environment, if health care workers simply receive higher 
salaries than a competitive market, it will involve containing 
costs in this sector while maintaining the current quality level 
[18]. Health care workers often report that low salaries are a 
barrier to efficiency, but there is little evidence that the higher 
salaries actually bring better results. Therefore, the benefit of 
the efficiency-based salary is that it aligns the bonuses and re-
muneration of health care workers with the specific goals of the 
district or the facility, where the health care workers employed. 
This motivates health workers to pursue their goals in order 
to receive additional compensation for achieving the goals.

We must emphasize that it is important to differentiate 
between the salaries based on the concept of efficiency and 

effectiveness, i.e. based on concluding contracts with a cer-
tain number of potential patients (in Ukraine – declarations) 
and cured patients. In the latter case, the heads of health care 
institutions usually have a very high degree of freedom in 
recruiting workers and paying compensation (bonuses) for 
their results achieved. There are numerous potential gaps in 
performance-based remuneration: the risk of unnecessary care; 
the risk of increasing medical care costs; and bonuses based on 
the improved productivity or quality of care, regardless of who 
is receiving the help and who really needs it.

We believe that the main impulse for efficiency-oriented re-
muneration is to increase the efficiency of health care workers 
(e.g., work efficiency, service quality) in order to improve the 
quality of medical care and, finally, the health status of citi-
zens. For this purpose, it is necessary: 1) to transfer the right 
to hire health workers to non-governmental organizations on 
fixed-term contracts for a maximum of five years; 2) to give 
non-governmental organizations the right to monitor the sal-
aries of health workers throughout the country and regions; 3) 
to establish a certain number of claims made to patients with 
territorially differentiated and resolute medical treatment; 4) to 
set the minimum salary of a health care employee at the level 
of the average salary in the country; 5) to combine individual 
(pay on the basis of the performance of the doctor in particular 
issue) and collective tools to stimulate effective work (premi-
ums depending on the size of the services, labor intensity, 
etc.). Individual incentives are allowed by non-governmental 
organizations and collective incentives by health care providers.

This legal mechanism must be carefully designed. For exam-
ple, their implementation in the practice of health care workers 
in Cambodia has shown that the incentives focused on labor 
productivity were too low to have a significant impact on health 
care workers' activities. In Romania, incentives to encourage 
doctors to work in rural areas did not work because they were 
too small and illegal. Poorly designed incentives can lead to 
socially undesirable results. In China, the bonuses aimed at 
improving doctors' efficiency have increased the provision 
of unnecessary services and medicines and in some cases 
reduced the productivity [19]. Therefore, when developing an 
approach based on the efficiency of health care professionals, it 
is necessary to examine carefully the potentially beneficial and 
harmful consequences.

CONCLUSIONS
Despite the ongoing medical reform, the salaries in the 
health care service in Ukraine remain among the lowest in 
the state economy. The current level of salaries does not allow 
an effective performance of medical assistance and does not 
create incentives for the recruitment, retention, development 
and quality performance of health care workers.

Formal increases in the salaries of health care workers are 
not the right strategy, as it involves an increase in the cost 
of health care without any guarantee of improvement. Pay 
rises are more effective in terms of productivity objectives.

The payment based on the achievement of efficiency 
objectives for health workers is linked to the development 
of a legal mechanism. This mechanism should include 
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the granting of lease rights under fixed-term contracts to 
non-governmental organizations which will monitor the 
health care salaries; the setting of a minimum salary for 
health care workers should not be less than the national 
averages salary taking into account regional variations; and 
a combination of individual and collective incentives for 
the effective work of health care workers.

All elements of the recast mechanism for regulating the 
remuneration of health workers should be thoroughly 
examined and tested in separate regions.
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INTRODUCTION 
Relations in the field of medical care and responsibility for 
such actions were in the sphere of customs and morals. For 
the first time, the issue of prosecuting health care workers 
for improper performance of their professional duties was 
raised in the Hammurabi Laws. Thus, §218 defined the re-
sponsibility of a doctor (for professional activity) — cutting 
off his fingers for causing death or injury to a human eye. 
Regulations from Ancient Rome that provided for liability 
for the improper performance of their professional duties 
by medical staff have come down to us. Note that such 
liability was mostly limited to criminal one.

Currently there are different legal traditions in the world 
regarding the issue of prosecuting health care profession-
als for improper performance of their duties. Thus, some 
countries mostly use the practice of civil law settlement of 
the conflict between a doctor and a patient. These are, in 
particular, the countries of the Anglo-Saxon legal system 
– the United Kingdom, the United States, Canada, New 
Zealand, and many others. It should be noted that in these 
countries the means of criminal and legal settlement of the 
conflict are used in exceptional cases, and the means of 
civil-law nature remain predominant. Other countries use 
the means of criminal law as a basis for resolving conflicts 

of this kind and only in exceptional cases they use meth-
ods of the other branches of law. Such countries include 
the post-Soviet countries, as well as Japan, Saudi Arabia 
and others. The third group of countries combines civil 
and criminal law when regulating the issue of prosecuting 
health care professionals for improper performance of their 
professional duties. This group includes the countries of the 
Romano-Germanic legal system, in particular, Germany, 
the Italian Republic, the French Republic and others.

THE AIM 
The aim to study the features of the legislative consolida-
tion of criminal and disciplinary liability for offenses of 
health care workers on the example of Ukraine and other 
countries. 

MATERIALS AND METHODS 
Criminal legislation of Ukraine, international acts, deci-
sions of the European Court of Human Rights (hereinafter 
- ECHR), data of the Integrated State Register of Judgments, 
as well as criminal legislation of Germany, the French Re-
public, the Kingdom of Denmark, the Republic of Belarus, 
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“If the doctor can't help, do no harm.” 
Hippocrates 
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Kazakhstan and many other countries became a material 
for research. A set of general and special scientific methods 
was the methodological basis. The use of the comparative 
law method has become useful in the analysis of Ukrainian 
legislation and the legislation of other states.

REVIEW AND DISCUSSION 
As defined by the Convention for the Protection of Human 
Rights and Fundamental Freedoms, “everyone's right to life is 
protected by law” (Article 2). The state must guarantee this right 
to everyone, including when it comes to protecting the right 
to life of patients. In interpreting this article the ECtHR states 
in its judgment in Arskaya v. Ukraine (2014) (application no. 
45076/05): “… the principles embodied in Art. 2 of the Con-
vention, are applied in the field of public health. The positive 
responsibilities of the State embodied in this article require 
States to enact appropriate legislation that would compel public 
and private health care facilities to take appropriate measures to 
protect the lives of their patients. These principles also require 
the establishment of an effective and independent judiciary so 
that the cause of death of patients due to the actions of health 
professionals in the public or private sector is established and 
the perpetrators are held accountable. In the field of medical 
care, refusal of certain treatment can inevitably lead to a fatal 
consequence, but treatment carried out without the consent of 
a mentally competent adult patient will indicate an interference 
with the physical integrity of the person in a way that affects the 
rights under Art. 8 of the Convention. However, Art. 2 of the 
Convention embodies the principle of sanctity (inviolability) 
of human life, which is evident in the case of a doctor who 
uses his skills to save lives, and must act in the best interests of 
the patient… “ [1]. Also in its judgment in Csoma v. Romania 
(2013) (application № 8759/05), the European Court of Human 
Rights stated: “The Court reiterates that countries that have 
ratified the Convention “to adopt rules that will oblige both 
private and public health facilities to take adequate measures 
to protect the lives of patients”[2]. Such positions of the ECtHR 
show that the issues of health care workers prosecution are 
among the issues concerning the observance of fundamental 
human rights and freedoms and need to be analysed in detail.

Thus, in case of violation of human rights and fundamental 
freedoms, state coercive measures must be applied to the perpe-
trators. Such measures of state coercion are legal responsibility. 
As noted above, different legal measures may be applied in 
different countries. In Ukraine, criminal, disciplinary, civil and 
administrative liability can be applied to health care workers.

Let's start the study by analysing the issue of health care 
workers criminal liability. According to scientists, criminal 
liability is one of the guarantees of professional performance 
of their functions by health care workers [3, p. 91]. Quite often 
crimes in the field of violation of health care legislation are 
called “medical” crimes.

According to the criminal legislation of Ukraine most medical 
crimes are concentrated in Section II of the Criminal Code 
of Ukraine “Crimes against life and health”. These include, in 
particular: improper performance of professional duties, which 
led to the infection of a person with human immunodeficiency 

virus or other incurable infectious disease (Article 131 of the 
Criminal Code of Ukraine); disclosure of information on con-
ducting a medical examination to detect infection with human 
immunodeficiency virus or other incurable infectious disease 
(Article 132 of the Criminal Code of Ukraine); illegal abortion 
(Article 134 of the Criminal Code of Ukraine); illegal medical 
activity (Article 138 of the Criminal Code of Ukraine); failure 
to provide care to the patient by a health care worker (Article 
139 of the Criminal Code of Ukraine); improper performance 
of professional duties by a health care or pharmaceutical worker 
(Article 140 of the Criminal Code of Ukraine); violation of the 
patient's rights (Article 141 of the Criminal Code of Ukraine); 
illegal conduct of experiments on humans (Article 142 of the 
Criminal Code of Ukraine); violation of the procedure for trans-
plantation of human organs or tissues established by law (Article 
143 of the Criminal Code of Ukraine); forced donation (Article 
144 of the Criminal Code of Ukraine); illegal disclosure of 
medical secrets (Article 145 of the Criminal Code of Ukraine).

Given the limited scope of the article, as well as the need for 
comparative analysis, we will try to consider only one of the 
components of crimes in the field of health care. Thus, narrowing 
the subject of the study, we will analyse improper performance of 
professional duties by a health care worker in detail. In Ukraine, 
the responsibility for such acts is established by Art. 140 of the 
Criminal Code of Ukraine. The choice of this norm of criminal 
law is due to the fact that, according to experts, “in fact, this is the 
only article in Ukrainian law, which is used in 90-95% of cases 
of any criminal proceedings against health care workers” [4].

Analysis of regulations of other countries and scientific sourc-
es of the relevant sphere shows that some of them, such as the 
Republic of Belgium, the Republic of Bulgaria, the Kingdom of 
Denmark, the French Republic, do not criminalize improper 
performance of professional duties by a health care worker in 
a separate clause, but establish responsibility for careless pro-
fessional behaviour that harms the life and health of a person. 
Some countries do not enshrine special rules for prosecuting 
health care workers in the relevant regulations and establish 
only liability for crimes against life and health [5] (see Table 
1 “Consolidation of criminal liability for medical offenses in 
different countries”).

The conducted scientific research on the issue of criminal 
prosecution in Ukraine shows the following statistics: in 2018, 
654 criminal proceedings were registered under Art. 140 of 
the Criminal Code of Ukraine, 3 of them were transferred 
to the court with an indictment, of which only 2 people were 
convicted. To some extent, this is due to the fact that the results 
of treatment, unfavourable for a patient, are not always causally 
related to the actions or inaction of health care professionals, 
and therefore within the pre-trial investigation in many cases 
it turns out that there are no grounds for criminal liability [6, p. 
12]. We should also add that, in our opinion, such a difference 
in the number of registered proceedings and actually convicted 
persons (652) is explained by the fact that practically there are 
difficulties in applying criminal law, in qualifying the act and 
gathering evidence, sometimes there is no procedural activity 
by the victim (or his close relatives or family members). Also 
one of the reasons is “medical solidarity” by means of which it 
is possible to hide traces of offenses.
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According to the criminal legislation of Ukraine, improper 
performance of professional medical duties as a part of a crimi-
nal offense belongs to crimes against life and health of a person. 
The actus reus of the crime is characterized by an act or omis-
sion, namely non-performance or improper performance by a 
heath care or pharmaceutical worker of his or her professional 
duties due to negligent or dishonest treatment; consequences 
in the form of severe consequences for the patient; the causal 
link between these actions and the consequences.

Failure to perform professional duties is a failure to perform 
actions (complete inaction) by a health care or pharmaceuti-
cal professional, while according to the law he was obliged to 
perform them. Improper performance of professional duties is 
the performance of one's duties partially, superficially, without 
complying with the existing requirements for professional ac-
tivity. These provisions suggest that in fact the regulations do 
not explain the specific content of this offense. The disposition 
of the article under consideration is blanket, i.e. when qualify-
ing the committed act it is necessary to establish in each case 
which professional duties were assigned to the perpetrator and 
which of them were not performed at all or performed improp-
erly, as well as the requirements of which regulations (orders, 
instructions, rules, directives, etc.). This is also due to the fact 
that the profession of a health care worker, including a doctor, 
is associated with extraordinary situations, each time with new 
circumstances. In some ways, the current situation complicates 
law enforcement, and it is impossible to state unequivocally the 
presence or absence of an offense. Cases from medical practice, 
at first glance, may seem like medical crimes, and only a full 
and objective investigation of all the circumstances of the case 
will help to establish the truth. The above is one of the reasons 
why the number of proceedings registered and brought to court 
differs significantly. 

According to Ukrainian law, the effect of committing a crime 
of improper performance of duties by a health care worker is 
serious consequences for the patient — causing the victim's 
death, suicide, causing severe or intermediate severe bodily 
injury, disability or other complication of the disease, causing 
iatrogenic disease.

Criminal law of Japan, the Kingdom of Belgium, the Nether-
lands, the French Republic, Romania, the Swiss Confederation 
considers death or personal injury as a consequences of the 
crime; in the Republic of Korea — death or physical injury; in 
the Kingdom of Thailand, the Republic of Albania, Bulgaria, 
the Kingdom of Denmark, Germany, and the Republic of 
Poland — death; in the Kingdom of Sweden — bodily injury 
or disease [5] (see Table 2 “Legislative consolidation of the 
consequences of committing a crime by a health care worker 
in different countries”).

The conducted analysis gives grounds to claim that in 
Ukraine there is the widest list of possible consequences of 
improper performance of professional duties by a health care 
worker. Note that the existence of such an extended list does 
not always give the expected results in terms of prosecution. 
For example, establishing a causal link between a person's 
suicide and a professional's failure or improper performance 
of a health care worker's professional duties seems extremely 
difficult. At present, no cases of proven suicide of a person 

due to a crime committed by a health care worker have been 
established in Ukraine.

Returning to the consideration of the elements of criminal 
offense under Art. 140 of the Criminal Code of Ukraine, it 
should be emphasized that the object of this criminal en-
croachment is human life and health, the established proce-
dure for health care and pharmaceutical workers to perform 
their professional duties.

There is a special subject of the crime— a health care worker, 
i.e. persons who have the appropriate special education and 
meet the unified qualification requirements (doctors regard-
less of profile, paramedics, etc.), as well as persons engaged 
in private medical practice. To be qualified under Art. 140 it 
does not matter which category of physicians the perpetrator 
belongs to — whether he is directly selected by the patient or 
appointed by the head of a health care institution (subdivision 
of this institution). That is, in this criminal offense it must be 
established that the subject of the crime is a health care worker, 
the crime is committed in the “doctor-patient” system, and, 
accordingly, the subject is a health care professional, the victim 
is a patient and the wronged person is a patient or his family.

Similar provisions are contained in the legislation of other 
countries. The subject of crimes in the majority of criminal 
codes is a person engaged in relevant professional activities 
(Republic of Korea, Spanish Republic of Pakistan, Kingdom 
of Thailand, Republic of Turkey, and Japan).

Here it is necessary to make a small digression and explain 
that the victim of the crime and the victim in criminal pro-
ceedings are not always the same person. This is especially 
true to a medical crime, one of the components of which is 
the occurrence of serious consequences: causing the death 
of the victim, his suicide, causing him severe or intermediate 
severe bodily injury. Yes, the victim of a crime is a person who 
has suffered direct damage from a criminal offense, i.e. his life 
and health have been illegally encroached upon. The victim in 
criminal proceedings may be an individual who has suffered 
moral, physical or property damage by a criminal offense, as 
well as a legal entity who has suffered property damage by a 
criminal offense (Part 1 of Article 55 of the Criminal Proce-
dure Code of Ukraine). In this case, if a person has died as a 
result of a criminal offense or the person is in a condition that 
makes it impossible for him to submit a relevant application, 
the procedural status of the victim extends to close relatives or 
family members of such person. The victim is a person among 
close relatives or family members who filed an application to 
be involved in the proceedings as a victim, and several persons 
may be recognized as victims at their request (Part 6 of Article 
55 of the Criminal Procedure Code of Ukraine). In conclusion, 
it should be noted that quite often there are cases when a victim 
dies as a result of a crime, and a close relative or family member 
of such person can be referred to as a victim. Thus, in accor-
dance with the legislation of Ukraine, the procedural status of 
a victim passes to close relatives or family members. A slightly 
different approach is used in the Criminal Procedure Code of 
the Republic of Armenia, according to which in case of death of 
the victim or loss of opportunity to express their will a separate 
participant in criminal proceedings is introduced — the victim's 
successor (Article 80) [7].
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Continuing to consider the corpus delicti provided for by 
Art. 140 of the Criminal Code of Ukraine, it should be noted 
that mens rea of a crime is determined by the mental attitude 
to socially dangerous consequences and is characterized by 
negligence (criminal arrogance or criminal negligence). In 
general, the analysis of law enforcement practice confirms that 
intentional crimes in the activities of health care workers are 
extremely rare, more often negligent ones occur [8, p. 205].

If a person did not foresee the possibility of socially dangerous 
consequences, and taking into account the specific situation, 
could not and should not have foreseen them, the responsibility 
under Art. 140 is excluded. In this case, there is an accident 
(incident), an innocent medical error, which cannot be avoided 
even with the most conscientious attitude to one's professional 
duties and which can be caused, for example, by the difficulty 
of diagnosing an unusual disease, anatomical or physiological 
abnormalities, atypical development of the disease, unexpected 
allergic reaction, lack of specific (inherent only in cancer) symp-
toms of early forms of malignant neoplasms [9, p. 329 - 330].

An analysis of the criminal law of other countries shows that 
the mens rea of this type of crime in other countries is also 
characterized by negligence.

The sanction of Article 140 of the Criminal Code of Ukraine 
provides for deprivation of the right to hold certain positions 
or be engaged in certain activities for up to five years or correc-
tional labour for up to two years, or restriction of liberty for up 
to two years, or imprisonment for the same term.

Examining the criminal law of other countries we can identify 
the following sanctions that can be applied to persons guilty of 
“medical” crime: a fine (legislation of the Republic of Albania, 
the Kingdom of Denmark, Germany, the Swiss Confederation, 
the Kingdom of Sweden, the Netherlands, the French Republic, 
the Kingdom of Spain, Romania, the Republic of Belarus, the 
Republic of Armenia, the Republic of Kazakhstan, the Repub-
lic of Latvia, the Kyrgyz Republic, the Republic of Tajikistan), 
imprisonment (or incarceration) (legislation of the Republic of 
Albania, the Kingdom of Spain, the Netherlands, the French 
Republic, the Republic of Poland, The Kingdom of Sweden, 
Germany, the Kingdom of Norway, Romania, the Republic of 
Latvia, the Republic of Tajikistan, the Republic of Lithuania), 
deprivation of the right to hold certain positions or be engaged 
in certain activities (legislation of the Republic of Kazakhstan, 
the Russian Federation, the Republic of Tajikistan); manda-
tory labour (180 to 240 hours) (legislation of the Republic of 
Tajikistan); correctional labour to (legislation of the Russian 
Federation, the Republic of Turkmenistan, the Republic of 
Belarus, the Republic of Uzbekistan) (see Table 3 “Types of 
penalties for improper performance of professional duties by 
a health care worker in different countries”).

The above analysis shows that the punishment in the form 
of deprivation of the right to hold certain positions and correc-
tional labour exist exclusively in the post-Soviet countries. It is 
also interesting to note that such punishment as a fine is quite 
common in other countries, but in Ukraine it is not applied 
to persons guilty of committing a crime under Art. 140 of the 
Criminal Code of Ukraine.

In addition to criminal liability, medical staff may be subject 
to disciplinary action for a breach of a duty. If we compare 

criminal and disciplinary types of liability, then disciplinary 
liability is a less severe type.

Disciplinary liability of a health care worker is a separate type 
of legal liability that arises in case of a disciplinary misconduct 
by a health care worker. Disciplinary liability of health care 
professionals occurs not only for disciplinary misconduct, 
but also for violation of moral and ethical norms since work-
ers of this category must comply with the requirements of 
professional ethics, respect for honour and dignity of citizens 
(patients). This understanding of disciplinary responsibility is 
common for a Ukrainian reader. Note the interesting fact that 
such understanding of disciplinary responsibility is not com-
mon to all states. Taking into account the limited scope of the 
study, it should be noted that we found similar interpretations 
of disciplinary liability in scientific and regulatory sources of 
Kazakhstan, Georgia, Armenia, etc.

In general, a disciplinary offence is an unlawful act or omis-
sion, which is expressed in non-performance or improper 
performance of duties and other requirements imposed on the 
employee under labour law, other special regulations, for viola-
tion of which there will be a disciplinary action. Like any offense, 
a disciplinary offense is characterized by a set of objective and 
subjective features, called the set of elements of an offense: the 
subject, the subjective side, the object, the objective side.

Unlawful violations can be defined as a violation of any 
employment obligations specified in an employment contract, 
a contract, acts of public authority, instructions of managers 
adopted within their powers, orders and instructions of the 
head, if they are legal in nature, and other legal rules. Failure 
to perform or improper performance of his duties by a health 
care worker must not only be wrongful, but also consistent 
with the job function of this employee: the range of rights and 
responsibilities must be defined in the employment contract, 
job description, internal labour regulations. Violations of labour 
discipline established by Ukrainian legislation include:
•  Failure to comply with the rules and regulations of tech-

nological discipline (violation of instructions for work on 
medical equipment);

• Systematic violation of labour discipline;
• Absence from work without a good reason;
• Appearing at work in the state of intoxication.
Signs of disciplinary offence are: 1) the fault of an employee 
(employer); 2) illegality of actions (inaction), which are mani-
fested in non-performance or improper performance of labour 
duties or excess of official authority; 3) the causal link between 
illegal actions (inaction) and harmful consequences. Failure to 
prove at least one of these elements excludes the availability of 
a disciplinary offense [10, p. 552].

For violation of labour discipline according to Art. 147 of the 
Labour Code of Ukraine, an employee can be subject to only 
one of the following measures of punishment: reprimand and 
dismissal. As you can see, the types of sanctions for committing 
a disciplinary offense under the laws of Ukraine, do not differ 
in their diversity.

In terms of the implementation of comparative law research, 
we note that in accordance with Art. 223 of the Labour Code 
of the Republic of Armenia, for violation of labour discipline 
the following disciplinary sanctions as reprimand, severe rep-
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rimand, termination of employment contract may be applied. 
In addition, other disciplinary sanctions may be imposed by 
law on certain categories of employees.

In the Republic of Kazakhstan, such penalties include rep-
rimand, severe admonition, termination of the employment 
contract at the initiative of the employer. The application of 
disciplinary sanctions not provided for by the Labour Code 
and other laws of the Republic of Kazakhstan is not allowed.

In the Labour Code of Georgia there are no references to the 
definition of disciplinary misconduct and the types of penalties 
that may be imposed for its commission.

According to Art. 198 of the Labour Code of the Republic of 
Belarus for committing a disciplinary offense, an employer may 
apply to the employee the following measures of disciplinary 
action: reprimand, admonition, and dismissal.

It should be noted that disciplinary action against a health care 
worker under the law of the above countries may be applied by 
the body granted the right to hire and dismiss these workers, i.e. 
the head of the health care facility or a body authorized by him. 
The right of the head to apply disciplinary sanctions is also en-
shrined in numerous Regulations on health care institutions and 
health care staff. For example, in some European countries and 
the United States there are so-called “professional associations” 
whose powers are to impose disciplinary sanctions, reprimand, 
admonition, impose fines, suspend or deprive of the right to 
practice medicine. We are talking about medical chambers or 
associations. In almost all European countries health care prac-
titioners, both private and public, are required to be members 
of the city's health care chamber (association). In the absence of 
such membership they are not allowed to practice medicine. All 
members of the chamber (association) make an annual payment. 
But the main thing is that the members of the chamber must ad-
here to the Code of Professional Ethics of a doctor, for violation of 
which disciplinary liability is provided — admonition, warning, 
fine or expulsion from the chamber (association), which entails 
the possibility of terminating medical practice. In some countries 
(Belgium, France, Germany, Switzerland) the provisions of the 
Code of the doctors' Professional Ethics quite strictly regulate 
such areas as advertising of medical services, the relationship 
with the patient, failure to care for the patient, relationships with 
colleagues. Medical orders (chambers) are non-governmental 
non-profit organizations that do not provide health care services. 
Their main function is to represent the interests of doctors and 
health care organizations, protect the rights of both patients and 
doctors, and monitor the observance of the Code of Professional 
Ethics. Chambers (associations) are created on the basis of law, 
in contrast to public associations, they are associations of public 
law. In this regard, the European Court of Human Rights in a 
number of its decisions recognized mandatory membership in 
the relevant organizations as inconsistent with Art. 11 of the 
European Convention. The doctor's appeal against the decision of 
the health care chamber to disciplinary prosecution can be con-
sidered by the European Court of Human Rights [11, p. 78-80].

Returning to the Ukrainian legislation we note that, in addi-
tion to disciplinary liability, health care workers, in accordance 
with Art. 130 of the Labour Code of Ukraine are materially 
liable for damage caused to a health care institution as a result 
of violation of their duties.

If the necessary grounds and conditions are met then ma-
terial liability may be imposed regardless of the employee's 
disciplinary, administrative or criminal liability.

The responsibility for the damage caused to the patient by 
a health care worker while performing his professional duties 
rests entirely with the health care institution, regardless of own-
ership. In turn, a health care institution that is liable as a result 
of illegal actions of an employed health care professional has 
the right, in recourse, to file claims against him and prosecute 
in accordance with labour legislation.

CONCLUSIONS 
Aiming to investigate the peculiarities of the legislative con-
solidation of criminal and disciplinary liability for offenses 
of health care professionals in the legislation of Ukraine and 
other countries we conducted a comparative legal analysis 
of the crime in the form of non-performance or improper 
performance of duties by a health care or pharmaceutical 
worker in Ukraine and other countries; identified types of 
penalties for medical crimes, which are set by law in different 
countries; the content and sanctions for committing a disci-
plinary offense by a health care worker on the example of the 
legislation of Ukraine and other countries. In particular, it 
has been established that not every state enshrines the corpus 
delicti in the form of improper performance of professional 
duties by a health care or pharmaceutical worker in their 
law, as did Ukraine, the Republic of Armenia, the Republic 
of Belarus, the Republic of Kazakhstan, Uzbekistan. Thus, 
some countries criminalize negligent professional conduct 
that harms the life and health of a person (Kingdom of Bel-
gium, the Republic of Bulgaria, the Kingdom of Denmark, 
the French Republic, the Republic of Lithuania). Also, some 
countries do not provide for liability for improper perfor-
mance of professional duties by a health care or pharmaceu-
tical worker in a separate article and prosecution is carried 
out for crimes against life and health (Azerbaijan, Estonia, 
Georgia, the Republic of Moldova, the Republic of India). 
Also, on the basis of a comparative legal analysis, the possible 
consequences of the crime of improper performance of duties 
by a health care worker were identified. In Ukraine, it is the 
infliction of death on the victim, his suicide, and infliction 
of severe or intermediate bodily injuries, disability or other 
complication of the disease, infliction of iatrogenic disease, in 
Japan, the Kingdom of Belgium, the Netherlands, the French 
Republic, Romania or Switzerland — death or bodily injury; 
in the Republic of Korea — death or physical injury; death in 
the Kingdom of Thailand, the Republic of Albania, Bulgaria, 
the Kingdom of Denmark, Germany, and the Republic of 
Poland; in the Kingdom of Sweden — bodily injury or disease. 
When considering possible sanctions that could be applied 
to those guilty of “medical” crime it was found that different 
countries use their own set of sanctions, in particular, fines 
(Criminal Codes of the Republic of Albania, the Kingdom of 
Denmark, Germany, the Swiss Confederation, Sweden, The 
Netherlands, the French Republic, the Kingdom of Spain, 
Romania, the Republic of Belarus, the Republic of Armenia, 
the Republic of Kazakhstan, the Republic of Latvia, the Kyr-
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gyz Republic, the Republic of Tajikistan), imprisonment (or 
incarceration) (Criminal Codes of the Republic of Albania, 
Kingdom of Spain, The Netherlands, the French Republic, the 
Republic of Poland, the Kingdom of Denmark, the Kingdom 
of Sweden, Germany, the Kingdom of Norway, Romania, the 
Republic of Latvia, the Republic of Tajikistan, the Republic 
of Lithuania), deprivation of the right to hold certain posi-
tions or be engaged in certain activities; mandatory work; 
corrective works (Criminal Code of the Russian Federation, 
the Republic of Turkmenistan, the Republic of Belarus, the 
Republic of Uzbekistan), etc. The above analysis shows that 
the punishment in the form of deprivation of the right to hold 
certain positions and correctional work exist exclusively in the 
post-Soviet countries. It is also interesting to note that fine 
is quite common in other countries, but in Ukraine it is not 
applied to persons guilty of committing a crime under Art. 
140 of the Criminal Code of Ukraine.

The study and analysis of international law, as well as the 
case law of the European Court of Human Rights on health 
care workers to disciplinary prosecution leads to the conclu-
sion that a major shortcoming of current Ukrainian law is 
that health care workers, whose proper activities influences 
on lives and health of people, are subject only to the general 
rules of labour law. We consider it appropriate to improve 
the regulations concerning disciplinary liability for improper 
performance of professional duties of health care workers. 
Such acts, in our opinion, may be the Statutes or Regulations 
on the discipline of health care personnel of public, municipal 
and private health care institutions, which could supplement 
the existing regulations, as well as the types of penalties pro-
vided for in Art. 147 of the Labour Code of Ukraine, such 
as - reprimand, suspension, etc.
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INTRODUCTION
The relevance of clinical trials has increased during pan-
demic, which necessitated the development of vaccines and 
their clinical trials as quickly as possible. At the same time, 
there are many reports of side effects of such medicines, 
which are observed in different countries. It raises the issue 
of improving the protection of the rights and interests of 
study subjects, including through the institution of legal 
liability. The essence of clinical trials is associated with 
risks for persons involved in clinical trial, as such trials 
are an innovative research activity to verify (confirm) the 
effectiveness of unregistered medicine remedies, which 
requires regulatory effective protection of interests of 
various subjects involved in  clinical trial, as well as public 
interests, using various types of legal liability.

The legal regulation of legal liability and sanctions for 
offenses in the field of clinical trials should, above all, take 
into account the nature of clinical trial, the procedure for 
its conduct and the legal status of subjects and various 
participants in clinical trial.

The shortcomings of legal regulation of legal liability, 
in particular criminal law, reduce the effectiveness of 
legal protection of public and private interests in this 
area, which, given the increased risks of harm, requires 
special attention to basis for such liability and appropriate 
sanctions.

Not enough attention is paid to these issues in the scien-
tific literature. In view of this, the issues of legal liability for 

offenses in the field of clinical trials require comprehensive 
doctrinal elaboration.

THE AIM
The purpose of the study is to determine the features of 
legal liability for violations in the field of clinical trials of 
medicines and justification of proposals to strengthen the 
protection of participants' interests in clinical trials through 
the use of various types of such liability.

MATERIALS AND METHODS
To achieve the objectives of the study, statistics in terms of 
quantity of clinical trials in different countries were analyzed. 
The study also used statistical data on initiation of criminal 
proceedings for offenses related to clinical trials in Ukraine.

The decisions of the European Court of Human Rights 
(hereinafter - the ECHR) in cases concerning the use of un-
registered methods of treatment are analyzed. In addition, 
international and national regulations have been studied, 
which define the general provisions of legal liability in 
the field of clinical trials, as well as establish sanctions for 
offenses during their conduct.

The relevance of this study was established by studying 
and analyzing the publications of foreign and domestic 
researchers on legal liability for offenses in the field of 
clinical trials.
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The methods of theoretical analysis and synthesis were 
used in the study of the content of legal norms and con-
cepts contained in international and national regulations 
on legal liability in the field of clinical trials. Some issues 
required an application of the method of systematic anal-
ysis, in particular, during systematization of different types 
of offenses and identification of the ratio of different types 
of legal liability for them.

Formal legal analysis of international and national law 
was used to study the differences in the application of crim-
inal liability for various offenses that may be committed 
during clinical trials, and formulate proposals to improve 
the legal regulation of liability for such offenses in accor-
dance with their public danger and harm. The comparative 
legal method was used in the analysis of legal consequences 
regulation for harm to legitimate interests in terms of 
justified risk to achieve a significant socially useful goal.

The formal-logical (to clarify the characteristics of crim-
inal liability for involvement in clinical trial of the subject 
with a violation of procedure for obtaining informed con-
sent), functional (in establishing the effectiveness of certain 
types of legal liability for violation during conducting such 
tests) methods was also used along with some others.

REVIEW AND DISCUSSION
In the European Community, approximately 4,000 autho-
rizations for clinical trials are issued each year with an av-
erage of two Member States involved in each trial. Allmost 
61% of clinical trials are sponsored by the pharmaceutical 
industry and 39% - by non-profit sponsors [1].

The leader among European countries in the number of 
registered clinical trials is Germany (24.22%), the United 
Kingdom is in the second place (22.83%), in the third place 
there is France (19.74%). Ukraine ranks the 23rd in this list 
of European countries, having 2.57% of the total number 
of clinical trials registered in Europe. In 2018, 395 clinical 
trials were registered in Ukraine, in 2019 – there were 391 
trials. For comparison: in Germany in 2018, 3116 tests were 
registered, in 2019 – 2900 ones [2].

One of the principles set out in the Integrated Sup-
plement to ICH E6 (R1) “Guidelines for Good Clinical 
Practice E6 (R2)” of 9 November 2016, an international 
ethical and scientific standard for the design and conduct 
of clinical trials involving human beings as a subject, is 
the prevalence of the rights, security and well-being of the 
subject of research over the interests of science and society 
(paragraph 2.3.) [3]. Adherence to this standard is a guar-
antee to society that the rights, safety and well-being of the 
research subjects will be protected, and the test results will 
be reliable, which is at the same time necessary to ensure 
the public interest in health care.

An example of resolving a dispute between the state and 
a patient over the use of an experimental medicinal drug 
based on balancing private and public interests is the case 
of Christosov and Others v. Bulgaria, heard by the Euro-
pean Court of Human Rights (ECHR). In this case the 
reason for the complaint was not inadequate treatment 

itself but the denial of access to a life-saving treatment, the 
safety and effectiveness of which were still in doubt. The 
applicants' interest was defined as “the freedom to choose 
untried treatment as a means of extreme necessity, which 
may entail risks but is considered by the applicants and 
their physicians as appropriate in their situation, in order 
to save their own lives”. The compensatory public interest 
consisted of three parts: 1) to protect patients from the risks 
of unauthorized treatment; 2) make it impossible to cir-
cumvent the regulatory framework governing the provision 
of illicit medicinal drugs; 3) ensure that the development of 
new medicinal drugs is not jeopardized, for example, by 
reducing patient participation in clinical trials. The ECHR 
has noted that health policy issues usually lie within the 
discretion of States. Despite the clear tendency in states to 
authorize the use of illicit medicines, there is no general 
agreement on the specific way to regulate neither this issue, 
nor the established legislative principles in this regard. The 
ECHR concluded that the balance achieved in national law, 
whether that balance could be fairer, did not go beyond 
the discretion afforded to the State. The Court considered 
the fact that Bulgaria has regulations governing access to 
illicit medicines in cases where standard treatments are 
insufficient, and the State (Bulgaria) has the right to deny 
access to a life-saving treatment, the safety and effectiveness 
of which are still in doubt [4, p. 56-57].

In the cases of “A.M. and A. K. v. Hungary” The ECHR, 
in its Decision of 4 April 2017, took into account the data 
of clinical trials, which showed negative results in medi-
cines ' application for which the applicants tried to obtain 
an individual permit from the state [5].

Guarantees of observance of inalienable natural rights 
of the research subject are laid down as in the order of 
carrying out clinical researches (creation of independent 
ethical committees for protection and defend of the rights 
and safety of research subjects, obligation to inform the 
sponsor and regulatory body of all undesirable phenomena 
during testing, development of standard operating proce-
dures indicating safety measures, continuous monitoring 
of testing, suspension or termination of testing in case of 
a certain level of threats), which is regulated by interna-
tional ethical and scientific standards, as well as national 
legislation and legal liability for violation of this procedure, 
laid down at the level of national legislation. Since it is a 
question of protection of such personal non-property rights 
as life and health of the research subject, it is, first, provided 
by measures of criminal responsibility.

Also, Proper clinical practice (paragraph 2.7) defines 
the principle of responsibility for medical care provided 
to the subject of the study, as well as medical decisions. In 
this case, the researcher is responsible for: proper clinical 
research (paragraphs 1.34, 4.1.1); all medical decisions 
made in relation to the subject of the study within the test 
(4.3.1.); accounting of investigational medicinal product 
in the research center (paragraph 4.6.1.). The sponsor is 
responsible for the proper organization of clinical trial 
(paragraph 1.53), for the researcher's choice (paragraph 
5.6.1.), as well as for the quality and completeness of the 
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data obtained as trial (paragraph 5.2.1). The sponsor's 
standard procedures should consider the reimbursement 
of the cost of treatment of clinical trial participant in the 
event of harm to health in connection with the study 
procedure in accordance with regulatory requirements 
(paragraph 5.8.2).

This corresponds to paragraph 15 of the Nuremberg 
Code of 1947 [6], according to which the physician is 
always responsible for the subjects of the study, and the 
subject of the study is never responsible, despite the latter's 
consent to participate in the study.

Harmonization of Clinical Trials procedure in Ukraine 
to international requirements, compliance with the GCP 
standard is a guarantee that the rights of subjects – patients 
and healthy volunteers are protected, confidentiality is 
maintained, and the data obtained during the study are 
reliable information [7, p. 7].

Art. 76 of Regulation (EU) № 536/2014 [8] provides 
that Member States are required to provide for compen-
sation systems for any damage caused to the subject by 
participation in clinical trial conducted on their territory 
in the form of insurance, guarantees or similar measures 
equivalent in nature and degree of risk. Under Art. 94 of 
this Regulation, Member States shall lay down the rules 
on penalties applicable to infringements of this Regulation 
and shall take all measures necessary to ensure that they 
are implemented. Imposed punishments must be effective, 
proportionate and dissuasive. Under Art. 95 of the Regu-
lation, it does not limit national and union law in the civil 
and criminal liability of the sponsor and the researcher. In 
this case, if required by applicable regulations, the sponsor 
must provide insurance or guarantee legal and financial 
support to the researcher (organization) in case of claims 
related to the study, except for those claims that arose as a 
result of intent or carelessness (clause 5.8.1).

These requirements comply with paragraph 14 of Part 2 
of the European Charter of Patients' Rights [9], according 
to which everyone has the right to receive adequate com-
pensation within a reasonably short period of time in the 
event of physical or moral and psychological harm.

Compensation for the damage caused to the subjects of 
the study is provided by insurance (mainly - the sponsor's 
liability for damage caused in connection with participation 
in the trial, and in Ukraine - life and health insurance of the 
subject). In this case, the subject of the study is the benefi-
ciary of the insurance contract concluded by the sponsor.

Damage caused during a clinical trial by a sponsor, re-
search center, researcher is reimbursed in accordance with 
the rules of civil law, as well as the provisions concluded 
between these parties to the contract.

The sponsor of a clinical trial has the right to use the civil 
liability specified in the contract for violation of clinical 
trials' procedure by an executor for conducting clinical 
trials. The subject of the study may use such methods of 
civil protection as compensation for property and moral 
damage caused by the violation of his rights. The latter may 
apply disciplinary measures to a physician as an employee 
of the hospital.

It should be noted that in Ukraine, public law protec-
tion of the rights of research subjects is provided mainly 
through criminal liability (Articles 137, 139-142, 145, 321-2 
of the Criminal Code of Ukraine [10], (hereinafter - the 
Criminal Code of Ukraine).

The Code of Administrative Offenses of Ukraine [11] 
does not provide for administrative liability for violations 
in the field of clinical trials. Only Article 44-2 of this Code 
stipulates liability for violation of restrictions imposed on 
medical and pharmaceutical workers in the course of their 
professional activities.

Such restrictions are normatively defined in the Article 
78-1 of the Law of Ukraine “Fundamentals of the Legis-
lation of Ukraine on Health Care” [12], among which, in 
particular, the prohibition to receive from business entities 
engaged in the production and (or sale) of medicines, 
products medical purposes, their representatives an im-
proper benefit.

It should be noted that the ban on receiving from busi-
ness entities engaged in the production and (or) sale of 
medicines, medical devices, their representatives any sam-
ples of medicines, medical devices for use in professional 
activities does not apply to cases related to conducting 
clinical trials of medicinal products or clinical trials of 
medical devices in accordance with contracts.

Analysis of violations that may occur during clinical trials 
and lead to the application of criminal liability shows their 
diversity. In view of this, the study of criminal law protec-
tion of rights and legally protected interests in the field of 
clinical trials should be carried out comprehensively and 
taking into account the nature of clinical trials and the legal 
status of persons involved: researchers, sponsors, contract 
research organizations, management organizations re-
search centers, research coordinators, research subjects, etc.

Based on the analysis of criminal law on liability for of-
fenses in the field of clinical trials, the latter can be divided 
into the following groups:

1. Offenses against life and health.
 As it stated in paragraph 11 of Regulation (EC) №536 / 

2014, the risk to the safety of the subject in clinical trial has 
mainly two sources: the investigational medicinal product 
and the intervention. Many clinical trials, however, carry 
only minimal additional risk to the safety of the subject 
compared to normal clinical practice.

However, the threat to human rights to life and health, 
as well as the actual harm, may result from: being involved 
in a clinical trial in violation of the informed consent pro-
cedure; violation of the trial protocol for the use of investi-
gational medicinal product, failure to provide or untimely 
provision of medical care to the subject of the study.

Normative regulation in Ukrainian legislation of crimi-
nal liability for damage caused as a result of involvement 
in clinical trial of a research subject in violation of the 
procedure for obtaining informed consent (Article 141 
of the Criminal Code of Ukraine) has been criticized in 
the scientific literature. Among the shortcomings of this 
article: 1) the content of Article 141 of this Code does not 
correspond to its title, violation of patient rights is a much 
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broader concept than violation of the rules of clinical trials 
of medicines, and covers a number of provisions defined in 
Articles 139,140,142,145 of the Criminal Code; 2) the victim 
of clinical trials of medicinal products without their own 
written (informed) consent, or written (informed) consent 
of the representative, may be only an adult person who has 
been subjected to such trials. The other two categories of vic-
tims should be recognized as such regardless of the written 
consent of them and their representatives, which is unrea-
sonable and contrary to the Convention on Human Rights 
and Biomedicine, as well as the Procedure for clinical trials 
of medicines that allow clinical trials and the involvement 
of minors; 3) criminal liability is provided for conducting 
clinical trials without written informed consent, but it may, 
under certain conditions, be provided orally; 4) there is no 
consideration that informed consent can be given on certain 
grounds not only by the legal representative, but also by a 
close relative [13, p. 5, 67-68,100-103].

When deciding on the qualification of actions that vio-
late the rights to life and health of the subject, it should be 
borne in mind that such protection is ensured by several 
components of the crime, between which there may be 
competition.

Thus, there is a separate liability for murder, infliction 
of bodily injuries of varying severity, as well as for failure 
to provide to the patient a medical professional who is 
obliged, according to established rules, to provide such 
assistance without apropriate reason, if he/she knows that 
it may have serious consequences for the patient, non-per-
formance or improper performance of their professional 
duties by a medical or pharmaceutical worker due to 
negligent or dishonest treatment, if this caused serious 
consequences for the patient, conducting clinical trials of 
medicines without the written consent of a patient or his/
her legal representative, if these actions caused the death 
of a patient or other serious consequences, illegal conduct 
of medical-biological, psychological or other experiments 
on a person, if it endangered their life or health, intentional 
illegal disclosure of medical secrets, if such an act caused 
serious consequences.

It should be borne in mind that in the presence of special 
corpus delicti in the field of clinical trials, they should be 
used in the classification of crimes in this area.

It is also important to note that clinical trials are research 
and innovation activities in the field of medicine, not 
medical care. Its essence is to study an unregistered drug 
to establish or confirm its effectiveness and safety. There-
fore, causing harm during such tests should be carried out 
according to the rules of justified risk (act related to risk 
- Article 42 of the Criminal Code of Ukraine [10], Article 
27 of the Criminal Code of the Republic of Poland [14]).

The Ukrainian legislator establishes that an act (action 
or omission) that has harmed law enforcement interests 
is not a crime if this act was committed in conditions of 
justified risk to achieve a significant socially useful goal. In 
this case, such a goal can be determined by the presence of 
real or potential danger, the need to obtain new knowledge 
(at research risk) [15, p. 168, 169],

Obviously, the study of an unregistered medicinal prod-
uct to establish or confirm its effectiveness and safety is 
fully consistent with the purpose set by law. But in addition 
to the goal, it is necessary to comply with certain other 
conditions, namely: 1) this goal could not be achieved in 
this situation by action (inaction), not associated with risk; 
2) the person who took the risk reasonably expected that 
the measures taken by him/her were sufficient to prevent 
harm to law enforcement interests. It seems that the first 
condition for the study of an unregistered medicine is 
performed a priori, because this study is carried out pre-
cisely to prove the safety of a new medicine, to learn about 
anything else (other than testing) is not possible at all. The 
second condition must be assessed on a case-by-case basis, 
depending on availability and effectiveness of the means 
chosen by the physicians conducting the tests to prevent 
harm to the subject. It should be recalled that the subject' 
human rights differ from the patient's human rights in the 
provision of medical care. Both groups of rights belong to 
human rights in the field of health care [16, p. 2470]. It is 
important for the assessment of the object and the objective 
side of a certain crime in the qualification of the actions 
of subjects of clinical trials, if the conditions of justified 
risk are not met.

It should also be noted that Chapter 3 of the General Part 
of the Criminal Code of the Republic of Poland “Exemp-
tion from Criminal Liability” contains Art. 27, according 
to which a person who acts, in particular, for the purpose 
of conducting a cognitive or medical experiment, does 
not commit a crime, if the expected benefit has significant 
cognitive, medical significance, and the expected achieve-
ments, expediency and method of experiment are justified 
in the light of modern knowledge. The experiment is not 
allowed without the consent of the participant, where it 
is conducted, duly informed about the expected benefits 
and negative consequences that threaten him/her, and 
the likelihood of their occurrence, as well as the ability to 
terminate the experiment at any stage [14, p. 13]).

As you can see, The Polish legislator establishes the same 
conditions for the legality of clinical trials of medicinal 
products as the Ukrainian one: the goal generally coincides, 
but the fact that the Criminal Code of Ukraine states that 
“the reasonable calculation of measures taken to prevent 
harm” the method of experiment was justified “in the light 
of modern knowledge.”

2. Offenses against public health.
Thus, certain violations committed during clinical trials 

may not pose a threat to the subject's life or health (which 
is inherent in the offense of the first group), but may pose 
a serious threat to public health, for example, in the case of 
falsification study data, in particular, by hiding the negative 
effects of the study medicine on the human body.

It should be agreed that not any, even intentional, vio-
lation of the established procedure for preclinical studies, 
clinical trials and state registration of medicines is socially 
dangerous and indicates falsification and impossibility of 
further state registration of the drug and its admission to 
use. For example, if the date or signature of the authorized 
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person was not affixed to any document during the clinical 
trial, it is a violation of the relevant procedure, but it would 
not be rational to prosecute the perpetrator [17].

Establishing the same criminal liability for violating the 
order of clinical trials with varying degrees of threat to pub-
lic safety provokes reasonable criticism from the pharma-
ceutical industry. Thus, the European Business Association 
notes that the prediction for procedural violations during 
a clinical trial of criminal liability instead of administra-
tive pressure on physicians, pharmaceutical companies, 
specialists in the examination of registration materials, as 
well as materials of preclinical studies and clinical trials, 
the quality of which depends on availability medicines and 
the country's image in the field of science-intensive clinical 
research projects [18].

For example, the Criminal Code of Ukraine (Article 321-
2) provides for criminal liability for violation of procedure 
of conducting a clinical trial.

The main feature of this paper is that criminal liability un-
der part one of this article is provided even in the absence 
of specific harm caused by phisician-researcher or other 
participant in clinical trials to the state, hospital, subject, 
sponsor, etc. or its real threat, although for such actions 
a rather severe punishment is applied - imprisonment for 
a term of three to five years with deprivation of the right 
to hold certain positions or engage in certain activities for 
a term of one to three years. That is, for any violation of 
clinical trials' order, even those that do not endanger the 
life, health, safety of the subjects of study, do not threaten 
the integrity and reliability of the study data, there is no 
alternative to imprisonment. In addition, this paper does 
not determine independently the list of criminally punish-
able acts but refers to the relevant regulations.

It should be emphasized that criminal liability is the most 
severe type of legal liability of medical workers for offenses 
committed by them in the course of their professional ac-
tivities. The Ukrainian legislator has unjustifiably refused 
to protect private and public interests in the field of clinical 
trials by establishing of administrative liability, although 
its introduction could help differentiate legal liability de-
pending on the nature of the clinical trial violation and the 
negative consequences of such a violation.

There is no criminal liability for unintentional violation 
of the clinical trial procedure, except for conducting clin-
ical trials without obtaining the informed consent of the 
subject, if these actions resulted in the death of a patient 
or other serious consequence. For such actions, a separate 
criminal liability is provided by Article 141 of the Criminal 
Code of Ukraine, which does not provide for the intent of 
such actions. This article aims to ensure the protection of 
the right to a conscious decision to participate in a clinical 
trial of a viable person.

According to official statistics, under this article in 2019, 
26 criminal proceedings were registered, of which 6 were 
closed and 2 were sent to court. At the same time, in the 
first 5 months of 2020, 13 proceedings were registered, 
none of which has yet been closed or sent to court. Sen-
tences under this article were not published in the public 

domain. For comparison - for conducting a clinical trial 
without the informed consent of the patient, which led to 
serious consequences, in 2019 and 2020, one criminal case 
was registered [19].

Under Art. 141 of the Criminal Code of Ukraine for the 
period from 2013 to August 2020, only 6 criminal proceed-
ings were registered but no person was prosecuted [20].

Based on the analysis of the Unified State Register of 
Judgments, it should be noted that Ukrainian courts have 
not prosecuted persons under Article 141 and Article 321-2 
of the Criminal Code of Ukraine.

This also confirms the ineffectiveness of the legislator's 
use of criminal liability for these actions, which in practice 
does not lead to the application of criminal liability by the 
court to violators.

1. Offenses in the field of official activity.
Such violations may be committed by officials of health 

care facilities. 
For example, concluding a contract for a clinical trial 

by a head of health care facility may be, under certain 
circumstances, qualified by law enforcement agencies as 
an abuse by an official of his/her powers for the purpose of 
perception of improper advantage for theirselves or others, 
use against the interests of legal entity, if this has caused 
significant damage to the interests of health care institution 
protected by law, or in addition to state interests,  if the 
relevant hospital belongs to state ownership.

The criminal qualification of such actions of health care 
institution' head is relevant for those states in which it is 
allowed to conclude along with the contract for clinical 
trial between the trial client and the hospital, separate 
agreements with researchers, co-researchers, research 
coordinators, which they perform in their free time, work 
in the hospital. The first contracts usually indicate the 
consent of the hospital to enter into a separate contract 
with these persons, who are also employees of the hospital. 
In case of coincidence of functions of hospital and other 
executors (researchers, co-researchers, coordinators of test) 
in contracts, there is a situation when the researcher will 
receive means for the actions which he carries out in the 
working hours and which are at the same time a contract 
of the test customer and hospital. This situation can be 
considered by law enforcement agencies as a result of a 
deliberate conspiracy of the head of the hospital and staff 
to reduce the flow of funds to the hospital budget for the 
personal enrichment of these persons.

The qualification of such actions of officials is related 
to rule application on the procedure for registration of 
legal relations of participants in clinical trials, which have 
differences in different countries.

1. Offenses in the field of economic activity (which 
includes conducting clinical trials), regarding taxation.

Because clinical trials of medicinal products are paid 
for, entities that receive funding for services and work 
performed as part of clinical trials must declare them and 
pay income taxes on such activities. 

The peculiarities of taxation of profits received from 
non-resident customers for services (works) should be con-
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sidered while determining the tax liabilities of a participant 
in clinical trials, as well as correctly assess the nature of those 
services that were provided to such entities tax regime.

Persons involved in clinical trials may provide services 
for certain medical procedures or laboratory tests that do 
not have any scientific load, as well as provide consulting 
services, create intellectual property, the profits of which 
are usually have features of taxation.

In practice, there are cases of criminal prosecution for 
a set of criminal offenses belonging to the sphere of both 
official and economic activities [21].

CONCLUSIONS 
The study demonstrates the need for a systematic approach 
to the settlement and enforcement of liability for violations 
related to clinical trials. In addition, the protection of public 
and private interests may be provided by other legal institu-
tions, in particular, insurance, as well as compensation for 
property and moral damage. As for the insurance institute 
in the world practice, clinical trials mainly use the liability 
insurance of the research sponsor, while the Ukrainian 
legislation provides for life and health insurance of the 
subject of the study.

Particular attention needs to be paid to the standardiza-
tion of criminal liability for offenses in this area, which are 
quite heterogeneous, and the correct legal qualification of 
certain actions requires knowledge of special legislation 
in the field of clinical trials, including international rules 
and ethics.

In addition, it is important to consider the legal nature 
of clinical trials that are outwardly similar to conventional 
medical practice, which they are not, as it differs in the 
purpose and nature of actions related to compliance with 
the trial protocol of an unregistered medicinal product to 
determine its effectiveness. and security. Clinical trials are 
scientific and innovative activities in the field of medicine, 
the essence of which is to study an unregistered medicine 
drug to establish (confirm) its effectiveness and safety. 
Therefore, causing harm during such tests must be carried 
out according to the rules of justified risk.

The diversity of violations that may be committed by 
different entities involved in the clinical trial makes it im-
possible to combine the relevant components of criminal 
offenses in a separate section of the legal act establishing 
criminal liability.

Resolving the issue of criminalization of certain offenses 
that may be committed by subjects involved in a clinical 
trial, it is advisable to consider their social danger and 
harm. Thus, it is controversial to introduce criminal lia-
bility for any violation of clinical trial order, regardless of 
its harmfulness.

When ensuring the protection of the rights and inter-
ests of research subjects and public interests in the field 
of health care, it is advisable to apply other types of legal 
liability (civil, administrative, disciplinary), taking into 
account the degree of harmfulness of the offenses under 
consideration.

When settling liability for a clinical trial in violation of the 
informed consent procedure, it should be considered that such 
consent may in some cases be given orally and not only by the 
subject or his/her legal representative, but also by close relatives.

REFERENCES
 1.   Clinical trials in human medicines Available from: https://www.ema.

europa.eu/en/human-regulatory/research-development/clinical-
trials-human-medicines/[reviewed 2020.08.24]. 

 2.   Monitoring processes to R&D. Published: March 2020. Available from: 
https://www.who.int/research-observatory/monitoring/processes/
clinical_trials_1/en/ [reviewed 2020.08.21]. 

 3.   Integrirovannoe dopolnenie k ICH E6(R1): Rukovodstvo po nadlezhaschey 
klinicheskoy praktike E6(R2) [Integrated addendum to ICH E6 (R1): 
guideline on Good Clinical Practice E6 (R2)] of 09 November 2016, 
Available from: https://ichgcp.ru/ [reviewed 2020.08.24]  

 4.   Posibnyk za statteiu 8 Konventsii pro zakhyst prav liudyny ta 
osnovopolozhnykh svobod Pravo na povahu do pryvatnoho i simeinoho 
zhyttia [Handbook under Article 8 of the Convention for the Protection 
of Human Rights and Fundamental Freedoms The right to respect for 
private and family life] Pereklad z dopovnenniamy O. Drozdova ta O. 
Drozdovoi, sichen 2018 roku. Available from: https://unba.org.ua/assets/
uploads/1259d4263dac852ef056_file.pdf [reviewed 2020.08.21] (Ua).

 5.   Case of «A.M. and A.K. v. Hungary» Judgment of 4 April 2017.  Available 
from:  https://precedent.ua/1620051329 [reviewed 2020.08.21].

 6.   Nyurnbergskiy kodeks. Helsinskaya deklaratsiya [Nuremberg Code. 
Declaration of Helsinki], Available from: https://ulitka-kapusha.
livejournal.com/51653.html [reviewed 2020.08.21] (Ru).

 7.   Strakhuvannia klinichnykh vyprobuvan likarskykh zasobiv v Ukraini 
(vidpovidalnosti zamovnyka na vypadok nanesennia shkody zhyttiu 
ta zdoroviu doslidzhuvanym: Metodychni rekomendatsii. [Insurance of 
clinical trials of medicines in Ukraine (liability of the customer in case of 
harm to life and health of the subjects): guidelines] Available from: http://
strahovoydom.com.ua/wp-content/uploads/2014/03/metodychni_
rekomendatsii_strakhuvannya.pdf/ [reviewed 2020.08.24] (Ua).

 8.   Regulation (EU) № 536/2014 of the Turopean Parliament and of the 
Council of 16 April 2014. Available from: http://pharmadvisor.ru/
documents/ss3680/ss3680.html [reviewed 2020.08.24]. 

 9.   Evropeyskaya hartiya prav patsientov [European Charter of Patients' Rights], 
[Online], Available from:  http://health-rights.org/index.php/cop/item/
европейская-хартия-прав-пациентов-2 [reviewed 2020.08.24] (Ua).

 10.   Kryminalnyi kodeks Ukrainy [Criminal Code of Ukraine], the new version 
of the Law as of 22 November 2018 № 2617-VIII. Available from: https://
zakon.rada.gov.ua/laws/show/2341-14 [reviewed 2020.09.14].

 11.   Kodeks pro administratyvni pravoporushennia Ukrainy [Code of 
Administrative Offenses of Ukraine] vid 07 hrudnia 1984 roku № 8073-X. 
Available from: https://zakon.rada.gov.ua/laws/show/80731-10#Text 
[reviewed 2020.08.24] (Ua).

 12.   Osnovy zakonodavstva Ukrainy pro okhoronu zdorovia: Zakon Ukrainy 
[Principles of Ukrainian Health Care Legislation: Law of Ukraine] of 19 
November 1992 № 2801-XII. Available from:  https://zakon.rada.gov.
ua/laws/show/2801-12 [reviewed 2020.08.24] (Ua).

 13.   Dutchak S.R. Zabezpechennia okhorony prav patsiientiv v Ukraini: 
kryminalno-pravovyi aspekt [Ensuring the protection of patients' 
rights in Ukraine: criminal law aspect]: dys. … kand. yuryd. nauk : 
12.00.08 –kryminalne pravo ta kryminolohiia; kryminalno-vykonavche 
pravo. Kyiv. 2018. 252 p. Available from: https://nam.kiev.ua/files/tesis/
dutchak_diss.pdf [reviewed 2020.08.24] (Ua).



PECULIARITIES OF LEGAL RESPONSIBILITY FOR OFFENSES IN THE FIELD OF CLINICAL TRIALS OF MEDICINES

2839

 21.   Vyrok Kyievo-Sviatoshynskyi raionnyi sud Kyivskoi oblasti vid 08 liutoho 
2013 roku. [Verdict of the Kyiv-Sviatoshynskyi District Court of the Kyiv 
Region of February 8, 2013] Available from: http://www.reyestr.court.
gov.ua/Review/29231263 [reviewed 2020.31.08] (Ua).

ORCID and contributionship:
Viacheslav I. Borysov: 0000-0003-0291-9347 D, E, F

Olena I. Antoniuk: 0000-0003-1825-3981 А,В, D

Olexander O. Pashchenko: 0000-0001-9640-0137 B, D, Е

Conflict of interest: 
The Authors declare no conflict of interest.

CORRESPONDING AUTHOR
Vyacheslav І. Borisov
Аcademician Stashis Scientific Research Institute for the Study of Crime 
Problems
National Academy of Law Sciences of Ukraine, Kharkiv, Ukraine, 
49 Pushkinska str., Kharkiv 61002, Ukraine
tel: +380689886921 
e-mail:  borisov_v.i@ukr.net

Received: 29.08.2020
Accepted: 30.11.2020

A - Work concept and design, B – Data collection and analysis, C – Responsibility for statistical analysis, 
D – Writing the article, E – Critical review, F – Final approval of the article

 14.   Kryminalnyi kodeks Respubliky Polshcha [Criminal Code of the Republic 
of Poland] pid red. Menchynskoho; per. z pol. V. S. Stanich. Kyiv: OVK, 
2016. 138 p. [reviewed 2020.08.31] (Ua).

 15.   Kryminalnyi kodeks Ukrainy: naukovo-praktychnyi komentar: u 2-kh t.  
[Criminal Code of Ukraine: scientific and practical commentary] za zah. 
red. V. Ya. Tatsiia, V. I. Borysova, V.I. Tiutiuhina. 5-te vyd., dopov. Kharkiv: 
Pravo, 2013. T. 1: Zahalna chastyna. 376 s. [reviewed 2020.08.31] (Ua).

 16.   Borysov V.I, Antoniuk O.I., Vyshnyvetskyy I.I.Special features of the 
legal status of the research subject in clinical testing of medicines. 
Wiadomości Lekarskie. 2019. Тom  LXXII., nr 12 cz. II: 2464-2471.

 17.   Babanly K. Ustanovlena uholovnaia otvetstvennost za falsyfykatsyiu 
LS, narushenye poriadka doklynycheskoho yzuchenyia, klynycheskykh 
yssledovanyi y hosudarstvennoi rehystratsyy LS. [Criminal liability 
has been established for counterfeiting medicines, violating the 
procedure for preclinical study, clinical studies and state registration 
of medicines] Available from: https://www.legalalliance.com.ua/rus/
publikacii/ustanovlena-ugolovnaa-otvetstvennost-za-falsifikaciu-ls-
narusenie-poradka-dokliniceskogo-izucenia-kliniceskih-issledovanij-
i-gosudarstvennoj-registracii-ls/[reviewed 2020.08.24] (Ru).

 18.   EBA nadeetsia na rassmotrenye nardepamy voprosa otmeny uholovnoi 
otvetstvennosty v sfere klynyssledovanyi oseniu [EBA hopes for the 
people's deputies to consider the issue of canceling criminal liability 
in the field of clinical trials in the fall] 20 avhusta 2018 hoda. Available 
from: https://interfax.com.ua/news/pharmacy/525698.html [reviewed 
2020.08.24] (Ru). 

 19.   Shapran E. Uholovnaia otvetstvennost VS klynycheskye yspytanyia: 
kto koho? [Сriminal liability VS clinical trials: who will win?] Available 
from: http://pharma.net.ua/publications/articles/23505-ugolovnaja-
otvetstvennost-vs-klinicheskie-ispytanija-kto-kogo/[reviewed 
2020.08.24] (Ru).

 20.   Statystychna informatsi ia  pro zareiestrovani  kr yminalni 
pravoporushennia ta rezultaty yikh dosudovoho rozsliduvannia 
(za 2013–2019 r.r.). [Statistical information on registered criminal 
proceedings and the results of their pre-trial investigation 2013–2019] 
Heneralna prokuratura Ukrainy: veb-sait. Available from: https://www.
gp.gov.ua/ua/1stat [reviewed 2020.31.08] (Ua).



2840

Wiadomości Lekarskie, VOLUME LXXIII, ISSUE 12 PART 2, DECEMBER 2020 © Aluna Publishing

INTRODUCTION 
The issue of regulatory support for clinical trials of medicinal 
products (hereinafter -clinical trials) is becoming increasing-
ly important given the significant societal threats that have 
recently emerged in healthcare. The announcement by the 
World Health Organization of the COVID-19 pandemic due 
to the outbreak of the new SARS-CoV-2 virus has affected the 
area of clinical trials – a need for additional standardization of 
vaccine testing for this disease (at the legislative level), as well as 
organizational changes in testing other medicinal products (at 
the local level, in particular, in standard operating procedures, 
orders for the organization of clinical trials in a pandemic 
and quarantine), has been raised. Besides, relevant orders 
and guidelines are developed by national regulators, such as 
the FDA Guidance on Conduct of Clinical Trials of Medical 
Products during COVID-19 Public Health Emergency [1].

The epidemic situation and the restrictions imposed by 
the states create additional difficulties in the implementation 
of the trial protocol, in strict adherence to the schedule of 
visits, procedures and surveys, which creates additional 
risks for the reliability of the data obtained during the trials. 
Customers and performers of clinical trials face additional 
organizational issues due to the need to ensure maximum 
protection of study subjects and the research team, as well as 
to minimize the impact on the integrity of clinical trial data.

Proper organization of the trial protocol execution process, 
first of all, is ensured by the proper construction of relations 
between the various subjects involved in the conduct of 
clinical trials, and their appropriate contractual registration. 
There is no coincidence that the contractual registration 
of the relations of the subjects involved in the conduct of 
clinical trials is one of the preconditions for their realization.

The issue of contractual registration of organizational and 
legal relations between the subjects involved in clinical trials 
is underresearched in scientific literature, however these 
issues require proper scientific investigation.

THE AIM 
The purpose of the research is to determine the features 
of the contractual registration of organizational and legal 
relations between the subjects involved in the clinical trials, 
substantiation of proposals to improve law enforcement 
practice on the issue.

MATERIALS AND METHODS 
To achieve the objectives of the research, statistical data on 
the number of clinical trials worldwide were analyzed, global 
and local trends in the field of such trials were considered. 
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The peculiarities of normative regulation of organizational 
and legal relations between the subjects involved in conduct-
ing clinical trials in different states were analyzed, including 
the international normative acts, as well as normative acts of  
particular states on the subject of research, the agreements 
on conducting clinical trials and provision of services related 
to their implementation, in particular, more than a hundred 
of agreements between foreign sponsors and Ukrainian 
performers of clinical trials were analyzed.

The methods of theoretical analysis and synthesis were 
used in the research during the study of the content of legal 
norms and concepts contained in regulations and ethical 
norms. The method of system analysis was used to differ-
entiate the functions of subjects involved in clinical trials. 
Formal and legal analysis of regulatory requirements on or-
ganizational and legal relations between subjects involved 
in clinical trials create possibility to reveal disadvantages 
in law enforcement practice and to formulate proposals to 
avoid them by delimiting the functions of these subjects.

The comparative method was used in the analysis of 
the peculiarities of regulation of organizational and legal 
relations between the subjects involved in clinical trials in 
different countries. In solving the research problems other 
methods have been used, such as formal-logical (to identify 
differences between the subjects of contracts made with 
different subjects involved in clinical trials), functional 
(in establishing the impact of the legal status of the subject 
on the content of services provided), sociological (when 
identifying factors affecting the dynamics of the number 
of registered clinical trials) and some others.

REVIEW AND DISCUSSION 
Statistics data show that the number of clinical trials is growing 
differently in different regions. For example, in the regions of 
Europe, North and South America and the western part of the 
Pacific Ocean, it has recently grown much faster than in other 
areas of the world. Thus, in 2019 the number of registered 
researches in the western Pacific (16,675) was 23 times higher 
than the number of trials in Africa (716). Since 2016 the West 
Pacific region became the region with the largest number of 
registered trials per year due to the registration of a large num-
ber of trials in the People's Republic of China (hereinafter - the 
PRC) and Japan. Also, the number of registered new surveys is 
growing much faster in high-income countries. For example, 
in 2019 the number of registered surveys in high-income 
countries (27,461) was 84 times higher than the number of 
surveys in low-income countries (326) [2].

In Ukraine for the period from 1999 to 2019, 4,203 
clinical trials were registered, which is 2.57% of the total 
number of trials registered during this time in Europe. For 
example, in the Republic of Turkey – 7,008 trials, in the 
Republic of Poland – 12,072, in the Islamic Republic of 
Iran – 22,897, in the Italian Republic – 23,097, in Canada 
– 27,185, in the Republic of India – 27,638, in the Federal 
Republic of Germany (hereinafter - Germany) – 39,580, in 
the PRC – 46,149, in Japan – 45,856, in the United States 
of America – 134,516 [2].

Legislation in the field of clinical trials is represented by 
the international acts, besides, by EU acts, and also by the 
national legislation of each state. The stage of development 
of each particular state's legislation was actively studied, 
including compliance with EU acts respectively [3-5].

The legislation regulates mainly public-law relations con-
cerning clinical trials (in particular, the procedure for their 
state registration, assessment of moral, ethical and legal 
aspects, monitoring, etc.), and the contract is a regulator of 
private-law relations arising between the customer of the 
clinical trial (hereinafter - the sponsor) and its executors 
and other subjects involved in its realization (determines, 
in particular, the rights and obligations of the parties, the 
procedure and amount of payment for relevant services 
and works, conditions for ensuring the confidentiality of 
research data, protection of personal data and rights to 
intellectual property used or created as a result of testing, 
issue of storage of research documentation, use of its ma-
terials, interaction with regulatory authorities and other 
people involved in its implementation).

The clinical trial is preceded by a stage of contractual 
registration of relations with the subjects involved in its ex-
ecution, in particular, with the contract research organiza-
tions (further - CRO), its executors (in particular, research 
centers - health care institutions, scientific institutions, 
medical universities and also researchers, co-researchers, 
research coordinators, laboratories), science center man-
agement organizations (hereinafter - SMO).

When conducting clinical trials, the sponsor often 
uses an intermediary model of relationships with other 
trial participants, involving the CRO, which deals with 
pre-contractual and contractual work with performers and 
other trial participants. According to paragraph 1.20, the 
ICH GCP CRO is the organization to which the sponsor 
officially delegates one or more of its responsibilities and 
functions for conducting a clinical trial [6].

If in the early 1970s there were about 50 CRO in the 
world, in 1980 there were 150, in the mid-90s of the 20th 
century there were 1,500 and now there are about 2,500 
of them worldwide, among which 500 are in the United 
States, 200 in the United Kingdom, 150 in France, 100 in 
Germany. Today, CRO has become an important element 
of the clinical trial system. For example, most Japanese 
pharmaceutical companies conduct clinical trials abroad 
only through CRO [7, p. 118, 119].

At the same time, some researchers claim that CROs 
complicate the process of negotiating contracts with the 
subjects of the research [8, p. 549].

The most common model of building organizational and 
legal relations between the subjects involved in clinical tri-
als is the sponsor' ordering (CRO on behalf of the sponsor) 
to complete the clinical trial in the health care institution 
(hereinafter - the hospital), which conducts such research.

Normative regulations on the organization of clinical 
trials in different countries have otherness that affects the 
contractual registration of such legal relations.

For example, in the Republic of Finland, such a contract 
sets out the rights and responsibilities of the researcher as 
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a hospital employee. The British legislation stipulates that 
the researcher is an employee of the institution responsi-
ble for the organization and payment of his work, and if 
the researcher is not an employee of the institution, this 
institution undertakes to determine the issue of payment 
with its direct employer [9, p. 149].

Therefore, in the latter case, the executor of the clinical 
trial (hospital) independently involves, if necessary, anoth-
er organization, whose employees will be researchers, while 
remaining responsible to the sponsor for the implemen-
tation of the contract. Such a model of organizational and 
legal relations of the participants of the clinical trial can be 
conditionally named the model of linear relations (Fig. 1).

The second model of organizational and legal relations 
between the subjects involved in clinical trials (it is com-
mon, in particular, in Ukraine and some other post-Soviet 
countries), can be provisionally named as model of parallel 
relations (Fig. 2), is characterized by making  a contract 
with  (by the sponsor (CRO))  :

1) a hospital in which the place of the trial conduct is 
determined (hereinafter - PCT), as well as a higher medical 
educational institution (hereinafter -HMEI) or a scientific 
institution (hereinafter - SI), if they are involved in the 
clinical trial;

2) researcher, co-researchers, trial coordinator, institu-
tions involved in laboratory and (or) diagnostic tests that 
cannot be performed in the hospital.

Thus, the peculiarity of this model of contractual regu-
lation of organizational and legal relations in the field of 
clinical trials is that in case of need to involve other (then 
hospital) person to perform a clinical trial or provide re-
lated support services, the sponsor enters into particular 
contracts with such subjects.

In Ukraine the first model is used in private hospitals, 
and the second one is used in state and municipal hospitals, 
which is explained by the peculiarities of the legal regime 
of state and communal property, the legal personality of 
such hospitals for entering into contracts and regulatory 
requirements on giving wages to their employees.

The possibility of entering into a contract with a research-
er by the sponsor is provided, for example, in the Rules of 
Good Clinical Practice of the Eurasian Union 2016, which 
states: financial issues of the study should be reflected in the 
contract between the sponsor and the researcher (medical 
institution) (subparagraph 4.9.6 and paragraph 5.9.); enter-
ing into a contract between the sponsor and the researcher 
(medical institution) or any other part participating in the 
clinical trial (subparagraph 5.1.4.), in particular, between 
the sponsor and the CRO, and if necessary – between the 
researcher (medical institution) and the relevant authority 

(subparagraph 8.2.6) [10]. Similar norms are contained in 
the National Standard of the Russian Federation “Appro-
priate Clinical Practice” [11].

The organization of a clinical trial in the second model 
may be accompanied by entering into a contract on:
1.  conducting a clinical trial: between a sponsor (CRO) 

and a hospital (where the PCT is defined) or between a 
sponsor (CRO), a hospital and HMEI or SI, if they are 
involved in conducting a clinical trial on a hospital basis;

2.  the provision of additional services and (or) the per-
formance of work related to clinical trials between 
the sponsor (CRO) and the researcher and (or) other 
subjects involved in the clinical trial (in particular, with 
the trial coordinator);

3.  provision of laboratory or medical diagnostic services 
(eg. computer tomography) by the sponsor (CRO), if 
such services cannot be provided by the hospital where 
the PCT is defined. In the first model, such contract is 
not made by the sponsor, but by the hospital;

4.  cooperation between the hospital and HMEI or SI, if 
the clinical study involves a researcher - an employee 
of the department of HMEI or SI, which do not have 
their own clinical base;

5.  cooperation between the hospital and the researcher, 
other subjects involved in the clinical trial, provided 
that the sponsor (CRO) makes a contract with such 
persons for the provision of services and (or) perfor-
mance of work related to the trial.

It should be noted that the subjects of the contract made 
by the sponsor (CRO) with different entities are different.

The subject of the sponsor's contract (CRO) with the 
hospital (HMEI or SI) is the implementation of clinical 
trials. The hospital provides these services with the help of 
its available material and technical base and its employees 
(doctors, other medical staff).

In this case, the researcher does not have the status of a 
contract party (hospital holds this status), and performs ac-
tions as a hospital employee. The relationship between the 
hospital and the researcher is regulated by labor legislation. 
Ukrainian legislation stipulates that the hospital conducts 
the main activities of clinical trials (patients treatment, 
observation, etc.), as it defines the PCT [12].

Therefore, the sponsor's contract (CRO) with the hospital 
cannot be considered as an agreement on the use of only 
material and technical resources of this institution. The 
hospital is a participant, that is an entity that conducts a 
clinical trial (but not the area of its conduction, a set of 
buildings, equipment and facilities).

So, the conduct of clinical trial protocol procedures re-
lated to medical decision-making should be specified in 

Fig. 1.  Model of linear relations of clinical trials participants.
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the contract with the hospital, and if the latter is not able 
to conduct a specific diagnostic or laboratory research, in 
the contract with other institutions involved in providing 
relevant services (work implementation). 

The contract with the researcher, as well as with other 
subjects involved in clinical trials, includes those works 
(services) that are additional (to the “medical part” of the 
clinical trial protocol) and, mainly, intellectual and orga-
nizational by the nature.

Entering into the particular contract with a researcher 
(another member of the research team) occurs when, within 
a clinical trial, he is assigned responsibilities that he does not 
perform within his duties in the hospital during working 
hours. This occurs because the relevant work or service is 
not covered by the doctor's job function in the hospital, or 
because the contract, made by the sponsor (CRO) with the 
hospital, does not provide relevant work or service.

Based on a separate contract, the sponsor (CRO) may 
order information from the researcher, in particular, con-
sulting services, information and methodological support 
for clinical trials, services for organizing the trial process and 
(or) the process of attracting subjects, creating intellectual 
property objects, management, supervision and coordinat-
ing the research team, supporting the monitoring and audit 
of testing, generating, quality assurance, collecting, process-
ing, compiling and transmitting research data to its sponsor.

Works (services) ordered by the sponsor (CRO) from the 
researcher are paid for in favor of the latter. For the work 
performed by the researcher during the working hours in 
the hospital, the funds are received by the hospital, which 
personally decides on the payment of its employee.

Analysis of the content of a large number of agreements 
concluded between these persons within the second mod-
el of contractual relations of clinical trial participants in 
Ukraine, shows a mostly formal approach to determining 
the terms of these agreements, which leads to similarity 
(sometimes identity) of the content of agreements between 
the sponsor (CRO) and the hospital with the content 
of the agreements between the sponsor (CRO) and the 
researchers (co-researchers, coordinators) and the lack 
of specification of the responsibilities of the hospital and 
the researcher as separate participants of the clinical trial.

This is partly because it is based mainly on agreements 
developed in other countries (using the first model of 
contractual regulation of relevant relations), which try to 
formally adapt to the legislation of the PCT. Usually, it leads 
to the use of legal constructions that do not comply with 

the PCT legislation. Similar draft contracts are tried to be 
used in the registration of contractual relations with the 
researcher (co-researchers) for additional services (works), 
often replacing only the hospital data with the data of the 
researcher (co-researcher). It is common to specify in the 
draft contract that the researcher is given the responsibil-
ities of the hospital, and in the contracts with the hospital 
that is given the responsibilities of the researcher as its 
employee, and not the hospital as a party to the contract.

Incorrect or unclear definition of the subject and other 
contract terms between subjects involved in the clinical 
trial reduces the effectiveness of its conduction; deperson-
alizes responsibility for conducting clinical trials; raises 
issues about the fairness of payment for the services of the 
hospital and the researcher; can affect researchers' income 
taxation.

The agreement with the researcher may contain terms 
for the sponsor's (CRO) reimbursement of the latter's 
costs for the patient's participation in the clinical trial (in 
particular, reimbursement of transportation costs for the 
visits to the hospital).

There are two options for payment of the compensation:
1)  the researcher spends his own money to cover the 

patient's transportation costs. In this case, the sponsor 
(CRO) does reimburse the researcher for the money 
spent. The payment of such compensation is usually 
related to the researcher's invoices, which indicate the 
amount of money spent and the impersonal data of the 
patients whom such compensation was paid out;

2)  the sponsor (CRO) allocates funds in advance to cover 
the transport costs of patients, transferring them to the 
researcher, who transfers these funds to patients. In 
practice, such costs are not separated from the payment 
received by the researcher from the sponsor (CRO).

EU regulations allow compensation for costs incurred by 
research subjects in connection with participation in the 
trial [13, p. 189].

In the EU these issues are covered by Regulation (EU) 
№536 / 2014 [14], which prohibits the provision of material 
reward or financial incentives (other than compensation) 
for minors and incapacitated persons. The Regulation (EU) 
provides the possibility to pay compensation not only for 
damage to their life or health, but also for costs incurred 
in connection with the trial for vulnerable research groups 
of subjects.

Organization of compensation of expenses of subjects 
for participation in a clinical trial is a service of the spon-

Fig. 2.  Model of parallel relations of clinical trials participants 
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sor's researcher, provided at the expense of the latter, and 
the funds provided in the contract with the researcher as 
reimbursement of patients' visits are not paid for services 
(works) of the researcher. They may be considered by the 
researcher's costs related to the services provided to him if 
the latter include the organization of such visits.

Payments of compensation and (or) rewards to research 
subjects for participation in a clinical trial should be 
mentioned in contracts with the researcher or with other 
subjects that provide services for organizational support 
of such payments to patients if such payments are agreed 
upon in the prescribed manner.

The relationship between the hospital and the researcher 
(co-researcher, coordinator) as a separate entity involved 
in conducting a clinical trial on the basis of the hospital, 
regardless of whether he is a hospital employee (HMEI or 
SI), may be regulated in the cooperation agreement with 
the hospital. It is also advisable to regulate the interaction of 
such subjects during the provision of services (implemen-
tation of work) related to the trial in the sponsor's contract 
(CRO) with the hospital to conduct the trial.

If during the clinical trial there is a need to involve 
staff to perform work (services) not related to medical 
decision-making (coordination and logistics of patient 
visits to the hospital, accounting for trial materials and 
investigational medicinal products, technical support and 
providing some research procedures, filling out individual 
registration forms, cooperating with the hospital ethics 
commission, maintaining a quality control system, pre-
paring reports, ensuring proper paperwork, etc.), research 
coordinators, data entry specialists, quality specialists, 
pharmacists may be involved in their implementation.

Thus, it is common in the world practice of conducting 
clinical trials to appoint a researcher in the PCT Study Co-
ordinator, Clinical Research Coordinator, who is a specially 
trained person who will assist the researcher in organizing 
the clinical trial, besides, will deal with the logistics of re-
search materials, laboratories, visits subjects of research, 
control over the maintenance of primary medical records, 
filling out individual registration forms. The responsible 
researcher may delegate his / her responsibilities to the Study 
Coordinator, except for medical decisions and general con-
trol over the implementation of the study in the PCT [15].

If specified duties are not included in the scope of respon-
sibilities of the hospital (HMEI, SI), defined in the contract 
for the clinical trial, the sponsor (CRO) or the researcher in 

agreement with the sponsor (CRO) enters into a separate 
contract with the coordinator for relevant services (work), 
because the participation of the coordinator cannot be 
provided in this case by delegation – the researcher cannot 
delegate more powers than he has.

Also, during the clinical trial a co-researcher doctor 
or nurse (for laboratory and analytical work in the local 
laboratory, preparation of tests for the central laboratory, 
etc.), pharmacist (for acceptance, registration, accounting, 
preparation, issuance to the researcher of the study medic-
inal product, temperature register, maintaining documen-
tation related to the medicinal product), narrow specialists 
(radiologist, bacteriologist, endoscopist, infectious disease 
specialist, ultrasound diagnostician, neurologist, etc.) may 
be involved [16, p. 24-25]. If their activities are covered by 
a hospital contract with a sponsor, the sponsor (CRO) does 
not enter into separate agreements with them.

In general, the list of persons who can be involved in a 
clinical trial is not legally limited, the range of these persons 
and their responsibilities are determined by the sponsor 
(CRO), or in each particular trial, taking into account the 
protocol and design of the trial, and also the number of 
subjects under this trial.

The second model of organizational and legal relations in 
conducting clinical trials, is characterized by the entering 
into contracts by the sponsor with both the hospital and the 
researcher, other persons who provide services (perform 
work) related to clinical trials that are additional to the 
hospital services, is strictly prohibited in the legislation 
of some states. For example, in the UK, some financial 
arrangements between the sponsor (CRO) and any other 
hospital unit (including pharmacies) or the university 
where the researcher works are prohibited (financial issues 
must be settled between the hospital and the relevant en-
tities) [9, p. 149-150].

In world practice, the involvement of SMO into clinical 
trials is widespread.

It should be noted that:
1) The SMO may be involved by both the sponsor (CRO) 

and the hospital, and its functions (rights, responsibilities) 
in conducting the clinical trial are defined in the contract.

The SMO can perform auxiliary functions (choosing 
a hospital for a specific clinical trial and coordinating its 
work, finding patients, technical support, control and risk 
management, staff training, logistics of clinical trial pro-
cedures, organization of transportation services, etc.) that 

Fig. 3. Organizational and legal relations between participants of the relationship on payment of the research subject's 
participation in the clinical trial   
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improve trial management and administration positively 
influencing its holding [9, p. 160].

The SMO may perform technical work and provide other 
non-clinical analytical, consulting services necessary to en-
sure the clinical trial, in particular: interact with the ethics 
committee, translate, copy, prepare documents and other 
specialized auxiliary office activities; coordination, orga-
nization and control over the maintenance of clinical trial 
documentation; control over the completeness and time-
liness of providing the customer with a trial of reporting 
information; organization (if necessary) of involvement of 
independent consultants on technical issues (in particular, 
to ensure the operation of medical equipment used during 
the study, if the relevant specialists are not in the hospital).

2) SMO is a different organization from CRO. If, despite 
its name, SMO, such an organization actually performs the 
functions and powers of the CRO, it will be subject to the 
requirements of the legislation on the CRO [17].

The nature of the services (works) ordered by the sponsor 
(CRO) in SMO may determine the need to conclude a con-
tract with the hospital (researcher) or to regulate the proce-
dure of its interaction with the hospital (researcher) in the 
sponsor's contract (CRO) with the hospital (researcher).

The organization of payment for the benefit of research 
subjects of certain funds, if it agreed in the manner pre-
scribed by law, may be an independent subject of the con-
tract made by the sponsor (CRO) with the vendor, which 
undertakes obligations to organize and conduct on behalf 
of and for sponsor account these payments. The subject of 
such agreement is services for the organization and pay-
ment of compensation in favor of the subject in connection 
with his participation in a clinical trial.

Implementation of such an agreement requires entering 
into contract with the subject of the research, which may be 
called a “contract for the provision of services related to the 
patient's participation in a clinical trial.” The subject of the 
research does not provide services under this agreement 
to the specified vendor. Such a vendor acts as an agent 
(representative) of the sponsor based on a contract for the 
provision of services for the organization of the relevant 
payment (Fig. 3). The data obtained from the results of 
the research are not transferred to this vendor, it is the 
sponsor's property and its transfer to the latter is regulated 
in the sponsor's (CRO) agreements with the hospital and 
(or) with the researcher.

It should be noted that the agreement between the vendor 
and the subject does not oblige the latter to participate in 
the clinical trial. The reference to the fact that the subject 
of the trial, having given informed consent to participate 
in the clinical trial, has agreed to participate in it, is used 
in such an agreement only to indicate the condition of its 
conclusion and does not violate the right of this subject to 
terminate at any time in this trial and is not coercion to 
such participation.

Polar provisions are expressed regarding the payment 
of the research subject's participation in the clinical trial, 
namely:1) such payment may reduce the participant's un-
derstanding or the voluntariness of his informed consent; 

2) the absence of such payment may be unethical, as par-
ticipants should be rewarded for their contribution to the 
public good and involved in the profits of the research [18].

A study of the impact of rewards on a patient's willingness 
to participate in a clinical trial found that a high payment 
motivated him/her to participate in the study, but there was 
no evidence that the payment rates commonly used was un-
reasonable or unfair incentives [19]. During the study of the 
impact on the motivation of healthy volunteers, residents of 
European countries, it was found that: the financial motive 
was the main for 53.3% of them, 27.8% indicated that the 
motive for their participation was the desire to contribute 
to pharmaceutical and medical science; for 12.7%  it was a 
social responsibility, for 6.2% it was the opportunity to get 
a quality free modern examination [20, p. 32].

Payment for clinical trial participation as coercion is highly 
rare, as it requires a certain threat of harm to life, health or 
loss of property. Relevant risks should be assessed during the 
approval of the test report, and their acceptability must be 
approved by the competent authorities [13, p. 185].

For example, the US Food and Drug Administration 
(FDA) has defined guidelines for evaluating these pay-
ments, including payment should be made during the trial 
and not depend on the subject's participation until it is 
complete; payment that encourages continued participa-
tion in the trial is acceptable but should be a small fraction 
of the total. In 2014, the UK Department of Health (HRA) 
issued a Guide to Payments and Incentives in Clinical 
Trials, which provided ethics committees with guidelines 
for assessing the acceptability of financial incentives, such 
as determining the proportionality of burden payments 
to research (in particular, the number of required hospital 
visits, medical procedures, keeping certain diaries, filling 
out questionnaires) [13, p. 187-188].

As a result of the study, two models of contractual reg-
ulation of organizational and legal relations between the 
subjects involved in the clinical trial were identified. The 
first model is more convenient for the sponsor, as he usu-
ally concludes a contract through the CRO for a clinical 
trial with a hospital, which itself involves co-contractors 
(subcontractors), concluding contracts with them, retain-
ing responsibility for the contract with the sponsor. This 
model is the most common in world practice and in some 
countries it is the only one acceptable. The second model 
is common in some post-Soviet countries and is more 
complicated for the sponsor, as it requires the making of a 
contract with a hospital for a clinical trial, as well as con-
tracts for additional work and services with other entities 
involved in such a trial (members of the research group, 
research coordinator, HMEI, SI, other medical institutions 
that will provide laboratory and diagnostic services). The 
organizational and legal relations that arise in the case of 
reimbursement of expenses by the sponsor and making 
payments to the subject of the trial are also considered. 
The results of the study can be used in further research of 
legal relations in the field of clinical trials, as well as law 
enforcement practice of their contractual regulation and 
in improving of the current legislation.
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CONCLUSIONS 
The proper organization of relations between different 
participants in clinical trials is the key to their clear and 
timely implementation. Such relationships will be governed 
by agreements between the sponsor and other subjects 
involved in the clinical trial. The participation of CRO 
and SMO in such legal relations is considered traditional.

The analysis of the regulatory framework and law en-
forcement practice allowed to identify models of linear 
and parallel organizational and legal relations between the 
subjects involved in the clinical trial, which affects their 
contractual registration.

The first is the most common model, which is that the spon-
sor (CRO) orders a clinical trial in a hospital, and the latter, if 
necessary, can involve other subjects to perform the contract.

The second model is characterized by the making of 
sponsorship (CRO) contracts with the hospital in which the 
PCT is defined, and also with the researcher, co-research-
ers, test coordinator, institutions involved in laboratory 
and (or) diagnostic tests that cannot be conducted in the 
hospital. In this case, the second group of agreements is 
concluded by the sponsor (CRO), mainly with subjects that 
are both employees of the hospital (or HMEI or SI involved 
into the trial by the sponsor) and within their working 
hours perform the sponsor's agreement with the hospital, 
and in free from work in the hospital time perform their 
own contracts with the sponsor.

The organization of a clinical trial in the second model may 
be accompanied by a set of agreements: 1) for a clinical trial: 
between the sponsor (CRO) and the hospital or between the 
sponsor (CRO), hospital and HMEI and (or) SI, if the latter 
are involved in the clinical trial on the basis of the hospital; 
2) provision of additional services and (or) performance of 
work related to clinical trials between the sponsor (CRO) and 
the researcher and (or) other subjects involved in the clinical 
trial (in particular, the trial coordinator); 3) on cooperation 
between the hospital and HMEI or SI, if their employee is 
involved in the clinical trial as a researcher; 4) cooperation 
between the hospital and the researcher, other entities in-
volved in the clinical trial, with which the sponsor (CRO) 
has entered into a contract for the provision of services and 
(or) work related to the trial; 5) on the provision of labora-
tory or diagnostic services between the sponsor (CRO) and 
specialized institutions (if they cannot be provided by the 
hospital where the PCT is defined).

The complexity of organizational and legal relations in 
the second model determines the need for an attentive at-
titude to the subject and terms of contracts, which should 
clearly delineate the functions of all persons involved in 
the clinical trial.

A sponsor (CRO) or hospital may engage SMO on a 
contractual basis to perform work (services) related to a 
clinical trial. If the sponsor (CRO) orders from the vendor 
services to organize the payment of the subject of the study, 
a contract may be concluded between this vendor and such 
a subject to regulate the procedure and conditions of the 
payment mentioned. This agreement may not restrict the 
latter's right to refuse to take part in the trial.
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INTRODUCTION
An important task of modern democratic states is to cre-
ate conditions for the preservation and strengthening of 
people's health, providing them with high-quality medical 
services. One of the means of implementing this task is the 
use of various forms of state support for business entities 
operating in the healthcare sector. The need to provide such 
support is due to the fact that health care activities are of 
great social importance and cannot always be carried out 
on a purely commercial (market) level since in a socially 
oriented country every citizen should have the opportunity 
to receive a necessary treatment regardless of financial 
capabilities. At the same time provision of state support in 
this area is associated with the risks of distorting economic 
competition, unreasonable gain by certain economic enti-
ties of competitive advantages over other entities. This, in 
turn, gives grounds to consider such support as “state aid 
to business entities”, which is subject to control by specially 
authorized bodies.

In the European Union countries provision of state aid 
in the health sector with the application of the rules for 
monitoring such aid is a fairly common practice. So, as of 
September 2020, the information search system of the Eu-
ropean Commission contains information on 120 cases on 
the provision of state aid (support) in this area [1]. Unlike 
the European Union countries, in Ukraine the system of 

control over state aid to business entities was introduced 
relatively recently. In particular, in accordance with the 
Association Agreement between Ukraine and the Euro-
pean Union (ratified by Ukraine on September 16, 2014), 
Ukraine has undertaken to adopt national legislation on 
state aid, adapting it to the relevant rules of the European 
Union. The Parties have agreed that they will apply the 
Articles of Agreement on the state aid matters using as a 
source of interpretation the criteria arising from the ap-
plication of Articles 106, 107 and 93 of the Treaty on the 
Functioning of the European Union, in particular, the rele-
vant jurisprudence of the Court of Justice of the European 
Union, as well as relevant secondary legislation, framework 
provisions, guidelines and other existing administrative 
acts of the Union [2]. In fulfillment of these obligations, 
the Law of Ukraine “On State Aid to Business Entities” 
[3] was adopted, the effect of which extends, among other 
things, to relations on exercising control over the provision 
of state assistance in the field of healthcare.

The primary experience accumulated in Ukraine in 
the application of EU rules in the state aid control in 
the above-mentioned area indicates the existence of 
problematic legal issues, the solution of which may be 
of interest both for this country and for other countries 
practicing state assistance to providers of medical and 
related to its services. 
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The above indicates the relevance of the stated topic and 
the expediency of its research.

THE AIM
The purpose of this study is to concretize the directions for 
improving the legal framework for monitoring state aid in 
the health sector.

MATERIALS AND METHODS
To achieve this goal relevant provisions of the Treaty on 
the Functioning of the European Union were analyzed, 
as well as the main official documents of the European 
Commission and the Court of Justice of the European 
Union, which are important for the legal qualification of 
certain state aid measures. Critical analysis of the relevant 
legislation of Ukraine was carried out. Review of the An-
timonopoly Committee of Ukraine (hereinafter referred 
to as the Authorized Body for State Aid) status reports on 
the provision of state aid to business entities in Ukraine for 
2017-2019 was summarized. The content of all decisions 
taken by the specified authorized body in the period from 
January 2018 to August 2020 based on the notifications 
review results on the provision of state aid in the health 
sector (23 decisions in total) was processed.

In the course of the analysis of the materials general 
and special methods of scientific knowledge, in particular, 
dialectical, analytical-synthetic, system-structural, for-
mal-logical, comparative-legal methods were used.

REVIEW AND DISCUSSION
In accordance with the Treaty on the Functioning of the 
European Union in its activities the Union respects the 
obligations of the member countries to define their health 
policies and to organize and provide health care and 
medical services. The responsibility of the member states 
includes management of health services and medical care as 
well as the allocation of resources dedicated to them (part 
7 of article 168). At the same time health sector is a subject 
to provisions of the same Treaty which establish general 
principles for the provision of state aid by member states 
and control over state aid (Articles 107-109) [4].

Taking into account the law of the European Union in 
the legal systems of the countries concerned, there has been 
applied an approach, according to which state support of 
economic entities is the object of control, which meets 
certain criteria, the presence of which gives grounds to 
qualify certain support measure as “state aid to a business 
entity”. In particular, in Ukraine, state support is considered 
state aid if it simultaneously has the following features: 1) 
provided to a business entity; 2) carried out at the expense 
of the state or local resources; 3) creates advantages for the 
production of certain types of goods or the implementation 
of certain types of economic activity; 4) distorts or threat-
ens to distort economic competition (Article 1 of the Law 
of Ukraine “On State Aid to Business Entities”). 

In case if a certain planned measure of state support of 
economic entities (including those carrying out activities 
in the field of health care) meets the above four criteria, 
then executive authorities or local governments intending 
to provide such support are obliged to submit notifications 
of new state aid to the Authorized Body for State Aid. Such 
state body reviews submitted notifications, establishes 
affiliation of the proposed state support measure to state 
aid and decides on admissibility or inadmissibility of its 
provision, taking into account the legislative requirements.

However, in contrast to the features of state aid enshrined 
in Article 107 of the Treaty on the Functioning of the Eu-
ropean Union in some countries (including Ukraine) there 
is no mandatory presence of such a qualifying feature of 
state aid as the impact on international trade. As a result, 
control is exercised over state aid which does not affect 
international trade but concerns the state of competition 
only in domestic commodity markets.

Health care activities are among the economic activities 
that most often receive notifications of state aid from the 
State Aid Authority. So, according to the analysis results 
of the activities of such a body in Ukraine it was found 
that in 2018-2019 the health care sector entered the top 
ten spheres of economic activity in respect of which the 
authorized body for state aid has considered a notification 
on state aid [5, 6]. From January 2018 to August 2020, this 
regulatory body adopted:

18 decisions according to which certain measures of 
state support in the field of health care are recognized as 
non-state aid (including 5 decisions in 2018; 6 decisions 
in 2019; 7 decisions in 2020); 

5 decisions by which measures of state support in this 
area are recognized as state aid, which is permissible for 
competition, provided that its suppliers and recipients fulfill 
additional obligations determined by the controlling body 
(including in 2019 - 1 decision; in 2020 - 4 decisions) [7].

The above shows that in most cases applicants incorrectly 
qualify certain measures of state support, mistakenly con-
sidering them to be state aid. At the same time the analysis 
of the decisions taken by the controlling body that the prob-
lematic issues stem from the payment of medical services 
from various sources. Thus, state and communal health 
care enterprises (institutions) within the scope of the state 
guaranteed volume provide certain medical services that 
are free of charge for patients and financed from the state 
budget, and have also the right to provide other medical 
services to patients on a paid basis. Accordingly, in case of 
providing these enterprises (institutions) with state support 
in any form the question arises about the legal qualification 
of such measures. At the same time such a qualification 
requires clarification of the nature of the activity of the 
support recipient (economic or uneconomic activity) [8; 9].

For the formation of national law enforcement practice 
it is important to consider the relevant sources of Euro-
pean Union law. From this perspective the Notification 
from the European Commission on the concept of state 
aid in accordance with Article 107 (1) of the Treaty on the 
Functioning of the European Union which, among other 
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things, contains a separate subdivision - “Health care” 
(subsection 2.4), is especially significant. It stipulates that 
the health systems of different member states of the Union 
differ significantly. The availability and level of competition 
between healthcare providers depends on these national 
characteristics. In some member states public hospitals 
are an integral part of the national health system and are 
entirely based on the principle of solidarity (the national 
health system in Spain is a prime example). These hospitals 
receive direct funding from social contributions, other gov-
ernment resources and provide their services free of charge 
to all categories of the population. The European Court of 
Justice has confirmed that, given the existence of such a 
system, the organizations concerned are not considered 
to be economic operators. If such system exists, then even 
an activity that is inherently economic but carried out for 
the purpose of providing another non-economic service 
is not considered an economic activity. An organization 
that buys goods - even in large quantities - for the purpose 
of providing a non-economic service is not considered a 
business entity because it simply acts as a buyer in the rel-
evant market. In addition, it was stated that in many other 
member states hospitals and other health care providers 
offer their services for a fee that is paid directly by patients 
or through their health insurance. In such systems there 
is a certain level of competition between hospitals in the 
provision of health services. In this case the fact that the 
medical service is provided by a public hospital is not 
sufficient for the relevant activity to be considered uneco-
nomical. According to the explanation of the EU court, 
medical services provided by private doctors and other 
specialists for a fee and at their own risk should be con-
sidered an economic activity. The same principle applies in 
the case of pharmacies [10]. A similar position is set out in 
Notification from the Commission on the application of the 
European Union State aid rules to compensation granted 
for the provision of services of general economic interest 
[11]. At the same time an overview of various models of 
financing enterprises and healthcare institutions in the 
EU member states (Germany, Netherlands, Spain, Poland, 
Czech Republic) is presented rather thoroughly in Section 
4 of the Report Study on the financing models for public 
services in the EU and their impact on competition [12].

To find out whether certain measures to support busi-
ness entities in the health care sector belong to state aid 
the legal positions set forth in other sources of European 
Union law are also important. In particular, the European 
Commission Resolution SA 39913 (2017 / NN) on the 
compensation of public hospitals indicates that the EU 
courts have confirmed: in those systems (in particular 
health care systems) where services are funded directly 
from social insurance fees and other public resources, 
and are also provided free of charge or with a small part of 
expenses coverage by affiliated persons for basic universal 
services, the respective organizations do not carry out 
business activities. The activities of medical institutions 
which are almost entirely functioning on the principles of 
solidarity and universality can be considered uneconomical 

for the purposes of assessing public assistance [13]. Para-
graph 39 of General Jurisdiction FENIN Court Statement 
(T-319/99) determines that under the condition of the 
existence of a solidarity system, medical institutions are 
not considered subjects of economic activity [14]. Along 
with this the decision of Ambulanz Glöckner (C-475/99) of 
the EU Court of Justice noted that the services of medical 
organizations provided for a fee from end consumers in 
the market of relevant medical services are considered an 
economic activity [15].

At the same time legal qualification of the activities of 
medical institutions in national health systems, based 
on the principle of solidarity, is still not unambiguously 
resolved. Thus, in addressing this issue, Pedro Cruz Yábar 
focused on the legal position set out in the Judgment of the 
General Court in the case of the Coordination of Bruxel-
loise d'institutions sociales et de santé (CBI). In this case 
the Court agreed with the Commission's decision, which 
emphasized that any activity involving the supply of goods 
and services in a given market is an economic activity. Even 
if medical services were provided almost free of charge 
(end-users paid only a small part of the costs), it cannot be 
ruled out that the same services may also be provided by 
a private operator for a fee [16]. In its judgment the Com-
mission referred to the judgment of the European Court of 
Justice in the case of Smits and Peerbooms, which applied 
the following position: the fact that hospital treatment is 
financed directly by health insurance funds on the basis 
of agreements and predetermined cost of services does 
not in any way preclude such activities from the sphere of 
economic activity. The concept of economic activity does 
not require that the service be paid for by those to whom 
it is provided. Payments made by health insurance funds 
are a reward for the medical services of the hospital that 
provides them, and which carries out economic activities 
[17]. In view of this Pedro Cruz Yábar rightly states that the 
indicated decisions of the Commission and the Court in the 
CBI case do not agree with the position set out by the Com-
mission in the Communication on the application of the 
European Union State aid rules to compensation granted 
for the provision of services of general economic interest. 
As the interpretation contained in the judgment of the 
Court of Justice necessarily prevails over the interpretation 
previously set out in the Commission's Communication, 
it can be concluded that the interpretation available in the 
Communication does not currently apply. Hence, in prin-
ciple, it should be borne in mind that a hospital providing 
medical services is an enterprise even when those services 
are not paid for by those who directly benefit from them 
and/or when the hospital operates in accordance with the 
principle of solidarity. However, this issue remains open, 
given the limited number of precedents, and current situ-
ation may change in future decisions of the Commission 
and the Court of Justice [18].

Thus, the above indicates the expediency of clarifying 
in the official documents of the European Commission 
its position on the qualification of the activities of health 
care providers to resolve the contradictions described 
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above. In its turn, at the national level, in the explanations 
of the authorized competition authorities it is advisable to 
specify the conditions for recognizing state aid measures 
of state support for healthcare enterprises (institutions), 
considering the possibility of simultaneous financing of 
their activities from different sources.

Alongside, there are problems with the qualification of 
state aid in relation to certain types of economic activities 
in the field of health care and their classification as those of 
general economic interest. The legal basis for raising such 
issues is Article 106 of the Treaty on the Functioning of the 
European Union, according to which business entities en-
trusted with the management of general economic interest 
services or which have features of profitable monopoly are 
subject to competition rules, provided that the application 
of such rules does not legally or actually interfere with the 
performance of certain tasks assigned to them. An expla-
nation of the key concepts underlying the application of 
state aid rules in compensation for services constituting a 
common economic interest is set out in the above-men-
tioned Communication from the EU Commission on the 
Application of the EU State Aid Rules to compensation 
provided for the provision of services constituting a com-
mon economic interest 2012 / Since 8/02 [11]. In addition, 
the judgment of the European Court of Justice of 24 July 
2003 № 280/00 in the case of Altmark Trans Gmbh, Re-
gierungspräsidium Magdeburg v Nahverkehrsgesellschaft 
Altmark Gmbh, which sets out the criteria, according to 
which compensation for business entities for the costs 
associated with the provision of general services economic 
interest cannot be considered state aid [19].

As Johan W van de Gronden points out, the Altmark 
approach could be of great interest for health care, as uni-
versal coverage plays a major role in this sector. However, 
it is strongly depends on how the Community courts 
interpret the Altmark criteria. If they use a strict reading 
of the Altmark judgment many national compensation 
measures will be found incompatible with Article 87 (1) 
EC. Consequently, proper execution of many PSOs will be 
put at risk due to the standstill provision of Article 88 (3) 
EC. Conversely, a flexible interpretation of the Altmark 
criteria will prevent these problems from occurring [20].

However, there is currently a contradictory approach 
in national legal systems (particularly in Ukraine). On 
the one hand, at the legislative level health services are 
not included in the list of services of general economic 
interest [21]. On the other hand, in practice, the State Aid 
Authority recognizes that the establishment of such a list 
is not in line with European Union rules, according to 
which compensation for the provision of services, which 
are of general economic interest, is assessed according to 
the criteria for such support or is not considered State aid, 
or is considered State aid that is eligible for competition. 
Accordingly, there are cases when Authorized Body for 
State Aid recognizes certain activities related to the field 
of health care as being of general economic interest [22].

To eliminate this contradiction the initiative of the 
Authorized Body for State Aid in legislative amendments 

deserves support, taking into account the above-mentioned 
Judgment of the European Court in the Altmark case [23].

In the context of abovementioned, one can agree with 
Vassilis Hatzopoulos, who notes that the application of EU 
law requires the introduction of the “services of general 
interest” concept or “public service” in the field of health 
with a precise definition of its content. This is necessary 
both to identify which organizations can qualify as “cus-
tomer organizations” and to apply the Altmark test [24].

Developing the thesis it is worth noting that according to 
paragraph 46 of the Communication of the EU Commis-
sion on the application of the state aid rules of the European 
Union to compensation provided for the provision of ser-
vices constituting general economic interest 2012 / С 8/02, 
in the absence of specific Union rules governing the scope 
of the SGEI, member states have a wide margin of discre-
tion in designating a service as SGEI and in compensating 
the service provider. The Commission's competence in this 
respect is limited to verifying whether a member state has 
made a manifest error in classifying the service as SGEI 
and to assess the state aid related to compensation [11].

Taking this into account the achievement of certainty 
in the application of rules for control over state aid could 
be facilitated by specifying in the explanations of national 
competition authorities and bodies implementing state 
policy in the field of health care, the list of activities in 
the health sector that can be considered as constituting 
common economic interest. Besides, at the level of national 
legislation it is possible to fix a list of special conditions 
for payment of compensation to healthcare enterprises 
(institutions) for reasonable costs for the provision of 
such services. It should be noted, however, that the Eu-
ropean Commission is currently assessing the rules for 
public assistance for health and social services which are 
of general economic interest. Based on the results of such 
an assessment the Commission will make a decision to 
update the SGEI rules applicable to medical and social 
services [25], which in turn should be taken into account 
in further formation of national legislation and law en-
forcement practice.

Another difficult issue related to control concerns the 
determination of the conditions under which state assis-
tance to business entities in health sector can be recognized 
as acceptable. Now legal regulation of this issue is based 
on general (framework) provisions of Article 107 of the 
Treaty on the Functioning of the European Union which, 
in particular, states the admissibility of state aid provided 
in order to promote the socio-economic development of 
regions in which the standard of living is low or the level 
of unemployment is high, and to facilitate the development 
of certain types of economic activities as long as such assis-
tance does not adversely affect the terms of trade. 

In the development of these provisions of the Treaty at the 
national level, the Criteria for assessing the admissibility 
of state aid to business entities to ensure the development 
of regions and support for medium and small businesses 
are approved [26]. Accordingly, the providers of state aid 
in the field of healthcare emphasize that such aid should 
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be aimed at promoting the socio-economic development 
of regions, and the Authorized Body for State Aid when 
assessing the admissibility of such aid checks it for com-
pliance with the above criteria [9].

However, it is not always advisable to assess the admis-
sibility of the provision of state aid in the health sector 
only on the basis of criteria that are calculated to ensure 
the development of regions. Indeed, the provision of such 
assistance can be aimed at achieving other goals which are 
referred to in Article 107 of the Treaty on the Functioning 
of the European Union. In this regard one of the directions 
for the development of national legislation on state aid 
should be further development of criteria for assessing 
the admissibility of state aid, taking into account the law 
of the European Union [27] and their application to assess 
the admissibility of state aid in health sector which aims 
to solve problems at the national level.

Issues of legal support for state aid include the accumu-
lation of complete and reliable information at the national 
level in all existing state aid programs in terms of certain 
areas of economic activity (including health care). For 
example, in Ukraine there is still no accurate information 
on state aid which was provided in previous years (which 
should be a prerequisite for further review of such aid and 
assessment of its eligibility for competition). The reason 
for this is the insufficient level of providers awareness on 
the institution of state aid, improper fulfillment by some of 
them of the obligation to inform the supervisory authority 
about new and current state aid, imperfect processing of 
the information provided, etc.

To eliminate this problem, it is proposed to conduct 
a comprehensive inventory of all existing programs and 
measures to provide state support to business entities, the 
result of which should be the receipt of comprehensive in-
formation on the state of the provision of state assistance in 
general and in the context of individual areas of economic 
activity, including in the health care sector.

It can be based on an automated information retrieval 
system set up at the European Union level, which is de-
signed to collect and search for information on state aid 
decisions, including such a criterion as the economic sector 
for which aid was provided. At the same time, Human 
health activities (Q. 86) are separately included in the list 
of various economic sectors which gives users the oppor-
tunity to receive and process information about state aid 
including this sector [1].

The implementation of these measures at the national 
level will be useful in exercising control by authorized 
bodies in the field of state aid, the creation and operation of 
national information systems for collecting, accumulating 
and processing information on state aid to business entities.

General issues related to the legal enforcement of state 
aid control at the level of the European Union and in indi-
vidual countries were previously considered in the works of 
Pier Luigi Parcu, Giorgio Monti, Marco Botta [28], Vesna 
Tomljenović, Nada Bodiroga-Vukobrat, Vlatka Butorac 
Malnar, Ivana Kunda [29], Marcin Spychała [30], Marek 
Szydło [31], Marek Rzotkiewicz [32], A.A. Bakalinsky [33], 

AE Lillemäe [34] and other authors. Pedro Cruz Yábar 
[18], Johan W van de Gronden [20], V. Hatzopoulos [24] 
analyzed various aspects of the application of the European 
Union rules on the control of state aid in the provision of 
such aid in healthcare sector. 

Research presented in this article made it possible to con-
cretize provisions regarding legal support of control over 
state aid in this area in such aspects as: legal qualification 
of the activities of health care providers; determining the 
affiliation of certain types of activities in the field of health 
care to those of general economic interest; criteria used 
to assess the eligibility of state aid in this area; collection 
and processing of information on state aid programs and 
measures in the relevant sector of the economy.

CONCLUSIONS
The study shows that at the level of law and judicial practice 
of the European Union legal positions on the control of 
state aid have been formed regarding legal qualification of 
state aid in the field of health care, and which should be 
taken into account in the formation of national legislation 
and law enforcement practice in those countries, including 
Ukraine, where this issues exist. Wherein perspective areas 
for improving legal framework for monitoring state aid in 
the health sector can become:

clarification in the official documents of the European 
Commission regarding its position on the qualification 
of health care providers who receive funding from social 
contributions and other public resources and provide their 
services free of charge to the public;

specification in the explanations of the authorized 
national competition agencies of the conditions for rec-
ognition as state aid measures of state support for health 
care enterprises (institutions), taking into account the 
possibility of simultaneous financing of their activities 
from different sources;

implementation of the criteria determined by the De-
cision of the European Court in the Altmark case into 
national legislation, as well as the establishment of a list of 
special conditions for payment to health care enterprises 
(institutions) of compensation for reasonable costs of 
providing medical and other services of general economic 
interest;

further development by national authorities of criteria 
for assessing the admissibility of state aid, taking into ac-
count the law of the European Union and their application 
to assess the admissibility of state aid in the health care 
sector, which aims to solve problems at the national level;

ensuring the accumulation and publication of reliable 
information on the programs and measures of state assis-
tance implemented by certain countries in various fields of 
economic activity, including the health care field.

REFERENCES
 1.   State Aid Cases. Available from: https://ec.europa.eu/competition/

elojade/isef/index.cfm?clear=1&policy_area_id=3. [reviewed 
2020.08.10].



LEGAL ENFORCEMENT OF STATE AID CONTROL IN THE FIELD OF HEALTHCARE: EXPERIENCE OF UKRAINE...

2853

 2.   Association Agreement between the European Union and its 
Member States, of the one part, and Ukraine, of the other part. 
Available from: https://eur-lex.europa.eu/legal-content/EN/
TXT/?qid=1413961918333&uri=CELEX:22014A0529%2801%29. 
[reviewed 2020.08.10].

 3.   Pro derzhavnu dopomohu subiektam hospodariuvannia: Zakon 
Ukrainy [On State Aid to Business Entities: Law of Ukraine] No. 1555-
VII of 01.07.2014. Available from: https://zakon.rada.gov.ua/laws/
show/1555-18#Text. [reviewed 2020.08.05] (Ua).

 4.   Consolidated version of the Treaty on the Functioning of the European 
Union. Available from: https://en.wikisource.org/wiki/Consolidated_
version_of_the_Treaty_on_the_Functioning_of_the_European_
Union. [reviewed 2020.08.05].

 5.   Аnnual report on granting of state aid to undertakings in Ukraine for 
2018. Available from: https://amcu.gov.ua/napryami/derzhavna-
dopomoga/richni-zviti-pro-nadannya-derzhavnoyi-dopomogi/2018-
rik. [reviewed 2020.09.10].

 6.   Аnnual report on granting of state aid to undertakings in Ukraine for 
2019. Available from: https://amcu.gov.ua/napryami/derzhavna-
dopomoga/richni-zviti-pro-nadannya-derzhavnoyi-dopomogi/2019-
rik. [reviewed 2020.09.05].

 7.   Reiestr rishen Antymonopolnoho komitetu Ukrainy shchodo derzhavnoi 
dopomohy [Register of decisions of the Antimonopoly Committee of 
Ukraine on state aid]. Available from: http://pdd.amc.gov.ua/registry/
registryofdecision/list. [reviewed 2020.09.05] (Ua).

 8.   Rishennia Antymonopolnoho komitetu Ukrainy [Decision of the 
Antimonopoly Committee of Ukraine] No. 640-р of 15.11.2018. 
Available from: http://pdd.amc.gov.ua/registry/registryofdecision/
list. [reviewed 2020.09.05] (Ua).

 9.   Rishennia Antymonopolnoho komitetu Ukrainy [Decision of the 
Antimonopoly Committee of Ukraine] No. 377-р of 18.06.2020. 
Available from: http://pdd.amc.gov.ua/registry/registryofdecision/
list. [reviewed 2020.09.05]. (Uа).

 10.   Commission Notice on the notion of State aid as referred to in 
Article 107(1) of the Treaty on the Functioning of the European 
Union C/2016/2946. Available from: https://eur-lex.europa.eu/
legal-content/EN/TXT/?uri=uriserv%3AOJ.C_.2016.262.01.0001.01.
ENG&toc=OJ%3AC%3A2016%3A262%3ATOC. [reviewed 2020.09.05].

 11.   Communication from the Commission on the application of the European 
Union State aid rules to compensation granted for the provision of services 
of general economic interest. Available from: https://eur-lex.europa.
eu/legal-content/EN/ALL/?uri=CELEX%3A52012XC0111%2802%29. 
[reviewed 2020.09.05].

 12.   Study on the financing models for public services in the EU and their impact 
on competition. Available from: https://ec.europa.eu/competition/
publications/reports/kd021641enn.pdf. [reviewed 2020.09.05].

 13.   State Aid SA.39913 (2017/NN) – Italy Alleged compensation of public 
hospitals in Lazio. Available from: https://ec.europa.eu/competition/
elojade/isef/case_details.cfm?proc_code=3_SA_39913. [reviewed 
2020.09.05].

 14.   Judgment of the Court of first instance of 4 March 2003 in Case T-319/99. 
Federación Nacional de Empresas de Instrumentación Científica, 
Médica, Técnica y Dental (FENIN) v Commission of the European 
Communities. Available from: https://eur-lex.europa.eu/legal-content/
EN/TXT/?uri=CELEX:61999TJ0319. [reviewed 2020.09.05].

 15.   Judgment of the Court (Fifth Chamber) of 25 October 2001. Firma 
Ambulanz Glöckner v Landkreis Südwestpfalz. Available from: http://
curia.europa.eu/juris/liste.jsf?num=C-475/99. [reviewed 2020.09.05].

 16.   Commission Decision, Case №№ 54/2009 (ex- CP 244/2005) – Belgium 
Financement des hôpitaux publics du réseau IRIS de la Région Bruxelles-
Capitale, para. 107.

 17.   Case C-157/99, Smits and Peerboms, [2001], ECR p.I-5473.
 18.   Pe d ro  C r u z  Yá b a r.  Th e  a p p l i c at i o n  o f  S t at e  a i d  r u l e s 

to the public financing of health care infrastructures. 2013. 
Available from: http://www.jaspersnetwork.org/download/
attachments/4947983/State%20Aid%20Broadband_Guidelines.
pdf?version=1&modificationDate=1366385314000&api=v2. 
[reviewed 2020.09.05].

 19.   Judgment of the Court of 24 July 2003. Altmark Trans GmbH and 
Regierungspräsidium Magdeburg v Nahverkehrsgesellschaft Altmark 
GmbH, and Oberbundesanwalt beim. Available from: http://curia.
europa.eu/juris/liste.jsf?num=C-280/00. [reviewed 2020.09.05].

 20.   Johan W van de Gronden. Financing Health Care in EU Law: Do the European 
State Aid Rules Write Out an Effective Prescription for Integrating Competition 
Law with Health Care? Available from: http://new.clasf.org/CompLRev/Issues/
Vol6Issue1Article1vandeGronden.pdf. [reviewed 2020.09.05].

 21.   Pro zatverdzhennia pereliku posluh, shcho stanovliat zahalnyi 
ekonomichnyi interes: Postanova Kabinetu Ministriv Ukrainy [On 
approval of the list of services of general economic interest: Decree of 
the Cabinet of Ministers of Ukraine No. 420 of 23.05.2018.]. Available 
from: https://zakon.rada.gov.ua/laws/show/420-2018-%D0%BF#Text. 
[reviewed 2020.09.05] (Ua).

 22.   Rishennia Antymonopolnoho komitetu Ukrainy [Decision of the 
Antimonopoly Committee of Ukraine] No. 420-р of 11.06.2019. 
Available from: http://pdd.amc.gov.ua/registry/registryofdecision/
list. [reviewed 2020.09.05] (Ua).

 23.   Proekt Zakonu Ukrainy «Pro vnesennia zmin do Zakonu Ukrainy «Pro 
derzhavnu dopomohu subiektam hospodariuvannia» [The draft Law 
of Ukraine «On Amendments to the Law of Ukraine «On State Aid 
to Business Entities»]. Available from: https://amcu.gov.ua/news/
pro-vnesennya-zmin-do-zakonu-ukrayini-pro-derzhavnu-dopomogu-
subyektam-gospodaryuvannya. [reviewed 2020.09.05] (Ua).

 24.   Hatzopoulos V. Public procurement and state aid in national health 
care systems. In E.  Mossialos, G. Permanand, R. Baeten, T. Hervey 
(Eds.). Health Systems Governance in Europe: The Role of European 
Union Law and Policy (Health Economics, Policy and Management, 
2010, p. 379-418). Camridge: Camridge University Press. doi: 10.1017/
СВ09780511750496.010.

 25.   Evaluation of State aid rules for health and social services of general 
economic interest (SGEI) and of the SGEI de minimis Regulation. 
Available from: https://ec.europa.eu/competition/state_aid/
legislation/evaluation_sgei_en.html. [reviewed 2020.09.05].

 26.   Pro zatverdzhennia kryteriiv otsinky dopustymosti derzhavnoi 
dopomohy subiektam hospodariuvannia dlia zabezpechennia rozvytku 
rehioniv ta pidtrymky serednoho ta maloho pidpryiemnytstva: 
Postanova Kabinetu Ministriv Ukrainy [On Approval of the Criteria 
for Assessing the Compatibility of State Aid to Undertakings to 
Ensure Regional Development and Support Small and Medium-Sized 
Enterprises: Decree of the Cabinet of Ministers of Ukraine] No. 57 of 
07.02.2018. Available from: https://zakon.rada.gov.ua/laws/show/57-
2018-%D0%BF#Text. [reviewed 2020.09.05] (Ua).

 27.   Compilation of State aid rules in force. Available from: https://ec.europa.
eu/competition/state_aid/legislation/compilation/index_en.html. 
[reviewed 2020.09.05].

 28.   Pier Luigi Parcu, Giorgio Monti, Marco Botta. EU State Aid Law: Emerging 
Trends at the National and EU Level. 2020, 264 p.



Antonina G. Bobkova et al. 

2854

CORRESPONDING AUTHOR
Antonina G. Bobkova 
Donetsk Law Institute Ministry of Internal Affairs of Ukraine
Kryvyi Rih, Ukraine
tel: +380676244671 
e-mail: bobkova50@gmail.com

Received: 18.09.2020
Accepted: 27.11.2020

A - Work concept and design, B – Data collection and analysis, C – Responsibility for statistical analysis, 
D – Writing the article, E – Critical review, F – Final approval of the article

 29.   Vesna Tomljenović, Nada Bodiroga-Vukobrat, Vlatka Butorac Malnar, 
Ivana Kunda. EU Competition and State Aid Rules: Public and Private 
Enforcement. 2017, 313 p.

 30.   Spychała M. Pomoc publiczna w warunkach gospodarki rynkowej. 
Współczesne problemy ekonomiczne : polityka państwa a proces 
globalizacji. 2013, nr 139: 238-247.

 31.    Szydło M. Pojęcie pomocy państwa w prawie wspólnotowym. Studia 
Europejskie. 2002, nr 4: 34-35.

 32.   Rzotkiewicz M. Wykonywanie przez Polskę decyzji Komisji Europejskiej 
nakazujących odzyskanie pomocy państwa w świetle prawa Unii 
Europejskiej. 2016, 292 p.

 33.   Bakalinska O.O. Vdoskonalennia kontroliu za nadanniam derzhavnoi 
dopomohy subiektam hospodariuvannia [Improving control over the 
provision of state aid to business entities]. Kherson State University 
Herald. Series Legal Sciences. 2017; 3: 128-132. (Ua).

 34.   Lillemiae O. Kontseptsiia poniattia «derzhavna dopomoha» [The concept 
of «state aid»]. Law of Ukraine. 2018; № 5: 46-59. (Ua).

 
ORCID and contributionship:
Antonina G. Bobkova: 0000-0002-0834-7514 A,D,F

Andrii M. Zakharchenko: 0000-0002-6359-2475 B,D,E

Yuliia M. Pavliuchenko: 0000-0003-1504-8384 B,D

Conflict of interest: 
The Authors declare no conflict of interest. 



2855

Wiadomości Lekarskie, VOLUME LXXIII, ISSUE 12 PART 2, DECEMBER 2020© Aluna Publishing

INTRODUCTION 
Public finance plays an important role in ensuring the prop-
er functioning of the health sector. Financing of medicine 
is one of the most socially important budget expenditures. 
There is an objective need to form a flexible mechanism 
for financing health care. One of the main instruments for 
establishing the appropriate flexibility is the institution of 
budget transfers. In countries that are focused on decentral-
ization processes, budget transfers are a kind of instrument 
for “supporting” local budgets. Moreover, budget transfers 
are applied in all states, regardless of the administra-
tive-territorial structure and form of government.

THE AIM 
The practice of using budget transfers to ensure financing 
of the health sector is widely developed. At the same time, 
the variability of approaches to the formalization of this 
institution was stated. The objective of this study is to 
study the main aspects of the budget transfers regulation 
in the health sector.

MATERIALS AND METHODS 
The empirical basis of the study was the Report of the 
Minister of Health of Singapore, Information on the sub-
vention section for 2019-2020 in Hong Kong, the Budget 

forecast of the US Congress for 2019, Reports of the 
Accounts Chamber of Ukraine for 2017, 2018 and 2019. 
Within the framework of this study, the following special 
legal methods of scientific knowledge were applied: com-
parative legal method, a normative-dogmatic method and 
a logical-legal method. The “case study” method was also 
widely used in this research.

REVIEW AND DISCUSSION
Budget transfers in the health sector are widely used in 
various states. The main primary sources for the study of 
budget transfers should be the reports of the authorized 
bodies (long-term plans, forecasts), which analyze the 
procedure for using transfers to finance medicine. From the 
subvention distribution program for 2019-2020, it follows 
that the bulk of subventions in Hong Kong is directed pre-
cisely to the healthcare sector (36, 6% of the total number 
of subventions) [1]. At the same time, individual states, in 
particular, the United States, pay attention to the growth of 
medical expenses due to the increase in the beneficiaries 
of medical care. This is due, among other things, to the 
growing aging of the nation [2, p. 3]. From the analysis 
of the Report of the Minister of Health of Singapore, it 
follows that spending on the health sector in 2019 com-
pared to 2018 increased, which necessitated an increase 
in subventions for medicine [3, p. 123].
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This study also analyzed empirical materials related to 
budget transfers in Ukraine. We've found inconsistent ap-
proaches to the study of budgetary transfers to health care 
in the reports of the Accounting Chamber of Ukraine. The 
establishment of such an inconsistency of the Ukrainian 
supervisory authority raises questions. This necessitated 
the study of foreign approaches to the application of the 
institution of budget transfers in the health sector.

D. Clark notes that the task of proper regulation of public 
financing of medicine is: a) to minimize the inefficiency of 
the use of budget funds; b) to develop mechanisms for fill-
ing budgets; c) to develop efficiently functioning financial 
institutions; d) to ensure transparency and accountability 
of health financing mechanisms [4, p. 14].

Firstly, we should define such a concept as “budget trans-
fers”. Budget transfers are public funds that are transferred 
from one budget (federal budget, budget of a constituent 
entity of the federation, state budget, local budget) in favor 
of another budget. Accordingly, the following types of 
budgets can be conditionally distinguished: a) the “donor 
budget” (budget from which public funds are allocated) 
b) the “recipient budget” (budget in favor of which funds 
are allocated). Budgetary transfers are intended to provide 
efficient and flexible management of budget funds. Budget 
transfers can be classified according to several criteria. 
Depending on the purpose of the funds allocated, budget 
transfers can be divided into a) targeted (aimed to provide 
funding for a specific sphere of public life); b) aimless 
(allocated without indicating of their use; allows the 
managers of funds to independently choose the directions 
of their use). According to the specifics of the “direction” 
of funds movement, they are divided into: a) “vertical” 
budget transfers (funds are allocated from the budgets of 
the higher level in favor of the budgets of the lower level 
(in the case of a federal structure) from state budgets in 
favor of local budgets (in unitary states)) b) “horizontal” 
budget transfers (the movement of funds occurs between 
budgets of the same level). Budgetary transfers to health 
care are mainly targeted, “vertical” transfers. This is due 
to the understanding of the industry for which such funds 
are directed and the support of the central authorities to 
the local level of medical sector.

Targeted budget transfers in health financing are widely 
used. The following countries use such transfers: Japan, 
Singapore, Switzerland, Netherlands, Taiwan, USA [5], 
China (PRC) [6], Colombia [7, p. 41], Bulgaria [8, p. 142], 
Canada [9], Poland, Hungary, Czech Republic, Slovakia, 
Slovenia, Croatia, Estonia [10], etc.

The use of funds allocated for the medical sector in 
budgetary transfers depends on the model of medicine that 
is used by a particular country – it differs in states with 
medical insurance and states without medicine insurance; 
is excellent in economically developed countries and 
developing ones.

The problems associated with the use of budget transfers 
in the health care sector in China were studied by Liu 
K., Yang J. Lu S. In China, where elements of insurance 
medicine have been introduced, namely social and medical 

insurance, in order to ensure financing of medical services 
for the population with low-income subventions are used 
as part of medical and financial support programs. The 
aforementioned researchers note that, in fact, such budget 
transfers perform two tasks at once: 1) finance the partici-
pation of the poor population in China in social and health 
insurance; 2) ensure the purchase of medicines for such 
segments of the population. With the help of the program 
of medical and social support, 50.1% of low-income 
families participated in social health insurance programs, 
and 24.1% of such families received funds to purchase 
medicines [6]. In China budgetary funds in budget transfers 
are allocated not to ensure financing of medicine in full, 
but only to create conditions for participation in general 
health insurance programs for low-income segments of 
the population. In addition, funds from such programs are 
used to cover the costs of the drugs that such category of 
the population need. Colombia took a similar approach for 
reforming healthcare financing mechanisms in the 1990s. 
As D. McIntyre noted, in Colombia transfers from the state 
budget could only be used to ensure the participation of 
low-income segments of the population in medical and 
social insurance programs. At the same time, in the transi-
tion period, there was no complete cessation of budgetary 
support for hospitals [7, p. 41].

Another interesting example is the countries of Eastern 
Europe (Poland, Hungary, Czech Republic, Slovakia, 
Slovenia, Croatia, Estonia), which in 1990s carried out 
a reform of the national medicine financing system. The 
experience of the aforementioned countries has been stud-
ied by such scientists as І. Wilki and I. Mathauer. These 
scientists note that the countries of Eastern Europe were 
previously included in the sphere of political influence of 
the Union of Soviet Socialist Republics (USSR), which 
certainly could not but affect the system of financing na-
tional health systems. In the 1990s, the countries of Eastern 
Europe began the transition to insurance medicine, which, 
however, was not possible without state financial support 
for this area during the transition period. Moreover, even 
today social and medical insurance for certain vulnerable 
groups of the population is completely free (funded by 
transfers from the budget). Budget transfers were intro-
duced simultaneously with the beginning of the reform of 
the healthcare financing system (except for Estonia, which 
started introducing social health insurance in 1992 and in-
troduced budget transfers only in 1999). These vulnerable 
groups of the population mainly include: a) unemployed; 
b) pensioners; c) persons receiving social assistance; d) 
poor; d) persons under the age of 18. At the same time, 
in some countries (Czech Republic, Hungary, Estonia, 
Croatia), the number of persons whose participation in 
social and medical insurance is financed by budgetary 
transfers includes military personnel (not socially vul-
nerable groups) [10]. Thus, we must summarize that the 
financing of social and medical insurance for vulnerable 
groups of the population is not just an instrument of the 
transition period, but a completely effective mechanism 
for the implementation of social tasks.
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Further, it is necessary to analyze the movement of such 
budgetary funds depending on the policy of administra-
tive-territorial management applied by the state.

“Vertical” budget transfers are important not only for 
countries that have started the decentralization process, 
but also for countries with a traditionally strong municipal 
organization. For example, we can cite the United States, 
whose experience was studied by D. Vildasin. The scientist 
notes that in the United States transfers from the federal 
budget in favor of local budgets is a sustainable mechanism 
for ensuring the financial stability of such local budgets. 
At the same time, the healthcare sector is one of the areas 
that receive additional funding because of budget transfers 
[11 p. 47-48]. This indicates that the use of budget trans-
fers (including subventions) as mechanisms for additional 
capitalization of health care is widely used not only in 
developing countries, but also in developed countries. 
Budgetary transfers for finance the health care sector are 
important to developing countries. Rajan D., Barrow H. 
and Stenberg K studied the experience of Mexico in this 
area. Researchers note that about 85% of all funds that 
are included in the federal budget for financing medicine 
is allocated from the federal budget of Mexico in favor of 
state budgets [12, p. 14]. This indicates a significant level 
of decentralization of management processes in Mexico 
in the budgetary sphere.

In Canada, budgetary transfers to health care sector have 
undergone a significant transformation. The Department 
of Finance of Canada studied historical stages of budget 
transfer institution for healthcare. This type of budgetary 
transfers received a relatively clear sectoral institutionaliza-
tion in 1995 in the form of the Canadian medical and social 
transfer. In 2004, this unified transfer was subdivided into 
separate transfers - the Canadian Medical Transfer and the 
Canadian Social Transfer. These budget transfers are chan-
neled from the federal budget to the budgets of the provinces 
and territories. These budget transfers are increasing every 
year (demonstrates positive financial dynamics). At the 
same, time in terms of accountability the main emphasis was 
shifted to state control over the targeted use of such funds 
to public control of the use of these funds at the provincial 
and territorial levels [9]. The Canadian experience demon-
strates the need for a constant options search for the optimal 
institutionalization of budget transfers through which the 
financing of the health sector occurs. The modernization 
of budget transfer institutions should not be viewed as a 
negative factor, as the example of Canada demonstrates.

In Ukraine, the experience of public medical guaran-
tees also exists. The National Health Service of Ukraine 
provides the implementation of such guarantees. Similar 
bodies exist in other countries: Public Health Agency in 
Sweden (Folkhälsomyndigheten); Federal Office of Pub-
lic Health in Switzerland (Bundesamt für Gesundheit); 
National Public Health Organization in Greece (Εθνικός 
Οργανισμός Δημόσιας Υγεία здравоохраненияγε Канα) 
Public Health Agency of Canada etc.

The experience of Ukraine in the application of the 
budget transfers institution is also interesting. The model 

of budget transfers using for the purpose of financing 
medicine in Ukraine demonstrates an emphasized “pa-
ternalistic” approach. The Ukrainian approach contrasts 
significantly with the approaches of the states in which 
insurance medicine is established. In Ukraine today the 
transition to insurance medicine is only being declared. The 
Concept for the reform of the health care system financ-
ing (approved by the order of the Cabinet of Ministers of 
Ukraine from 30.11.2016 No. 1013-r) determines the need 
to establish an insurance medicine system [13]. First of all, 
it should be noted that in Ukraine there is a mechanism 
of full state financing of medicine, whose ineffectiveness 
has been repeatedly confirmed. This undoubtedly testifies 
the need to reform. As a “transitional elements” for the 
transformation of this system we could name medical 
subventions. Medical subvention is one of the elements 
of ensuring decentralization in Ukraine. However, in the 
future with the introduction of insurance medicine in 
Ukraine medical subventions can be modernized.

Medical subventions were introduced with the adoption 
of the Law of Ukraine “On Amendments to the Budget 
Code of Ukraine on the Reform of Budgetary Relations” 
from 28.12.2014 No. 79-VIII. This type of subvention 
is relatively new. First, we should define the content of 
such a general concept for the theory of financial law as 
“subvention”. The term “subvention” comes from the Latin 
word “subvenio”, which means “come to rescue” [14, p. 
467]. The legislative definition of this concept has been 
formalized in the Budget Code of Ukraine. Subvention 
is a budgetary transfer for a specific purpose the use of 
which is determined by the body that made the decision to 
provide such subvention [15]. The defining characteristic 
of the subvention is its target nature – the subvention is 
assigned and used for a specific purpose.

A medical subvention is a transfer that is provided 
from the State Budget of Ukraine to local budgets. The 
importance of medical subventions is confirmed by the 
provisions of Appendix No. 6 “Budget transfers (educa-
tional and medical subventions, base and reverse subsi-
dies) for 2019” to the Law of Ukraine “State Budget of 
Ukraine for 2019” from 23.11.2018, where the medical 
subvention in fact, it is the second most important budget 
transfer, second only to educational subvention – the size 
of medical subvention for 2019 is 55 billion of UAH (in 
EUR equivalent 1,6 billion) [16]. Despite the pandemic of 
coronavirus infection COVID-19 in 2020, the total amount 
of medical subvention is even less – 14, 5 billion of UAH 
(in EUR equivalent 433 million) [17]. Despite the issue of 
the effectiveness of the use of medical subventions, it has 
repeatedly become the subject of research by the Accounts 
Chamber of Ukraine (Reports of Accounts Chamber for 
2017, 2018 and 2019). The reports for 2017 and 2018 
indicate the inconsistency of the supervisory authority in 
their preparation (in terms of medical subvention). The 
situation moved in a positive direction in 2019. So, in 
the report of the Accounts Chamber on 2019 much more 
attention was paid to the issues of medical subvention. In 
particular, direct violations or shortcomings in the use of 
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the amounts of such medical subventions in the amount 
of 4.3 billion was found. UAH [20].

The Budget Code of Ukraine determines the legal mech-
anism of medical subvention. The medical subvention 
is used for special items of local budgets –expenditures 
related to the health care sector. Normative regulation of 
medical subventions is characterized by dualism – regula-
tion takes place both at the level of law (the Budget Code 
of Ukraine [15]) and at the subordinate level (resolutions 
of the Cabinet of Ministers of Ukraine) [21; 22]).

Medical subventions are one of the instruments that 
provide public funding for the health sector. At the same 
time, after the transition to insurance medicine medical 
subventions can be reformatted into a tool for ensuring 
participation in the health insurance programs of persons 
that belong to unprotected segments of the population.

CONCLUSIONS 
Budget transfers in the field of medicine is a socially im-
portant institution of budget law. Budget transfers in the 
health care sector can be characterized by the following 
features: a) sectoral nature (health care sector) b) specific 
budgetary directions (movement of funds from the state to 
local budgets) c) widespread use (used both in states with 
medical insurance and in states where the health sector 
is entirely publicly funded). The introduction of health 
insurance will change the purpose of the medical subven-
tion. It will begin to play an important social function – to 
provide medical guarantees for vulnerable groups of the 
population.
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INTRODUCTION
The regulatory documents of the World Health Organization 
and the decisions of the European Court of Human Rights 
recognize the right to health to be a fundamental right. 
Ensuring the right to health and preserving the health of 
the population is carried out, inter alia, by using the bene-
ficial and recreational properties of the land. The value of 
health improvement and treatment on recreational lands is 
determined by staying in natural conditions and the positive 
impact of various natural healing factors. Therefore, visiting 
ecologically clean places, recreational places, and carrying 
out medical procedures with the help of natural healing 
resources of the earth is a guarantee of good health. 

The essence of the concept of recovery is reduced to the pos-
sibility of restoring the body's resources, improving working 
capacity, and productivity. British scientists from the Univer-
sity of East Anglia conducted more than 140 studies, which 
involved about 290 million people from 20 countries. It was 
found that outdoor recreation helped to reduce the risks of de-

veloping type II diabetes mellitus, cardiovascular disease, high 
blood pressure and helps to avoid premature death [2]. That 
is why the health improvement on recreational lands using 
the natural healing properties of the earth requires research.

A number of international instruments recognize the 
need for the rational use of available natural resources to 
improve and maintain human health, in particular, the 
first principle of the 1992 Rio Declaration on Environment 
and Development notes that “caring for people is central to 
efforts to achieve sustainable development. They have the 
right to a healthy and fruitful life in harmony with nature” 
[3]. In turn, the World Health Organization defines that 
global health is being influenced by three trends: population 
aging, rapid unplanned urbanization, and globalization, all 
of which results in unhealthy environments and behaviors 
[4]. According to a report published by the World Health 
Organization, the polluted environment is a leading cause 
of death in the world [5]. WHO also identifies several other 
environmental causes and their relation to mortality, name-
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ly: land pollution, exposure to chemicals, climate change 
and ultraviolet radiation, etc. [6]. It follows that the issue 
of proper use, protection and enhancement of the healing, 
medicinal and health-improving properties of the earth is 
relevant and important for the preservation of human health.

A modern and developed state is called upon to take care 
of the life, health, safety and development of the population 
as the fundamental intrinsic value of any society, and one of 
the important areas of modern state regulation is precisely 
the measures aimed at restoring and preserving the natural 
healing resources of the earth and creating conditions for 
maintaining and improving health.

THE AIM
To study the impact of recreational lands on human health, as 
well as to determine the priority forms of their use and protection.

MATERIALS AND METHODS
International acts, data of international organizations and 
findings of scientists have been examined and used in 
the study. The article also summarizes information from 
scientific journals and monographs from a medical and 
legal point of view with scientific methods. This article is 
based on dialectical, comparative, analytic, synthetic, and 
comprehensive research methods.

REVIEW AND DISCUSSION 
The WHO charter proclaims the principle that the enjoy-
ment of the highest attainable standard of health is one of 
the fundamental rights of every human [7]. If we refer to 
the European Court of Human Rights, the right to health is 
defined in a comprehensive manner and includes, inter alia, 
the right to a favorable ecological environment, which affects 
the state of health. A number of ECHR decisions are devoted 
specifically to the violation of the right to life and health in 
connection with negative environmental factors, in particular 
the following decisions: the Case of Guerra and Others v. Italy, 
19 February 1998, Hatton and Others v. the United Kingdom, 
8 July 2003, Dubetska and Others v. Ukraine, 10 February 
2011, Hrymkovska v. Ukraine, 21 July 2011, and Dzemyuk 
v. Ukraine, 4 September 2014, etc. The main problem of pro-
tecting the rights to a favorable ecological environment, which 
affects the state of health, is that the 1950 Convention for the 
Protection of Human Rights and Fundamental Freedoms 
does not contain an article that would directly protect the 
rights of everyone to an environment safe for life and health. 
Therefore, the analysis of the ECHR practice is carried out in 
a comprehensive manner in accordance with the provisions 
enshrined in various articles of the Convention. In fact, the 
ECHR recognizes the existence of a violation of environmental 
human rights only in the context of Article 8 of the Conven-
tion, which guarantees the right to respect for his private life.

Various factors can have a significant impact on human 
health [8, 9, 10, 11], among which a special place is occu-
pied by the state of the environment in general and the state 
of lands  in particular. It is customary to refer to recreational 

lands as lands that have natural recreational properties 
that are used or can be used for the prevention of diseases 
and the treatment of people. The definition shows that the 
impact of recreational land on human health is significant.

Characterizing the recreational lands as a component of 
health care, their main characteristics can be distinguished 
as follows:

1. Recreational lands have natural healing properties. 
Natural healing properties are the natural healing resources 
on the territory of this category of lands, such as mineral 
and thermal waters, medicinal mud and ozokerite, brine of 
estuaries and lakes, seawater, natural objects and complexes 
with climatic conditions favorable for treatment, suitable 
for use for the purpose of treatment, medical rehabilitation 
and disease prevention (Article 6 of the Law of Ukraine On 
Resorts dated October 05, 2000). According to Chapter 1 of 
the Law of Georgia on Tourism and Resorts No. 599 dated 
6 March 1997 natural curative (health resort) resources 
are mineral waters, therapeutic mud, carst caves suitable 
for treatment, the sea, forests, healing climate and other 
natural resources, which are used for treatment, preventive 
care and rehabilitation [12].

Thus, water, balneological, agroclimatic resources, or 
even several resources, are located on recreational lands. 
It is important to emphasize that usually it is not the lands 
themselves that have healing properties, but other natu-
ral healing resources located on them. There are enough 
potential natural resources in the world to allow extensive 
use of such resources for health and wellness purposes. 
Therapeutic and recreational methods are traditionally 
subdivided into the following main ones: climatotherapy 
(treatment with the help of a favorable climate), balneo-
therapy (mineral waters); peloidotherapy (mud), and addi-
tional: thalassotherapy (sea water), aerotherapy (mountain 
air), speleotherapy (cave microclimate), phytotherapy 
(phytobath, phytocenoses microclimate, i.e. a combination 
of a certain set of plants) [13, p.138].

2. The healing and recreational properties of recreational 
lands are of natural origin and usually cannot be created 
(reproduced) artificially. Therefore, according to Principle 
2 Report of the United Nations conference on the human 
environment (Stockholm, 5-16 June 1972), the natural 
resources of the earth, including the air, water, land, flora 
and fauna and especially representative samples of natural 
ecosystems, must be safeguarded for the benefit of pres-
ent and future generations through careful planning or 
management, as appropriate [14]. According to the 1982 
World Charter for Nature, man can alter nature and exhaust 
natural resources by his action or its consequences and, 
therefore, must fully recognize the urgency of maintaining 
the stability and quality of nature and of preserving natural 
resources [15]. The 1992 UN Convention on Biological 
Diversity establishes that parties to the convention should 
take appropriate measures to preserve biological diversity 
[16]. The European Commission also pays great attention 
to preserving natural resources and limiting the negative 
impact of their use for healing and recreational purpos-
es [17]. In other words, it is necessary to talk about the 
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special value and need for increased protection of natural 
healing resources located on recreational lands by states, 
considering their nature of origin and in many cases 
non-reproducibility.

3. The natural healing resources of recreational lands are 
used in accordance with the characteristics and condition 
of each organism because each person has his or her own 
unique and inimitable organism and therefore all the 
features must be taken into account. For example, mud 
baths cannot be used by everyone, since its properties can 
in some cases, on the contrary, worsen the state of human 
health because of some diseases, pathologies, which, as a 
result of using mud baths, can be aggravated.

Because the temperature of the mud can reach about 100 
degrees Fahrenheit, water will be drained from the body 
and can cause dehydration. If you have sensitive skin, the 
warm mud may cause skin irritation. It is important to be 
monitored by a spa professional while taking a mud bath 
because staying in the bath too long can cause heatstroke, 
nausea and fainting [18].

Therefore, according to the European Social Charter, 
everyone has the right to benefit from any measures en-
abling him to enjoy the highest possible standard of health 
attainable [19].

4. In fact, the impact of recreational lands on human 
health is carried out first through their official recognition 
as resorts of state or local importance. After receiving a 
special legal status, such lands are specially protected by 
the state and one can count on the proper quality of the 
received health services offered by the resorts. For exam-
ple, pursuant to the Law of Ukraine No. 2637-VIII dated 
December 05, 2018 “On declaring the natural territories 
of the Kuyalnik estuary of the Odesa region as a resort of 
state importance”, the above territories and the unique 
natural healing resources of this area have acquired special 
protection from the state.

5. Recreational lands, after the official assignment them 
the corresponding legal status, receive priority over lands 
with similar legal regimes, since recreational lands have 
valuable health-improving properties. For example, the 
valuable natural resources of the Kuyalnik estuary of the 
Odesa region make it possible to treat and prevent a wide 
range of diseases, from injuries of the musculoskeletal 
system to diseases of the gastrointestinal tract [20]. There 
are also different types of excellent mineral and thermal wa-
ters in Hungary, each suitable for treating different health 
problems: containing alkaline, bromine, radon, sulphates 
and iron, or in some cases they can be muddy-calcareous, 
sulphuric or carbonated. Mineral and thermal waters are 
most commonly used to treat musculoskeletal disorders, 
but they are also hugely beneficial in curing dermatolog-
ical conditions, gynaecological problems, sports injuries 
[21], which of course must be taken into account in the 
protection and use of these lands.

6. Legislation of different countries defines a different, in 
comparison with other categories of land, legal regime for 
granting, withdrawing, using, protecting and changing the 
designated purpose of recreational lands. For example, the 

relevant provisions of the Law of Georgia On Tourism and 
Resorts No. 599 dated March 6, 1997, the Land Code of the 
Republic of Tajikistan, the Land Code of Ukraine, and the Law 
of Ukraine “On Resorts” dated October 05, 2000, are devoted 
to the peculiarities of the legal regime of this category of land. 
In addition, the aforementioned regulatory legal acts estab-
lish separate restrictions on the use of land for recreational 
purposes as objects of civil turnover. Thus, Articles 83 and 84 
of the Land Code of Ukraine indicate that land under recre-
ational facilities that have special ecological, health-improving, 
scientific, aesthetic, and historical-cultural value cannot be 
transferred from state and communal property to private 
property unless otherwise provided by law. Article 89 of the 
Land Code of the Republic of Tajikistan establishes the legal 
regime of recreational lands, referring land plots with natural 
healing factors (mineral springs, healing mud deposits, cli-
matic and other conditions) favorable for the organization of 
prevention and treatment to this category. The lands of resorts 
are subject to special protection. In order to protect natural 
healing factors, sanitary protection districts are established at 
all resorts. Within these districts, it is prohibited to provide 
land plots for use by those enterprises, institutions, organi-
zations, which activities are incompatible with the protection 
of natural healing properties and favorable conditions for 
recreation of the population [22].

7. Facilities associated with the use of natural healing 
properties of recreational lands should be located on 
these lands. As indicated in the Appendix to the General 
Assembly Resolution of the World Charter of Nature No. 
37/7, humanity is a part of nature and life depends on the 
continuous functioning of natural systems that are a source 
of energy and nutrients [15]. Therefore, the emphasis 
should be placed on the healing and recreational properties 
of the land and the best option for using such lands is to 
place resorts, sanatoriums, and health centers. For example, 
given the existence of 1,500 thermal wells and more than 
270 types of certified mineral and thermal water, Hungary 
has 98 certified resorts [21]. Thus, the use of recreational 
land as a means of production or an economic spatial basis 
should be of a secondary nature.

The Law of Ukraine “On Resorts” No. 2026-III dated 
October 05, 2000 determines that a resort is a developed 
natural territory on recreational land, has natural healing 
resources necessary for their operation, buildings and 
structures with infrastructure facilities, is used for the 
purpose of treatment, medical rehabilitation, disease pre-
vention, and recreation. The above law identifies a category 
that is new for land legislation as a healing and recreational 
area – a natural area that has mineral and thermal waters, 
therapeutic mud, ozokerite, brine of estuaries and lakes, 
climatic and other natural conditions favorable for treat-
ment, medical rehabilitation, and prevention of diseases. 
The concept of a resort in the legislation of Georgia is 
excellent, namely, the Law of Georgia On Tourism and 
Resorts reduces the concept of a resort only to a resort 
area where treatment and rehabilitation buildings or other 
infrastructure are located, without taking into account the 
presence or absence of natural healing resources of the 
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land. The resort is a resort site where treatment or recovery 
buildings or other infrastructure are located. In the legis-
lation of Georgia, the need for the availability of natural 
healing resources in the territories of resorts is defined 
through the concept of resort activities, where natural 
healing resources are already allocated as an integral part 
of resort activities [12].

Thus, sanatoriums are located in the resorts, provide treat-
ment, prevention and rehabilitation services using natural 
healing resources, which makes it possible to argue about 
the location of such health facilities on recreational lands.

8. A separate form of use of recreational lands is tourism. 
There is no generally accepted and unambiguous concept 
of understanding the type of tourism, the purpose of which 
will be to use the healing properties of the earth's natural 
resources to improve human health. Different authors 
call it differently: health tourism [23], medical tourism 
[24], recreational tourism [25], [26], “wellness” tourism 
[27 p.50], etc. Thus, Atul D. Garud notes that relatively 
modern definitions “medical tourism”, “wellness tourism” 
and “health tourism” refer to treatments that have been 
planned in advance to take place outside a patient's usual 
place of residence [28, p.318].

According to the Directorate-general for internal policies 
policy department for structural and cohesion policies 
transport and tourism research for the TRAN committee, 
medical tourism is a component of tourism activities and 
includes directly medical, health, and resort services. 
Herewith, medical tourism includes people who travel for 
the purpose of receiving treatment. Health tourism serves 
to maintain or improve personal health and well-being. 
Resort tourism focuses on healing, relaxing, or improving 
the body, which is preventive and/or curative in nature 
[29]. In turn, the Global Wellness Institute (GWI) defines 
wellness tourism as travel associated with the desire to 
support or increase personal well-being and believes that 
wellness tourism is not medical tourism, since the purpose 
of medical tourism is to travel to receive treatment for a 
diagnosed disease, malaise or a pathological condition. 
Within the framework of health tourism, a person is 
motivated by the desire for a healthy lifestyle, disease pre-
vention, stress reduction, and bad lifestyle habits [30, pp. 
9, 11]. Travel to receive treatment for a diagnosed disease, 
ailment, or condition, or to seek enhancement. Travel to 
maintain, manage, or improve health and wellbeing. Mo-
tivated by desire for lower cost of care, higher quality care, 
better access to care, and/or care not available at home. 
Motivated by desire for healthy living, disease prevention, 
stress reduction, management of poor lifestyle habits, and/
or authentic experiences. Activities are reactive to illnesses, 
medically necessary, invasive, and/or overseen by a doctor.

Recently, such a form of using the healing and health 
properties of lands as “wellness” has been developing all 
over the world. Wellness refers to the overall process of 
maintaining a healthy balance of the mind, body and spirit, 
which promotes good health and wellbeing. Multidimen-
sional and holistic, wellness is a never-ending process of 
people becoming aware of and making lifestyle choices in 

order to enjoy a healthy and fulfilled life [31].
In our opinion, it is recreational tourism that better 

matches the essence and purpose of recreational lands since 
the emphasis is not on the possibility of obtaining certain 
medical services using specialized medical workers, but 
on the alternative procedures carried out in interaction 
with natural healing resources (sea coast, hot, warm and 
cold mineral springs, estuary mud deposits, forests, etc.), 
which are located on recreational land, for the sake of 
implementing a set of preventive measures to prevent the 
development of the disease or maintain the patient's con-
dition. Along with the above forms, namely: the placement 
of sanatorium-resort institutions and the implementation 
of health tourism, we single out a separate form of land 
use for health purposes – “wellness”.

CONCLUSION
Wellness is the key to good health. One of the main factors 
of healing and treatment is the use of the natural healing 
properties of the earth, it is becoming increasingly popular 
and, in some cases, something more effective simply does not 
exist. Recreational lands have a positive impact on human 
health through a combination of the effects of recreational 
and medical procedures with a powerful impact of the full 
range of natural healing resources on the human body.

Recreational lands are an independent category of lands 
with a special legal regime of use, characterized by a de-
veloped or undeveloped natural area containing natural 
resources for treatment, recovery, rehabilitation, and pre-
vention of diseases, which are under the special protection 
of the state and territorial communities.

Recreational facilities (resorts and sanatoriums) that 
provide recreational services are located on recreational 
lands. Recreational lands can be used for health improve-
ment within the framework of recreational tourism or in 
the form of “wellness”.

The preservation of such lands should be ensured by 
increasing the efficiency of environmental policy, by iden-
tifying specific ways of their effective use.
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INTRODUCTION
Surrogacy, as defined by the Oxford dictionary, is the 
practice of giving birth to a baby for another person or 
couple, usually because they are unable to have babies 
themselves [1]. Legal doctrine defines between traditional 
and gestational surrogacy, where in traditional surrogacy 
the surrogate mother is also the biological mother of a child 
she carries, while in gestational surrogacy the surrogate 
mother does not have any genetic link with the future baby. 
Normally, traditional surrogacy is strictly prohibited by the 
national legislators and if they choose to allow surrogacy 
– only gestational type is allowed.

Surrogacy can be further divided into commercial and 
altruistic. In accordance with commercial surrogacy model, 
the surrogate mother receives remuneration for carrying 
and giving birth to the baby. Altruistic surrogacy envisages 
that the surrogate mother does not receive any remunera-
tion, however some jurisdictions allow the intending par-
ents to compensate her expenses. The countries in Europe, 
that allow surrogacy, tend to opt for altruistic surrogacy.

There is no consensus in Europe on how to regulate 
surrogacy. A broad study shows that the approach of the 
national legislators in Europe may fall within following 
four categories: 
•  no regulation for surrogacy is provided, however in 

practice surrogacy contracts are signed and enforced 
(e.g., Belgium);

•  surrogacy is not allowed, however the discussions on 
allowing it in the future are held (e.g., Spain); 

•  surrogacy is allowed, and the legislator provides for the 
regulation on surrogacy (e.g., Ukraine, Russia, Greece);

•  surrogacy is strictly forbidden by the law (e.g., Germany, 
France) [2].

Global statistics show that a number of surrogacy cases, 
especially a number of concluded international surrogacy 
contracts was increasing each year until the beginning 
of 2020. Global COVID-19 pandemic has slowed down 
continuing growth of surrogacy due to travel restrictions 
and restriction for the foreigners to cross the borders of the 
countries, implemented by most of legislators in Europe. 
This tendency is believed to continue until the end of global 
pandemic and is supposed to end with the removal of travel 
restrictions. Before the coronavirus restrictions, surrogacy 
was recognized to be an emerging global market, estimated 
“to cross $27.5 billion by 2025” in accordance with the data 
of Global Market Insights [3].

Couples where one or both of partners were infertile 
were seeking a possibility to enter into surrogacy contract 
either in their jurisdiction or were opting for reproductive 
tourism. The reasons for such tourism may be different: 
trying to avoid legal restrictions for surrogacy provided 
by the national legislation of the intending parents (e.g., 
access to surrogacy only to heterosexual married couples, 
necessity of genetic link with a future baby of at least of 
one intending parents, impossibility to use ova or sperm 
donors, outlawing of surrogacy etc.) or trying to save fi-
nances (as in certain Eastern-European jurisdictions, like 
Ukraine or Russia the price for surrogacy may be much 
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less than in the other European countries where surro-
gacy is allowed). In these cases, international surrogacy 
takes place, when the intending parents are the nationals 
of one (or two) country (ies), while the surrogacy itself is 
happening in another country, where, usually, surrogate 
mother resides. The risks that the stakeholders may face 
were broadly studied in the jurisprudence. For instance, R. 
Deonandan has defined the following legal risks: 
•  to the country of origin of the intended parents (when the 

country calls the tourists for liability for the acts that 
are legal in the country of destination but are illegal in 
the home country of the intended parents);

•  to the destination country (if needs of emerging surrogacy 
industry will influence the laws of the destination country);

•  to the surrogate mothers (doubts whether surrogate 
mothers are participating in surrogacy programs be-
cause of their low economic income or because they 
really decide so);

• to the clinics;
• to brokering parties;
• to the children born as a result of surrogacy [4]. 
As it was stated in the report, prepared by the Permanent 
Bureau of the Hague Conference of Private International Law, 
international surrogacy cases can result in the problems con-
cerning “the establishment and / or recognition of the child's 
legal parentage and the legal consequences which flow from 
such a determination (e.g., the child's nationality, immigration 
status, who has parental responsibility for the child, who is 
under a duty to maintain the child, etc.)” [5]. 

Notwithstanding a significant number of risks and prob-
lems, arising out of international surrogacy, there is no unified 
international legal instrument dealing with these problems. 

THE AIM
The aim of this paper is to study the existing international 
legal framework regulating international surrogacy agree-
ments and to analyse the possibility of respective unified 
European legal instrument adoption.

MATERIALS AND METHODS
The article is based on international universal and regional 
European legal instruments, the jurisprudence of the Eu-
ropean Court of Human Rights, reports of the European 
Parliament, International Commission of the Civil Status, 
Hague Conference on Private International Law and the 
UN Special Rapporteur on the sale and sexual exploitation 
of children, including child prostitution, child pornography 
and other child sexual abuse material and scientific articles. 
The research is grounded on dialectical, formal logical 
methods, methods of synthesis and analysis, comparative 
legal method and the method of modelling. 

REVIEW AND DISCUSSION
As it was stated above, there is currently no unified legal 
instrument dealing specifically with the international 

surrogacy. Fragmentary regulation is provided by both 
universal and regional international instruments.

Among universal legal acts one may name Universal 
Declaration of Human Rights (1948) [6], Art. 15 of which 
lays down that “everyone has the right to a nationality. 
No one shall be arbitrarily deprived of his nationality nor 
denied the right to change his nationality”. This article is 
supposed to provide a minimum standard for a child, born 
as a result of international surrogacy, however in practice 
this article does not help to combat the cases of stateless 
children, because it does not answer the question, which 
state should grant such nationality and what the relevant 
mechanism should be [7]. Pursuant to Parts 2,3 of Art. 24 
of the International Covenant on Civil and Political Rights 
(1966) [8], “every child shall be registered immediately after 
birth and shall have a name. Every child has the right to 
acquire a nationality”. As B. Ni Ghrainne and A. McMahon 
have observed, as in the case with the Universal Declaration 
of Human Rights, it is unclear, which state should grant 
a nationality to the child and upon which conditions. 
Moreover, it is stated in Point 8 of the General Comment 
17 of the Human Rights Committee, that the States are not 
obliged to give their nationality to every child born in their 
territory [7]. However, the General Comment provides 
for requirement of the States to “adopt every appropriate 
measure, both internally and in cooperation with other 
States, to ensure that every child has a nationality when 
he is born” [9]. Drafting and adoption of Convention on 
International Surrogacy, containing the norms ensuring 
that the children are not stateless, can be an appropriate 
measure in the light of the mentioned General Comment. 
Principle 3 of the Universal Declaration of the Rights of the 
Child (1959) [10] stipulates that the child shall be entitled 
from his birth to a name and nationality. Under Principle 
6 of the same Declaration, “the child, for the full and har-
monious development of his personality, needs love and 
understanding. He shall, wherever possible, grow up in 
the care and under the responsibility of his parents, and, 
in any case, in an atmosphere of affection and of moral and 
material security; a child of tender years shall not, save in 
exceptional circumstances, be separated from his mother...”. 
The mentioned principles of the Universal Declaration are 
declarative and do not identify the responsible states and 
the mechanism of ensuring that the child is provided with 
the nationality and is growing up in the care and under the 
responsibility of his parents. The Convention of the Rights 
of the Child (1989) [11] operates with the term “best inter-
ests of the child”, which shall be a primary consideration 
in all actions concerning children, whether undertaken 
by public or private social welfare institutions, courts of 
law, administrative authorities, administrative authorities 
or legislative bodies (Art. 3). In our opinion, the concept 
of the best interests of the child should be a basis when 
drafting the Convention on International Surrogacy. The 
Convention of the Rights of the Child repeats a number of 
guarantees, provided by the mentioned international legal 
acts, such as: registration immediately after birth, having 
the right from birth to a name and the right to acquire a 
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nationality (Art. 7) and ensuring “that a child shall not be 
separated from his or her parents against their will except 
when competent authorities subject to judicial review de-
termine, in accordance with applicable law and procedures, 
that such separation is necessary for the best interests of the 
child (Art. 8). Optional Protocol to the Convention on the 
Rights of the Child on the sale of children, child prostitution 
and child pornography (2000) [12] lays down a holistic ap-
proach to the trafficking in children. In accordance with the 
Point a) of Art. 2, for the purposes of the present Protocol: 
a) sale of children means any act or transaction whereby 
a child is transferred by any person or group of persons 
to another for remuneration or any other consideration. 
While surrogacy is a form of assisted human reproduction, 
that allows infertile couples to exercise their reproductive 
right, and is not a sale of children, however in the circum-
stances when it is not properly regulated, in opinion of Ms. 
Maud de Boer-Buquicchio, Special Rapporteur on the sale 
and sexual exploitation of children, including child pros-
titution, child pornography and other child sexual abuse 
material, “surrogacy arrangements risk compromising the 
fundamental rights of the child to human dignity, the right 
to identify, including nationality, access to origins and the 
enjoyment of family life” [13].

There is a number of European regional legal instruments 
that also provide some rules, applicable in cross-national 
surrogacy. The Convention for the Protection of Human 
Rights and Fundamental Freedoms (1950) (hereinafter – 
Convention) [14] protects the right to respect for private 
and family life (Art. 8), stipulating that “everyone has the 
right to respect for his private and family life, his home 
and his correspondence”. Several cases involving inter-
national surrogacy was decided by the European Court of 
Human Rights (hereinafter – the ECHR), where the ECHR 
has interpreted Art. 8 of the Convention. For example, 
in the case of Menneson v. France (2014) [15] the ECHR 
has been guided by the best interests of the child and has 
decided that non-recognition of French authorities of the 
legal parent-child relationship between children born by 
a surrogate mother in the United States of America and 
the intended parents as violation of the children's right 
provided by Art. 8 of the Convention, despite the fact that 
surrogacy agreements in France contradict the public order 
and thus are null and void. One should notice that children 
were almost 14 years old when the decision of the ECHR 
became final. The ECHR came to the same conclusion in 
another well-known case - Labassee v. France (2014) [16]. 
It is interesting that the ECHR came with another conclu-
sion in the case Paradiso and Campanelli v. Italy (2017) 
[17], where the Italian couple challenged the refusal of the 
authorized Italian authorities to recognise a parent-child 
relationship arisen as a result of surrogacy carried in Russia. 
In this case the child was not genetically related with the 
Italian spouses as a result of mistake (different gametes were 
used by the clinic) and the ECHR thus ruled that there was 
no family life between the child and the intended parents. 
As M. Ni, Shuilleabhain notes, in this case the ECHR “does 
not ascribe the same precedence to the “best interests” of 

the individual child. Instead, the interests of the affected 
child appear to rank in pari passu alongside the interests 
of the children more generally and the interest in curbing 
illegal conduct” [18]. As the ECHR decided in this case, 
“agreeing to let the child stay with the applicants, possibly 
with a view to becoming his adoptive parents, would have 
been tantamount to legalising the situation created by 
them in breach of important rules of Italian law”. In 2019 
the ECHR has issued the Advisory opinion concerning the 
recognition in domestic law of a legal parent-child relation-
ship between a child born through a gestational surrogacy 
arrangement abroad and the intended mother, requested 
by the French Court of Cassation [19]. Being guided by 
the “best interests of the child”, the ECHR has decided 
that despite the fact that surrogacy contradicts the public 
order under French law, there is a legal way to recognize 
a child-parent relationship with the intended mother that 
does not have genetic link with the child – adoption, that 
should be quick and effective. The Advisory opinion was 
used in the following cases, heard by the ECHR – C and 
E v. France (2019) and D v. France (2020) [20]. It is also 
important to note that ECHR has supported a reproductive 
tourism in a number of its decisions – e.g., S.H.. and others 
v. Austria (2011) [21].

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 (ETS No 164) (1997) [22] is another European 
instrument, providing a number of bioethical rules that can 
be of use in the international surrogacy cases – equitable 
access to health care (Art. 3), professional standards (Art. 
4), requirements for informed consent (Art. 5), respect 
for private life in relation to information about his or her 
health (Art. 10), non-selection of child's sex except when 
serious hereditary sex-related disease is to be avoided etc.

The European Union has not adopted any harmonized 
rules on surrogacy. However, some applicable rules may 
be found in the Charter of Fundamental Rights of the Eu-
ropean Union (2012) [23]. Under Part 3 of Art. 24 of the 
mentioned Charter, “every child shall have the right to 
maintain on a regular basis a personal relationship and 
direct contact with both his or her parents, unless that is 
contrary to his or her interests”. Directive 2004/23/EC of the 
European Parliament and of the Council of 31 March 2004 
on setting standards of quality and safety for the donation, 
procurement, testing, processing, preservation, storage and 
distribution of human tissues and cells [24] lays down the 
standards that can be used in cases where donor gametes 
are needed for surrogacy fulfilment in the EU.

There is no specialized legal instrument regulating 
surrogacy in Europe, which is of great concern of all the 
stakeholders involved and there's no surprise that several 
studies on harmonization of surrogacy in Europe have 
been carried up to date.

One of the first research towards surrogacy and maternal 
filiation was conducted in 2003 by the International Com-
mission on Civil Status (ICCS), an international organiza-
tion, aiming to facilitate collaboration between the states 
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in the matters of civil status. The questions in the status of 
the maternal filiation were summarized in concept note 
“L'établissement de la filiation maternelle et les maternités 
de substitution dans les États de la CIEC”. In 2014 another 
study was carried by the ICCS, dedicated to the surrogacy 
and child marital status [25].

“A comparative study on the regime of surrogacy in EU 
Member States” was issued by the European Parliament 
in 2013. The study considers different approaches EU 
can choose towards surrogacy regulation and studies, in 
particular, the possibility of framing surrogacy by either 
substantial harmonization, harmonization of conflict-of-
law rules or joining an international convention is stud-
ied. As a conclusion, the authors have noticed that it is 
necessary “to access the relationship between the EU, the 
Hague Conference on Private International Law and the 
ICCS in the field of surrogacy. Their work is progressing, 
and the EU should remain a key-actor in the negotiations 
and research” [26].

In 2010 a project on parentage and surrogacy was started 
by the Hague Conference on Private International Law. 
Following a profound research and studies, in March 2019 
the experts' group decided to draft the convention “on the 
recognition of foreign judicial decisions on legal parent-
age”, and “a separate protocol on the recognition of foreign 
judicial decisions on legal parentage rendered as a result of 
an international surrogacy arrangement (hereinafter – the 
Protocol)” [27]. Summing up the offers of the experts, the 
following views were expressed:
•  a lot of experts offered that the Protocol should cover 

the legal parentage in the international surrogacy agree-
ments only;

•  the judgments concerning legal parentage of the child 
born by a surrogate should be delivered shortly after 
birth, possible criteria for the recognition of judgements 
on legal parentage were discussed;

•  the possibility of certification to verify that surrogacy 
agreement was conducted in accordance with the Pro-
tocol was offered;

•  the necessity to ensure free and informed consent of 
the surrogate;

•  keeping the information on the child's origin to safe-
guard the right of the child to information about its 
genetic origin;

•  role of intermediaries in the international surrogacy 
cases;

•  possible “minimum standards concerning the eligibility 
and suitability of the surrogate mother, and the eligi-
bility and suitability of the intending parent” and other 
questions” [27].

The experts outlined that the convention and the Protocol 
will be drafted and presented in the final report, which is 
planned on March 2022. If this ambitious and important 
project is completed as planned, we will have the draft 
of the instrument, having the potential to eliminate the 
problems of the stateless children and minimizing other 
risks listed in this article. Some of the scholars are sceptical 
about the success of any new convention on surrogacy, 

because there is little probability that the countries where 
surrogacy is banned would sign it, moreover, negotiations 
on such instrument would take years [7].

The study of legal literature shows that the desirable contents 
of such convention is much wider than was offered by the 
Hague Conference on Private International Law. For example, 
R. Pol offered draft provision of the proposed international 
instrument, including, among others, necessity of establishing 
the “Competent Authority” at the federal level of every state, 
which will be communicating between the contracting parties' 
establishing the “Governing Committee”, being in charge of 
applications of intending parents and interested surrogate 
mothers to enter into international surrogacy agreement; 
establishing the authority for resolution of disputes [28]. M. 
Flatscher-Thoni, C. Voithofer have proposed adoption of ART 
Convention, containing pre-treatment measures (ensuring 
providing the patients with the necessary information); 
treatment measures (minimal legal standards of the relevant 
contracts should be met), post-treatment measures (installing 
of an arbitrary board) [29]. 

There is no doubt that the project conducted by the Hague 
Conference on Private International Law has the biggest 
potential to succeed among all the recent endeavours, how-
ever in our opinion, the list of questions it regulates should 
be extended. For example, the final report, available on the 
website of the project, does not contain the information on 
the authority which will have discretion to control fulfil-
ment of the Protocol and the authority, which will decide 
the disputes between the parties to international surrogacy.

CONCLUSIONS
Parties to an international surrogacy contract and a baby 
(babies) born after the contract is fulfilled are facing sev-
eral risks, the most dangerous of which entails leaving the 
children stateless and resulting in the situations when the 
child-parent relations are not recognized by the country 
of the intended parents' origin. There is no unified legal 
approach to avoid and resolve such issues provided at the 
international or regional (European) level.

Existing international, European and European Unions' 
legal instruments regulate some separate issues of inter-
national surrogacy cases, which do not provide practical 
solutions to existing problems. The ECHR has developed a 
few cases, dealing with international surrogacy, supporting, 
for example, a reproductive tourism or advising on ways 
of recognition of child-parent relations in the surrogacy 
cases with the intended parent who is not the biological 
parent of the child, however these rules do not substitute 
the international binding legal instrument. Sometimes 
from the moment of child birth to the moment when the 
decision of the ECHR is issued more than 10 years can pass 
and there is a need of the instrument that can deal with 
such cases on a rapid way.

The necessity of introducing of unified legal instrument 
dealing with international surrogacy cases is discussed during 
almost last two decades and the Hague Conference on Private 
International Law is currently drafting such protocol, the 
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work is expected to be finished by March 2022. However, 
some questions that should be regulated by the Protocol, in 
our opinion, were not included in the Report of the Expert 
group as of March 2019. It is believed that the protocol shall 
also provide for authority which will have discretion to control 
fulfilment of the Protocol and the authority, which will decide 
the disputes between the parties to international surrogacy.
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INTRODUCTION
Today both altruistic and commercial surrogacy are al-
lowed in a few European countries. The countries in which 
it is permitted are extremely attractive to: 1) foreigners 
who, avoiding the relevant prohibitions at the level of 
their national legislation, come to these countries for the 
purpose of applying the surrogacy procedure; 2) foreign 
corporations that carry out professional activities in this 
area and resort to cross-border reproductive services. 
Citizens of Ukraine also actively use the opportunities of 
surrogacy. However, a quantity of important issues related 
to the using of surrogacy in the European Union remain 
unresolved; regulatory support of the rights of surrogate 
mothers seems to be avowedly imperfect and is not ac-
companied by sufficient legal guarantees. It creates a need 
to study relevant international documents in this area in 
order to develop and implement certain legal innovations 
for states that use surrogacy.

THE AIM 
The aim of this article is to review current issues in the field 
of legal regulation of surrogacy and ensuring the rights of 
surrogate mothers in the EU, as well as to identify optimal 
ways to solve existing problems.

MATERIALS AND METHODS
 As an empirical basis, the research is based on international 
documents in the field of surrogacy, Ukrainian legislation, 
decisions of the European Court of Human Rights, the 
work of scientists in the field of legal regulation of sur-
rogacy, and so on. General scientific methods (synthesis, 
induction, system method) and specific scientific methods 
(comparative legal and special legal methods) are used.

REVIEW AND DISCUSSION
The possibilities of modern medicine have created a 
qualitatively new legal paradigm - human reproductive 
law. As can be seen from the report of the Committee 
on Social Affairs, Health and Sustainable Development 
of the Parliamentary Assembly of the Council of Europe 
(rapporteur - Petra De Sutter) “Anonymous donation of 
sperm and oocytes: balancing the rights of parents, donors 
and children” of 20 February 2019, as a result of the use 
of assisted reproductive technologies, more than eight 
million children have been born worldwide today [1] and 
this number is growing steadily.

One of the types of assisted reproductive technologies is 
surrogacy, which is used in Ukraine according to a special 
procedure approved by the Order of the Ministry of Health 
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of Ukraine № 787 of September 9, 2013 [2] and in some 
foreign countries. At the same time, there are significant 
differences in legal regulation in the current legislation of 
many European countries, which gives rise to a number of 
discussions among scholars, legal practitioners, physicians 
and other social groups. Therefore, the legal nature of this 
phenomenon, its essence and purpose remain unclear, and 
legal regulation at the supranational regional level within 
the European Union needs to be detailed.

Thus, according to Baiborosha N.S., there are only a few 
legal documents in this area in the European Union: the 
Principles of 1989, the Explanatory Report to the Princi-
ples of 1989, the Convention for the Protection of Human 
Rights and Dignity in connection with the application of 
biology and medicine: 1997 Convention on Human Rights 
and Biomedicine and 1997 Explanatory Report to the 
Convention on Human Rights and Biomedicine. All the 
above documents, with the exception of the Convention, 
are of a recommendatory nature [3].

Some scientists suggest treating surrogacy as the fertil-
ization of a genetically foreign woman (without using of 
her biological material) by implanting or transplanting an 
embryo using the genetic material of a male and a female 
who are married for the purpose of bearing and giving 
birth from the spouses, on the basis of relevant agreement 
between the spouses and the surrogate mother [4, p. 43; 5, 
p. 72]. However, this approach is quite debatable. There is 
currently no consensus among scholars on this issue. It is 
worth noting that we also do not share the above definition 
and consider it somewhat outdated, narrow. We believe that 
all methods of assisted reproductive technologies, includ-
ing surrogacy, are methods of treatment, and therefore the 
possibility of their use can in no way depend on a person's 
social status, in particular, gender self-identification, mar-
riage or same-sex partnership.

According to Lawrence Lvoff, there is a definition of 
surrogacy in 9 countries of the European Union. The 
law regulates pregnancy with the help of a third party, 
intention to give a child, agreement before the pregnancy, 
refusal of adoption, reference to the genetic link, reference 
to “agreement” / agreement [6] Of course, there are gaps 
in legal regulation that create a number of barriers for 
homosexuals, single people who for one reason or another 
are not married, people living in the same family without 
marriage registration, and violations of the rights of women 
who intend to become surrogate mothers (significantly 
limiting them) in the specified opportunity).

In this context, it should be emphasized that throughout 
the world, regardless of nationality and citizenship, the 
right to paternity has two dimensions - social and physio-
logical. In the social dimension, it is possible to exercise the 
right to parenthood through appropriate social institutions. 
At the same time, in physiological dimension, this right 
follows from the very nature of man - the right to have a 
child arises from birth, and a person can exercise this right 
by reaching the appropriate level of physical maturity and 
emotional development. It is worth noting that the right 
to parenthood, even in the physiological dimension, is 

much broader than the physiological readiness and ability 
to conceive a child.

Both social and physiological components are markers 
of human health. Thus, the inability to conceive naturally 
due to physical or psychological characteristics should be 
considered as a health disorder with the obligation of the 
state to provide appropriate medical care and ensure the 
right to reproduce with all available resources of modern 
medical science. It is noteworthy that in 1987 the World 
Medical Association (WMA) adopted a Regulation on in 
vitro fertilization and embryo transplantation, which de-
fines in vitro fertilization and embryo transplantation as a 
medical method of infertility treatment available in many 
parts of the world [7]. Note that the MMA clearly defines 
surrogacy as a method of treatment

Given this, we hold the position that access to treatment 
including surrogacy, should not be limited under any 
circumstances other than medical contraindications (for 
example, the presence of socially dangerous mental illness 
or hereditary diseases). In addition, homosexuality is rec-
ognized as the norm and is absent in the latest editions of 
the International Classification of Diseases [8] (in terms of 
the right to treatment by surrogacy by same-sex partners).

Moreover, the term “health” covers not only the physical 
but also mental and social well-being of a person, which is 
directly consistent with the position of the World Health 
Organization (hereinafter - WHO) [9]. At the same time, 
social well-being, among other determinants, presupposes 
the ability of people to conceive and give birth to children. 
In turn, the WHO Statute (Constitution) states that ev-
eryone has the right to the highest attainable standard of 
health, regardless of their social status. [9]. It follows that 
surrogacy, as a treatment method, should be available to 
everyone, without exception, who for some physiological 
or psychological reason can not have children, and not 
only to those who are married.

Consequently, depriving unmarried persons of the right 
to use the surrogacy procedure is not in line with generally 
accepted international standards and poses a serious threat 
to all countries where surrogacy is permitted. This also 
creates significant obstacles for people who come to other 
countries, including continental Europe, through medical 
tourism, in order to use the surrogacy procedure.

This state of affairs is also explained by the fact that modern 
democratic society has only recently taken on obligation to 
tolerate a person's infertility or other grounds that make it 
impossible to have genetically related children, as well as to 
refrain from stigmatizing such a person. At the same time, 
historically, the topic of infertility has always been taboo, and 
infertile people, especially women, have often been stigma-
tized [10, p. 163]. It is difficult to believe that such a stigma 
still exists in certain societies and is strangely superimposed 
on stigmatization of a surrogate mother, assisted gestation 
as a treatment method, and on a child [11, p. 48].

However, this state of affairs is unacceptable. In our view, 
all countries where surrogacy is permitted should create 
regulations that would allow every person (including a 
foreigner), regardless of their marriage, including same-sex 
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partnerships, to use surrogacy as a treatment method. For 
example, from January 1, 2019, this practice is successfully 
used in Washington State (United States) [12].

In addition, it should be noted that surrogacy and its 
integral component - assisted gestation - are always used in 
combination with other methods of assisted reproductive 
technologies. However, surrogacy is burdened by legal 
uncertainty and imperfection of its other necessary com-
ponents (taking donor material, instrumental fertilization, 
etc.) that precede auxiliary gestation.

Summarizing, we must state that currently in Ukraine 
and in many countries around the world the following 
issues are unresolved: the number of oocytes from one 
donor that can be used by a medical institution; amount 
of sperm from one donor (from one dose) that can be used 
by a medical institution to one recipient; state monitoring 
of gamete donations' amount (especially important for 
female donation); control of the amount of donor material 
during women's donation; mandatory selection of  blood 
group of donor and recipient; sexual selection of embryos 
to select the child sex.

However, the most systemic and conceptual shortcom-
ings that significantly affect medical tourism and the 
person's rights to motherhood and fatherhood are the 
following: lack of regulation of surrogacy at the level of 
separate (special) international legal act that would prevent 
conflicts of private international law regarding surrogacy; 
lack of a clear unified form of contract for the provision 
of surrogacy services; uncertainty of the list of the rights 
of the surrogate mother's child during participation in the 
program of assisted reproductive technologies (in this case 
the experience of Great Britain is positive); violation of 
the woman's rights (future genetic mother) in the absence 
of registered marriage or homosexual sexuality with the 
use of assisted reproductive technologies; problems of 
relationship between medical secrecy, the right to secrecy 
about the state of parents' health and the child's right to 
information about their origin (non-medical aspect); stig-
matization of surrogate mothers and committing criminal 
offenses against them in some cases; insufficient number 
and / or ineffectiveness of supranational legal remedies for 
the rights of surrogate mothers within the framework of 
criminal proceedings.

Thus, surrogacy is a separate set of medical, ethical and 
legal issues that are inextricably linked to other methods of 
assisted reproductive technologies and are a transnational 
problem of lack of legal regulation. To confirm this thesis, 
we note the following.

Along with this, as rightly noted by I.V. Chekhov, there 
is currently no regulation of the commercial program of 
surrogacy, which can lead to the transformation of the 
child and the surrogate mother into a “commodity” [13, 
p. 59]. Indeed, in the modern world there is an active de-
medecalization of surrogacy, a vision of a market service, 
which involves the use of appropriate manipulations to 
attract a third person - a surrogate mother (gestational 
courier). This is a significant problem for the development 
of medicine, as well as public order in many countries. 

Ferraretti A.P., Pennings G., Gianaroli L. and other sci-
entists rightly point out that in some cases, due to the 
relevant legal prohibitions in their countries of residence, 
but wanting to take advantage of surrogacy, always resort 
to cross-border reproductive services [14, p. 262]. Having 
the necessary amount of money, they migrate to other 
countries, where the use of assisted reproductive services, 
including commercial surrogacy, is allowed at the legis-
lative level, primarily to Ukraine. Thus, in the Resolution 
of the European Parliament (hereinafter - the Parliament) 
of December 17, 2015 “On the Annual Report on Human 
Rights and Democracy in the World 2014 and the European 
Union's policy on the matter” Parliament condemned the 
practice (ed. - commercial) surrogacy, which undermines 
a woman's human dignity because her body and its repro-
ductive functions are used as a commodity; pointed out 
that the practice of gestational surrogacy, which involves 
the reproductive exploitation and use of the human body 
for financial or other gain, particularly in cases of vulnera-
bility of women in developing countries, should be banned 
and immediately addressed in human rights instruments 
[15]. A similar position is reflected in the report of the 
Committee on Social Affairs, Health and Sustainable De-
velopment of the Parliamentary Assembly of the Council 
of Europe (rapporteur: Petra De Sutter) “Children's rights 
related to surrogacy” of 23 September 2016 [16].

However, according to L. van Zyl and R. Walker, it is 
impractical to prohibit all forms of commercial surrogacy. 
Researchers are proposing to introduce a model that would 
motivate surrogate mothers to provide their services for 
appropriate compensation. At the same time, there should 
be a professional regulatory body that would oversee the 
selection of surrogate mothers, their training and compli-
ance with ethical standards. This body would ensure fair 
payment, information of the parties about their rights and 
obligations, voluntary consent and legality of contractual 
restrictions concerning the surrogate mother. L. van Zyl 
and R. Walker believe that in this way the exploitation and 
unreasonable demands of future parents would be elim-
inated, minimizing the risk of harm [17]. We share this 
approach and believe that commercial surrogacy deserves 
to exist but should be regulated by an appropriate program 
that would clearly define the procedure, conditions and 
grounds for its implementation.

Undoubtedly, the realities of legal regulation in the field of 
surrogacy are far from ideal, as they are based on numerous 
anachronisms (are outdated) and do not correspond to the 
current level of society development. At the same time, for 
example, Ukrainian legislation in the field of reproductive 
medicine is considered the most liberal in Europe. This at-
tracts foreigners to Ukraine (who are the main consumers 
of surrogacy services) and specialized foreign corporations. 
However, liberalism should not mean uncontrolled use of 
assisted reproductive technologies, including surrogacy. In 
view of this, we consistently defend the position on need to 
regulate these relations at the level of a special (separate) legal 
act - the Law of Ukraine “On Surrogacy”, which would be 
based on a “model” international and designed to solve all 
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or at least most existing problems in the specified plane. A 
similar novel could be useful for Greece (where surrogacy 
is used quite actively) and other countries.

In addition, we are convinced that States in which surrogacy 
is prohibited (France, Germany, Norway, Sweden, etc.) should 
review this issue at the level of national legislation, taking into 
account its medical aspect and the provisions of Article 8 of 
the Convention for the Protection of Human Rights and Fun-
damental Freedoms which enshrines the right of everyone to 
respect for their private and family life [18]. Of course, on the 
one hand, the European Court of Human Rights (for example, 
in Labassee v. France, application № 65941/11, judgment of 
26 June 2014 [19] and in Mennesson v. France, application [ 
65192/11, decision of 26 June 2014 [20]) states that each state 
can decide on its own whether to allow or prohibit surrogacy 
within its territory. However, on the other hand, in the case of 
“S.H. and others v. Austria” (application no. 57813/00, judg-
ment of 3 November 2011) the Court held that the couple's 
right to conceive a child and use artificial insemination for 
that purpose is protected by Article 8 of the Convention for 
the Protection of Human Rights and Fundamental Freedoms, 
as the decision is one of aspects of private and family life 
[21]. In turn, in the case of “Dickson v. the United Kingdom” 
(application № 44362/04, judgment of 04 December 2007) 
The European Court of Human Rights explicitly stated that 
the denial of access to artificial insemination to applicants in 
prison affected the applicants' right to privacy and family life, 
including the right to respect for their right to become genetic 
parents [22]. We believe that the unconditional recognition 
of surrogacy as an accessible method of treatment should 
become a universally recognized world practice.

In contrast, some international feminist organizations 
(such as The International Coalition for the Abolition of 
Surrogate Motherhood) oppose the legalization of surroga-
cy, [23] considering auxiliary gestation humiliating for the 
surrogate mother for some reason. However, as long as the 
world community's perception of surrogacy is in the grip of 
such speculation, existing problems will remain unresolved 
and hundreds of thousands of people will be deprived of the 
opportunity to make proper use of the institution of surrogacy.

The next problem is that quite often surrogate mothers, 
despite their high social mission, are stigmatized, “brand-
ed” (we have already mentioned above). This is primarily 
due to negative attitude of certain social groups to artificial 
insemination and assisted reproductive technologies in 
general. Moreover, in some cases, surrogate mothers are 
harassed or even victims of criminal offenses. Often sur-
rogate mothers are left with their problems, not being able 
to effectively protect and / or restore their rights. All this 
indicates the imperfection of legislative mechanism for en-
suring their rights, and especially the unified international 
mechanism, with elements of imperative to prohibit such 
harassment. It should be noted that in legislative world 
practice of any country today there is no criminal liability 
for bullying (harassment) of a surrogate mother, i.e. inten-
tional systematic commission of physical, psychological or 
economic violence against her, which leads to physical or 
psychological suffering, health disorders, loss of ability to 

work or deterioration of the quality of victim's life.
In addition, as stated in paragraph 4 of the Declaration of 

Fundamental Principles of Justice for Victims of Crime and 
Abuse of Power, adopted by General Assembly resolution 
40/34 of 29 November 1985, victims should be treated 
with compassion and dignity. They have the right to access 
justice mechanisms and compensation for damages as 
soon as possible in accordance with national law [24]. All 
this indicates the need to establish appropriate legislation 
regulating the participation of surrogate mothers who have 
suffered from criminal offenses in criminal proceedings.

Therefore, we believe that in criminal proceedings where 
the victims are surrogate mothers, the participation of a 
representative (professional lawyer) should be recognized 
as mandatory, because only then will they be able to exer-
cise their rights properly, effectively and freely. In turn, we 
also emphasize the need to establish a proper procedure 
for persons who are surrogate mothers of free legal aid.

CONCLUSIONS
1.  The study shows that today a number of issues related 

to legal nature of surrogacy, conditions and procedure 
for its implementation remain out of the EU's attention. 
Nevertheless, a perfect mechanism should be created for 
people who want to take advantage of this medical and 
legal institute. In our opinion, the adoption of a sepa-
rate regional (within the EU) legal act will fully solve 
the existing problems, ensuring the effectiveness and 
transparency of surrogacy, will unify the mechanisms 
of medical tourism in the field of surrogacy.

2.  We see a close position on the need to eliminate any 
discrimination in access to treatments such as in vitro 
fertilization and assisted gestation. Exceptions are only 
relevant medical contraindications (for example, the 
presence of socially dangerous mental illness or hered-
itary diseases).

3.  Based on the provisions of Article 8 of the Convention for 
the Protection of Human Rights and Fundamental Free-
doms, which enshrines the right of everyone to respect for 
their private and family life, the EU Regulation / Directive 
should lay down the basic provisions on surrogacy:

1)  all methods of assisted reproductive technologies, in-
cluding surrogacy, are methods of treatment;

2)  possibility of applying such methods can in no way 
depend on a person's social status, in particular, gender 
self-identification, the fact of being married or having a 
same-sex partnership;

3)  access to treatment: states are obliged to provide ap-
propriate medical care and ensure the possibility of 
exercising the right to reproduction with all available 
resources of modern medical science;

4)  restriction of access to treatment based on medical 
contraindications;

5)  unification of the agreement form on provision of sur-
rogacy services;

6)  list of rights of all participants during participation in 
the program of assisted reproductive technologies;
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7)  measures to prevent stigmatization of surrogate mothers 
and commission of criminal offenses against them in 
some cases;

8)  creation of national professional regulatory bodies that 
would oversee the selection of surrogate mothers, their 
training and compliance with ethical standards with the 
development of standards for their activities;

9)  ensuring the right of a representative (professional 
lawyer) to participate in criminal proceedings where 
the victims are surrogate mothers on a gratuitous basis.
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INTRODUCTION
The first child using surrogacy technology was born 40 
years ago by fertilizing the surrogate's egg with the cus-
tomer's sperm (traditional surrogacy). Since then, the use 
of surrogacy technology in the world has become quite 
popular in solving the problems of childlessness. Tradition-
al surrogate motherhood, in which a surrogate mother is 
genetically related to a child, is now almost never resorted 
to, although it is still allowed in the laws of some states. In 
modern medicine, usually gestational surrogacy is used, 
in which the surrogate mother is not biologically related to 
the child. That is why it is believed that gestational surro-
gacy is more benign for a surrogate mother. The presence 
of a biological connection between a child and one (or 
both) potential parents favorably distinguishes surrogate 
motherhood from adoption, in which usually a biologi-
cally alien child is adopted, and makes this way of solving 
the problems of combating childlessness for prospective 
parents a higher priority.

And despite the fact that a lot of time has passed since the 
first experience of using surrogacy, the attitude towards this 
technology in society is not unambiguous. This is due to 
the fact that surrogate motherhood is not a purely medical 
problem, but affects the moral, ethical, religious aspects, 
in connection with which states have different attitudes 
towards its legal regulation.

In some countries, surrogacy is prohibited, in others it is 
allowed, in some states it is not regulated at all. It should be 
noted that no matter what approach to the legal regulation 
of surrogacy one or another country chooses, everyone has 
problems with its application and the consequences of its 
application. It is safe to say that surrogacy has become a 
common problem for all states and requires the develop-
ment of a common concept for its regulation.

THE AIM
The purpose of this article is to study the national legisla-
tions of different states to identify problems associated with 
the use of surrogacy and to find ways to develop a general 
concept of its legal regulation at the international level.

MATERIALS AND METHODS
The research is based, firstly, on the study of the national 
legislation of a number of European states (Belarus, France, 
Germany, India, Russia, Ukraine, Switzerland, etc.), which 
provide various regimes of legal regulation of surrogacy 
as a reproductive technology. By means of a comparative 
analysis of their prescriptions, general and different pro-
visions in such legal regulation have been identified, and 
the problems associated with cross-border recourse to 
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surrogacy are shown. In addition, some decisions of the 
ECHR, which resolved the issue of the balance of human 
rights when using surrogacy technology, were studied. 
Finally, the materials of the judicial practice of individual 
states are also analyzed in terms of establishing the legal 
consequences of resorting to the technology under study. 

REVIEW AND DISCUSSION

ISSUES OF COUNTRIES WHICH LEGISLATION 
PROHIBITS SURROGATE MATERNITY.
Many European countries prohibit the use of surrogacy 
technologies. The methods of prohibitions in such states 
differ: in some countries, such a prohibition is either di-
rectly contained in the Constitution or established by the 
courts, based on the interpretation of its more general pro-
visions; in others, it is contained in civil law or established 
by special laws; thirdly, it is also supported by sanctions in 
the criminal law.

For example, in Germany courts, based on Part 1 of Art. 
1 of the Constitution, which declares that “Human dignity 
shall be inviolable. To respect and protect it shall be the duty 
of all state authority” [1] and section 1591 of the German 
Civil Code [2], according to which “The mother of a child 
is the woman who gave birth to it”, come to an unequivocal 
conclusion that surrogacy is prohibited [3].

At the same time, a special law was adopted in Switzer-
land: Federal Act on Medically Assisted Reproduction 
[4], which established that “Ovum and embryo donation 
and surrogate motherhood are prohibited” (art. 4). The 
principle of the monism of the criminal law is unknown 
to the Swiss criminal law. Therefore, it is not surprising 
that criminal liability for violation of this prohibition was 
established not in the Swiss Criminal Code, but in the same 
Federal Act on Medically Assisted Reproduction. Article 31 
(as amended by Federal Act of 12.12.2014 [5]) provides that 
“Any person who uses an assisted reproductive technique 
in a surrogate mother shall be liable to a custodial sentence 
not exceeding three years or to a monetary penalty. The 
same penalty shall apply to any person who acts as an 
intermediary for surrogate motherhood”. 

However, despite the existing bans, residents of these 
states sometimes deliberately violate national legislation 
in order to solve the problem of childlessness. To do this, 
they apply for the use of surrogacy technology in those 
countries in which this technology is allowed at the leg-
islative level. As a result, such parents in their country, 
and sometimes in the country to which they come to 
apply this procedure, have difficulties with legalizing their 
parental relations, and sometimes – problems associated 
with bringing them to justice, including criminal one [6]. 
As you know, the criminal legislation of many Europe-
an countries proceeds in such cases from the so-called 
principle of “double wrongfulness”, which consists in the 
fact that the possibility of criminal prosecution under the 
legislation of a particular country for a crime committed 
outside its borders is conditioned by the recognition of the 

act as criminal under the law of the place of its commis-
sion. For example, according to clause “a” part 1 of Art. 
7 of the Criminal Code of Switzerland “Any person who 
commits a felony or misdemeanor abroad ... is subject to 
this Code if the offence is also liable to prosecution at the 
place of commission or the place of commission is not 
subject to criminal law jurisdiction” [7] Thus, referring to 
the technology of surrogacy, for example, on the territory 
of Ukraine (according to the legislation of which these 
actions are not criminal), a Swiss citizen or resident, even 
after returning to the jurisdiction of his state, cannot be 
held criminally liable. 

In the EU countries many judges have come up with legal 
arrangements that grant a child born from a commercial 
gestational surrogacy legal parentage with its “intended 
parents” [8]. In particular, “In a number of States ad hoc, 
'ex post facto' remedies have been found with a view to re-
ducing the harmful impact of this legal limbo for children. 
These remedies are ways of trying to cope with situations 
which are, in effect, a fait accompli: the child is already born 
and usually the surrogate mother does not wish to care for 
the child and the intending parents do» [9].

An analysis of the practice of the ECHR allows us to name 
some of the response measures that such states apply in 
relation to their citizens who have violated the prohibition 
of national legislation on surrogacy. Such measures should, 
for example, include:
-  refusal to guarantee legal recognition of a father-child re-

lationship that was legally established in the state in which 
the surrogate mother gave birth to a child (Mennesson v. 
France [10] and Labassee v. France [11]);

-  the authorities' refusal to grant permission to enter the 
territory of the state of a child who was born in another 
country from a surrogate mother until the intended par-
ents provide sufficient evidence to confirm their family 
relationship with the child (D. and Others v. Belgium [12]);

-  taking away the child and transferring it for adoption 
(Paradisoі Campanelli v. Italy [13]);

-  refusal of the authorities to register all information from 
the birth certificate of children born abroad in accordance 
with the agreement on gestational surrogacy (C and E v. 
France [14]) 

There have also been attempts in Italy to prosecute alleged 
parents for violating the ban on surrogacy. However, since 
Italian criminal law also recognizes the already mentioned 
so-called principle of “double wrongfulness”, the court 
in this case dropped the charge on the grounds that the 
parents were not criminally responsible for the actions 
that are lawful in the territory of the state where they were 
committed [15, p. 6-7].

The application of such negative consequences to citizens 
who are forced to turn to medical institutions in other 
countries to fulfil their natural need for parenting naturally 
causes their discontent. They reasonably believe that by 
such actions states violate their right to respect for private 
and family life guaranteed by Art. 8 EConvHR, States, on 
the other hand, justify the possibility of applying negative 
consequences to alleged parents by actions in the public 
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interest in order to protect health or morality, protect the 
rights and freedoms of others. Thus, for example, in Men-
nesson v. France and Labassee v. France The Court noted 
that the State intervention had two legitimate aims, as 
defined in Art. 8, namely “health protection” and “protec-
tion of the rights and freedoms of others”. The court also 
found that the refusal of the French authorities to recognize 
the legal relationship between children born as a result of 
surrogacy technology stems from the desire to prevent 
French citizens from seeking help outside of France for 
reproductive technology, which is prohibited in that coun-
try in order to protect children and a surrogate mother.

Thus, in regulating relations on the use of surrogacy 
technologies and their consequences, it is necessary to 
try to maintain a fair balance between private and public 
interests, in which the ECHR plays an important role. It 
should be noted that when resolving disputes related to 
the use of surrogacy technologies, the ECHR most often 
makes decisions in favor of the intended parents. Thus, in 
Mennesson v. France The Court stressed that states should 
be left with wide boundaries in the choice of decision-mak-
ing related to surrogacy, given the complex ethical issues 
and lack of consensus on these issues in Europe. However, 
these choices are narrow when it comes to parenthood, 
in which a key aspect of individuals' identity has been 
involved. The Court had to find out whether a fair balance 
had been struck between the interests of the State and the 
immediate interests of persons, with particular emphasis 
on the fundamental principle that, whenever children are 
affected, their interests should prevail.

However, in Paradiso and Campanelli v. Italy The ECtHR 
dismissed the applicants' complaint and recognized the 
actions of the Italian authorities as legitimate, pursuing 
legitimate aims to counteract violations and aimed at 
protecting the rights and freedoms of others. The main ar-
gument in this case was the lack of a biological connection 
between potential parents and a child born to a surrogate 
mother. And despite the fact that the reason for this was 
the mistake of the medical institution, whose services the 
potential parents turned to, the court considered that the 
implementation of the exclusive powers of the state to rec-
ognize the legal parent-child relationship is possible only 
in the case of biological connection or adoption. Thus, the 
removal of the child and the transfer of him for adoption 
was recognized as legal. 

All of the above allows us to conclude that in countries 
where surrogate motherhood is prohibited, there is a need 
to think about the possible reform of legislation and reg-
ulatory regulation of the registration process of potential 
parents' parental rights in relation to a child born by a 
surrogate mother in another state.

ISSUES OF COUNTRIES WHICH LEGISLATION 
ALLOWS SURROGATE MOTHERHOOD.
Surrogacy is allowed in Belarus, Great Britain, Georgia, 
Russia, USA, Ukraine and other countries. The laws of these 
states regulate the use of this technology in different ways. 

In some countries, only altruistic surrogacy is allowed, in 
which the surrogate mother does not receive remuner-
ation for bearing and giving birth to a child, but is only 
entitled to compensation for losses and costs associated 
with surrogacy. In other countries, commercial surrogacy 
is allowed. It is the latter that become a refuge for childless 
people who come there for the purpose of bearing and 
giving birth to a child for them by a surrogate mother. It is 
worth noting that the services of surrogate mothers from 
such countries are used not only by childless couples from 
states where surrogacy is prohibited, but also by citizens 
of those countries where the use of this technology is per-
mitted, but associated with significant organizational and 
financial difficulties. So, statistically about half of all U.K. 
surrogacy contracts involve overseas surrogates — many 
of them in locations (like California) where commercial 
surrogacy contracts are enforceable [16, p. 7]. 

It should be noted that many of the countries that al-
low commercial surrogacy are emerging economies. The 
incomes of citizens of such countries are quite low, and 
women are forced to accept the role of a surrogate moth-
er in order to earn money. Many researchers note that 
commercial surrogacy in economically underdeveloped 
countries is a form of exploitation of women [17, p. 12].

The governments of some countries, which have become 
the center of reproductive tourism, are forced to respond 
to abuses in this area in the most radical way. So, in 2012, 
about 10,000 foreign clients visited India to provide repro-
ductive services; almost 30% of them were either single or 
homosexual. After ten years of commercial surrogacy, India 
has finally banned commercial surrogacy for foreigners 
[18]. The ban was based on Ms Jayarshi Wad's lawsuit in 
the New Delhi Supreme Court, in which she argued that 
surrogacy was a violation of women's rights to life and 
liberty. Commercial surrogacy for foreign citizens was also 
prohibited in other countries, that used to be the “surrogacy 
havens”, due to all the ethical and moral questions arising 
from commercial surrogacy and the inherent risk of human 
rights violations» [19, p. 17]).

After the introduction of a ban on commercial surrogacy 
in India, as well as in Thailand, Nepal and Cambodia, the 
center of transnational reproductive tourism shifted to the 
countries of Eastern Europe, the leaders of which in this 
area are Russia, Ukraine, Belarus, Georgia. The lack of state 
control over the conclusion of agreements on surrogacy 
and the use of this technology is the reason for the lack 
of statistics on the number of children born to surrogate 
mothers. The scope of this procedure, for example, in 
Ukraine and Russia, was revealed only when journalists 
discovered dozens of babies born to surrogate mothers, 
whom their biological parents could not pick up due to 
the closure of state borders during the quarantine period 
caused by the coronavirus pandemic (COVID-19) [20; 21]. 

The next problem faced by countries that allow surrogacy 
is to find an answer to the question: whose rights are in pri-
ority – a surrogate mother or potential parents? And related 
questions: how is parental rights transferred from a surrogate 
mother to potential parents (in the event that parental rights 
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initially arise for the surrogate mother and her spouse)? Is it 
possible to enforce a surrogacy agreement if the surrogate 
mother refuses to voluntarily transfer the child or rights to 
it? Countries that allow surrogacy deal with these issues in 
different ways in their national legislation.

So, for example, in accordance with Part 4 of Art. 51 of the 
RF FC, persons who are married and have given their written 
consent to implantation of an embryo to another woman for 
the purpose of carrying it, can be registered by the child's 
parents only with the consent of the surrogate mother. In the 
judicial practice of the Russian Federation, there are several 
high-profile cases related to the refusal of a surrogate mother 
to give consent to the transfer of a child to biological parents 
[22]. The priority of the rights of a surrogate mother in relation 
to the rights of potential parents is also sharply criticized by 
judge of the Constitutional Court of Russian Federation S.D. 
Knyazev: “The purpose of surrogacy as a method of treating 
infertility is to provide a married man and woman, who are 
unable to independently realize their reproductive rights, the 
ability to become parents of their genetic child. In this regard, 
the question inevitably arises of whether the option of legal 
regulation chosen by the legislator, which removes, according 
to many experts, in the interests of children even the potential 
for disputes over the rights to a child between a surrogate 
mother and genetic parents, corresponds to the purpose of 
the institution of surrogate motherhood” [23].

The opposite approach is laid down in the family legisla-
tion of Ukraine and Belarus which enshrines the presump-
tion according to which the parents of a child born by a 
surrogate mother are the customers (Art. 123 of the FK of 
Ukraine [24], Art. 52 of the Code of the Republic of Belarus 
on Marriage and Family [25]). This approach makes these 
countries very attractive for transnational reproductive 
tourism, since the priority of the rights of potential parents 
is enshrined in the legislation of these countries.

It should be noted that art. 21 of the Law of the Republic 
of Belarus “On Assisted Reproductive Technologies” [26] 
regulates in sufficient detail the issues related to the use 
of surrogacy. Particularly noteworthy is the fact that the 
legislator fixes the essential terms of the contract and the 
rights and obligations of a surrogate mother. 

Allowing only altruistic motherhood significantly limits 
the use of this technology. Usually, in this case a relative 
or a good acquaintance of the family becomes a surrogate 
mother for the intended parents, who, out of the kindness 
of her heart, agreed to bear a child for a childless couple. 
And despite the fact that with altruistic surrogate moth-
erhood, it is difficult to reproach the exploitation of a 
surrogate mother who is forced to agree to bear someone 
else's child in order to earn money, many issues still arise. 

GENERAL ISSUES THAT ARISE IN THE LEGAL 
REGULATION OF THE APPLICATION OF 
TECHNOLOGIES OF SURROGATE MATERNITY 
AND THE TRENDS OF THEIR SOLUTION.
The issues that were faced by national governments and the 
ECHR in the field of surrogacy technologies have caused 

concern at the highest international level. As a result, these 
issues are being actively discussed at various international 
platforms in order to develop common guidelines and ap-
proaches in the legal regulation of surrogacy. For example, 
since 2011, the Permanent Bureau of the Hague Conven-
tion on Private International Law has been studying issues 
of private international law, including issues arising in the 
context of international agreements on surrogacy. In 2018, 
several UN agencies organized an inter-agency meeting 
on surrogacy and human rights in Bangkok. In June 2019, 
during the 74th session of the UN General Assembly, the 
Special Rapporteur on the sale and sexual exploitation of 
children, including child prostitution, child pornography 
and other child sexual abuse material, presented a report 
on the protection of the rights of children born from sur-
rogacy arrangements.

Based on a study of the practice of surrogate motherhood 
using, national legislative regulation, and judicial practice, 
she identified issues and provided recommendations for 
improving national legislation in order to comply with the 
minimum guarantees of the rights of children born to sur-
rogate mothers. It also proposed to consider the possibility 
of developing a model law based on the available scientific 
evidence and good practice on the application of the prin-
ciple of the child's best interests  by states in the context 
of domestic law and public international law governing 
international and transnational surrogacy procedures [27]

.

CONCLUSIONS
It seems that the development of an international doc-
ument aimed at protecting the rights of children born 
with the use of surrogate motherhood technology is the 
only possible way to solve the issues that arise in this area. 
Unification of legal regulation in the field of application of 
surrogacy technologies should be carried out on the basis 
of the main principle enshrined in paragraph 1 of Art. 3 of 
the Convention on the Rights of the Child - the principle 
of the best interests of the child. In this paradigm, national 
legislation should also develop, regardless of whether the 
use of surrogacy technology is allowed or prohibited in 
the state. Particular attention in acts dedicated to the reg-
ulation of surrogacy should be paid to finding the optimal 
balance between the interests of the surrogate mother and 
potential parents. It is also necessary to develop a system 
for monitoring the use of surrogacy technology at the inter-
national and national levels. This will minimize violations 
and abuses in this area.
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INTRODUCTION 
Surrogacy service is one of the most controversial. On 
the one hand, it is a unique opportunity to have your 
own child for people who are not able to conceive (bear, 
give birth) on their own. On the other hand, this phe-
nomenon is criticized for: the possibility of use only by 
wealthy people; degradation of women; negative impact 
on a child [1]; unethical nature of such a procedure; 
exploitation of vulnerable position of women; risks 
of violation of the rights of genetic parents, surrogate 
mother and child.

The policy of different states on this issue is diverse and 
provides for three main regimes of its legislative regulation: 
prohibitive, altruistic and permissive [2]. In surrogate 
countries, any surrogacy is prohibited (Austria, Iceland, 
Italy, Moldova, Germany, Norway, Pakistan, Romania, 
Saudi Arabia, Serbia, some US states, France, Switzerland). 
In countries with altruistic regimes, there is a ban on 
commercial surrogacy, while it is allowed free of charge 
(Australia, Belgium, Great Britain, most provinces of Can-
ada, the Netherlands, some US states). In countries with 
a permit regime, surrogacy is allowed (Ukraine, Belarus, 
Georgia, Kazakhstan, Kyrgyzstan, the Russian Federation, 
some US states, the Canadian province of Quebec), but 
has certain conditions and restrictions. The regime of zero 

legal regulation should be added to these groups, which, 
in turn, can be divided into positive-zero (when the lack 
of legal regulation is not an obstacle to the provision of 
services: Azerbaijan, Ireland, Japan) and negative-zero 
(countries where the service of surrogacy is insignificant 
(ex lege null), for example, in Poland [3]).

One of the most favorable conditions for obtaining the 
service of surrogacy exists in the East Slavic countries 
(Ukraine, Russian Federation and Belarus). Attractive 
for people who want to become parents, especially from 
abroad, in their markets is the relatively high quality of 
medical services and lower prices than in other countries. 
The study of these states' legislation has shown that the key 
common features for them are: 1) relations are regulated 
through the conclusion of the contract for the provision 
of services; 2) both non-commercial and commercial sur-
rogacy and exclusively gestational (for which there is no 
genetic link between the surrogate mother and the embryo) 
are allowed; 3) potential parents (or at least one of them) 
must have a genetic link with a child; 4) the service is not 
provided to homosexual couples; 5) persons may use the 
service only on medical grounds; 6) there are no restric-
tions on the service price. At the same time, the practice 
of these services has a few legal, medical, economic, social 
and ethical issues.
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THE AIM 
The aim of the study is to determine the state of legal reg-
ulation of surrogacy in Ukraine, the Russian Federation 
and Belarus, to identify risks of human rights violations, 
to identify legal and medical mechanisms to combat the 
exploitation of women, and to outline a portrait of a sur-
rogate mother.

MATERIALS AND METHODS 
The empirical basis is the legislation of Ukraine, Russian 
Federation and Belarus, which regulates the service of surro-
gacy, information from the websites of agencies and clinics in 
this area, as well as personal stories of 41 surrogate mothers, 
set out in open sources. The following methods were used: 
dialectical, comparative law, statistical, induction and deduc-
tion, questionnaire, analysis and synthesis, content analysis.

REVIEW AND DISCUSSION 
There are no official statistics on the number of surrogacy 
services provided in Russia, Ukraine and Belarus. According 
to unofficial sources, several thousand children are born to 
surrogate mothers in Ukraine every year [4, 5]. According 
to the European Surrogacy Center, at least 22,000 children 
are born to surrogate mothers in Russia each year, with an 
annual increase of at least 20% [6]. Given the social impor-
tance and problems that exist in the field of surrogacy, it is 
seen that this phenomenon needs official registration.

Analysis of the legal regulation of the use of surrogacy 
shows that in Ukraine and Russia it is carried out by gen-
eral acts: The Family Code1, health care legislation2 and 
civil status acts3. Special acts regulating the application of 
surrogacy procedures in these states are adopted by the 
Ministry of Health and operate at the secondary level4. 
These issues are regulated in more detail in Belarus. In 
addition to the general act of Family law5, a special Law 
“On Assisted Reproductive Technologies”, 07.01.2012 № 
341-3, as well as bylaws6 of the Government and the Min-
istry of Health7 are dedicated to them. The conclusion of 
an agreement between a parent and a surrogate mother in 
Ukraine and Russian Federation is based on the general 

clauses of the Civil Code regarding the agreement on the 
provision of services8. Unlike in Russia and Ukraine, in 
Belarus, the surrogacy agreement is named and has man-
datory conditions9.

There is no definition of surrogacy in the legislation of 
Ukraine. In Russia, it is defined as the delivery and birth of a 
child (including premature birth) under a contract between 
a surrogate mother (a woman who bears a fetus after the 
transfer of a donor embryo) and potential parents whose 
gametes were used for fertilization, or a single woman 
for whom childbearing and childbirth is not possible on 
medical basis (paragraph 9 of Article 55 of the Law “On 
Fundamentals of Public Health in the Russian Federation”, 
paragraph 77 of the order № 107n). In Belarus, surrogacy is 
defined as a type of assisted reproductive technology, which 
is a combination of sperm and egg removed from the body 
of the genetic mother, or a donor egg outside the woman, 
the development of resulting embryo, subsequent transfer 
of this embryo to the uterus, carrying and giving birth to 
a child (Article 1 of the Law “On Assisted Reproductive 
Technologies”).

At the same time, the regulations of the parties to this 
agreement differ in three countries. In Russia, the agreement 
is signed between the spouses-potential parents and the sur-
rogate mother or between a single woman-genetic mother 
and surrogate mother (Article 55 of the Law “On the Fun-
damentals of Public Health in the Russian Federation”). At 
the same time, in practice the issue of the possibility of using 
the service of surrogacy and registering a child as one's own 
by persons who are not in a registered marriage, as well as by 
single persons (both women and men) resolved differently. 
Russian legislation in this regard, as well as the practice of 
its application, are quite contradictory [7, 8].

In Ukraine the issue is not fully resolved. On the one 
hand, paragraph 6.11 of the Procedure for the use of as-
sisted reproductive technologies in Ukraine defines the 
list of documents required for surrogacy from a spouse in 
whose interests surrogacy is carried out, including a copy 
of marriage certificate (which, according to Article 21 of 
the Family Code of Ukraine, is a family union of a female 

1  In Ukraine - Art. 123 of the Family Code of Ukraine, January 10, 2002 № 2947-III; in the Russian Federation - articles 51, 52 of the Family Code, 29.12.1995 N 223- ФЗ .
2  Law of Ukraine “Fundamentals of the Legislation of Ukraine on Health Care”, November 19, 1992 № 2801-XII (Article 48); Federal Law “On the Fundamentals of Public 

Health in the Russian Federation”, 21.11.2011 N 323- ФЗ (Article 55).
3   Order of the Ministry of Justice of Ukraine “On approval of the rules of state registration of civil status acts of Ukraine”, 18.10.2000 № 52/5 (p. 11); Federal Law of the Russian 

Federation “On Civil Status Acts”, 15.11.1997 № 143 (Article 16).
4   Order of the Ministry of Health of Ukraine “On approval of the Procedure for the use of assisted reproductive technologies in Ukraine”, 09.09.2013 № 787 (Section VI); 

Order of the Ministry of Health of the Russian Federation “On the Procedure for using of assisted reproductive technologies, contraindications and restrictions on their 
use”, 30.08.2012 № 107н.

5   Code of the Republic of Belarus “On Marriage and Family”, 09.07.1999 № 278/3 (Article 52).
6   Resolution of the Council of Ministers of the Republic of Belarus “On the essential terms of the surrogacy agreement”, 04.11.2006 № 1470.
7   Resolution of the Ministry of Health of the Republic of Belarus “On approval of the list of medical indications and contraindications to surrogacy, procedure and scope of 

medical examination of surrogate mothers, genetic mothers and their spouses”,14.09.2006 №71.
8   Civil Code of Ukraine, January 16, 2003 № 435-IV; Civil Code of the Russian Federation of 30.11.1994 N 51- ФЗ.
9   According to Art. 21 of the Law “On Assisted Reproductive Technologies” essential conditions of surrogacy agreement are, in particular: the provision by one woman (sur-

rogate mother) to another woman (genetic mother or woman who used a donor egg) services of carrying of a pregnancy and childbirth, conceived with the participation of 
an ovum (ova) removed from the genetic mother' body, or a donor egg (ova); quantity of embryos that will be transferred to the uterus of surrogate mother; an indication of 
healthcare organization (s) in which the connection of the sperm (s) and ovum will take place, removed from the body of the genetic mother, or donor egg (eggs), transfer 
of the embryo (embryos) in the uterus of  surrogate mother, monitoring the course of her pregnancy and childbirth; the surrogate mother's duty to follow all the doctor's 
instructions and to provide the genetic mother or the woman who used the donor egg and her husband with information about her health and the health of child (ren), etc.
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and a male). On the other hand, one of such documents 
is a notarized copy of a written joint agreement between 
a surrogate mother and a woman (husband) or spouses, 
which means that one of the spouses may be a party to the 
agreement. Despite the lack of a direct ban, the possibility 
to use the service of surrogacy for persons who are not in 
a registered marriage and single persons is not provided.

In Belarus, the parties to the agreement are a potential 
mother (a woman who used a donor egg) and a surrogate 
mother. Married females enter into a contract with the 
written permission of their husbands. However, if the 
potential mother is a genetic mother, she is not allowed to 
have a husband. At the same time, if a potential mother 
has used a donor egg, she must have a husband, as only his 
sperm are used to fertilize the donor egg (Articles 20, 21 of 
the Law on Assisted Reproductive Technologies). It follows 
that the service of surrogacy in Belarus can be used by a 
married woman who is in an actual marital relationship 
or a single woman, but a single man cannot.

In addition to the surrogate mother and genetic parents, 
the subject of the legal relationship is the clinic and may 
be an agency and intermediaries. In all three countries, the 
nature of the relationship between the medical institution 
and the parents, as well as between the medical institution 
and the surrogate mother, remains unclear; the status of 
agencies and intermediaries is unregulated. In this regard, 
the UN stressed the need to regulate all intermediaries 
involved in surrogacy arrangements, use of contractual 
arrangements, and ethical standards) [9].

Analysis of information from the websites of agencies 
and reproductive centers of the three countries showed 
that today the surrogacy market is filled with offers that 
vary significantly in price and scope of services (differen-
tiated service packages such as standard, elite, premium). 
Thus, the elite offer a number of additional services, such 
as patronage and control of the program, additional legal 
services, city tour, babysitting services10. One of the clinics 
operating in Ukraine offers at least 20 packages of services 
that differ not only in price (the cheapest differs from the 
most expensive seven times), but also in a number of po-
sitions, including accessibility for single couples and single 
people, the country, in which the birth will take place, 
providing legal support, etc.11 

Moreover, it is even possible to choose the child's sex. 
This option requires special attention, because in Russia 
and Belarus, usually, it is not available, except in cases of 
inheritance of diseases related to sex (Part 4 of Article 55 
of the Russian Federation Law “On Fundamentals of Public 

Health in the Russian Federation” and Article 15 of the 
Law of the Republic of Belarus “On Assisted Reproductive 
Technologies”). Thus, the choice of sex is allowed only on 
medical grounds, not social. There is no such prohibition in 
the legislation of Ukraine, although it is contained in Art. 
14 of the Convention for the Protection of Human Rights 
and Dignity of the World concerning the Application of 
Biology and Medicine, which Ukraine signed on March 
22, 2002, but has not yet ratified. This provision is aimed 
at preventing gender discrimination, degrading human 
dignity and violating the natural relationship between 
women and men. Thus, Ukraine, leaving this issue out of 
regulation, does not adhere to international standards, but 
at the same time receives additional benefits from people 
who want a child of a certain sex.

In all three countries the legal nature of the surrogacy 
agreement, understanding of such key concepts as surro-
gacy, agreement on it, surrogate mother, genetic parents, 
remain debatable; rights and responsibilities of surrogate 
mothers and genetic parents; legal relations between ge-
netic parents, surrogate mother and clinic, agency, inter-
mediaries [10; 11; 12; 13]. The issues of unilateral refusal 
to perform the contract, refusal of parents from the born 
child, the fate of the child in case of death of parents or one 
of them, their divorce are not regulated by law. Therefore, 
the quality of the contract is an important aspect of using 
this method of reproductive medicine.

Incomplete legislation and the temptation to make big 
profits create high risks of violations of the genetic par-
ents' rights, surrogate mothers and children, determine 
the favorable environment for the development of crime, 
attractiveness of the market for fraudsters.

One of the important issues involving the risks of violating 
the rights of prospective parents is the recognition of their pa-
ternity. This problem is especially acute in Russia, where the 
transfer of a child to parents is carried out with the consent 
of the surrogate mother12. The Constitutional Court of the 
Russian Federation in its decision of 15.05.2012 № 880-O 
pointed to the surrogate mother's ability to register herself 
as the child's mother in birth certificate, which is recorded 
in the birth certificate, thus stipulating for the woman who 
gave birth, rights and responsibilities of the mother. As 
a result, parents have no guarantee that the child will be 
handed over to them. This problem, in experts view, hinders 
the development of the service in Russia [14].

Instead in Ukraine (Article 123 of the Family Code) and 
Belarus (Article 52 of the Marriage and Family Code) the 
presumption of the child's origin from the parents-donors 

10  According to Part 2 of Art. 123 of the Family Code of Ukraine in case of transfer to another woman's embryo of a person conceived by a spouse (husband and wife) as a 
result of the use of assistive technologies, the child's parents are the spouses. <?>  The information is taken from the sites of such agencies and clinics as Center Semya. 
https://xn----7sbbjlcv3aghvajcuff5m.xn--p1ai/surrogatnoye-materinstvo-2020/surrogatnoe-materinstvo-pakety-uslug-centra-semja.html; Agency «babyforyou». https://
babyforyou.org/dlya-surrogatnyh-mam/; Feskov human reproduction group. https://surrogate-mother.ru/surrogatnoe-materinstvo

11  Feskov human reproduction group. https://surrogate-mother.ru/surrogatnoe-materinstvo;
12  According to Part 4 of Art. 52 of the Family Code of the Russian Federation, persons who are married to each other and gave their written consent to the implantation of 

embryo to another woman for the purpose of childbirth, may be recorded by the child's parents only with the woman's consent  who gave birth (surrogate mother); for 
item 5 of Art. 16 of the Law “On Civil Status” in the state registration of the child birth on application of the spouse who agreed to implant the embryo in another woman 
for the purpose of childbirth, along with a document confirming the birth of a child, must be presented a document issued by a medical organization certifies the fact of 
obtaining the consent of woman who gave birth to child (surrogate mother) to the record of the specified spouses by the child's parents.
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of genetic material which is an important guarantee of 
the rights of the latter. However, it should be noted that 
in Ukraine the settlement of this issue is controversial. If 
the Family Code recognizes the parents of the child as a 
spouse, the Rules of State Registration of Civil Status es-
tablish an additional requirement for surrogate mother's 
consent to the registration of spouses' parents13, which 
allows the surrogate mother to refuse to give such consent 
and register the child in her name. As a result, there are 
additional risks for the couple when registering a child, 
because the surrogate mother can blackmail the couple, 
demanding, for example, additional fees. For comparison 
in Belarus, when registering the birth of a child from a 
surrogate mother, the applicant provides only a surrogacy 
agreement (paragraph 19 of the Regulation of the Council 
of Ministers “On the procedure for registration of civil 
status and issuance of documents and (or) certificates by 
civil registration authorities”).

It has already been noted that in all three countries a 
surrogate mother cannot act as an egg donor. Lack of direct 
family ties (however, surrogate mothers are related to genetic 
parents and the child) reduces the risk of surrogate mothers 
wanting to keep the child. An analysis of the stories of surro-
gate mothers revealed that in half of the cases, women did not 
have attachment to the child - they perceived the need to give 
the baby as due. At the same time, in 5 cases, this attachment 
was such that it was difficult to transfer the child to genetic 
parents. In addition, there is the problem of determining 
the origin of child from the parents, when the embryo was 
conceived using donor material [16], when the donor egg 
and male reproductive cells are used for conception, as well 
as when donor zygotes and embryos are transferred to the 
surrogate mother [17].

The surrogacy market is attractive to black brokers, pseu-
do-agencies and those involved in fraud or blackmail. In 
particular, genetic parents suffer from surrogate mothers 
demanding additional services for the threat of having 
an abortion. Some women, due to childless couples, un-
dergo a complete medical examination of their body, and 
sometimes treatment, after which they disappear [18]. In 
order to counter such manifestations, a number of agencies 
compile and publish blacklists of surrogate mothers, i.e. 
women who have committed fraud or other unfair acts14.

In practice, there are such manifestations of illegal ac-
tivities of agencies and clinics as masking the purchase of 
children under a surrogacy agreement. This can happen 
through the fictitious marriages of surrogate mothers with 
foreigners, artificial insemination of these women and the 
sale of children born to foreigners; giving visibility to the 
procedure of surrogacy, when the prospective parents do 

not provide any biological material at all and as a result 
the newborn child is not genetically related to them [18, 
19, 20]. In such cases, the alleged parents may be complicit 
in illegal actions, as well as become victims of crime, or, 
being in the arms of a desired child with an uncertain legal 
status, may be forced to violate the law.

Foreign couples from countries where surrogacy is not 
recognized or prohibited face the problem of recognizing 
and admitting their children, which sometimes leads to 
criminal prosecution of those who try to take such children 
out of the country where surrogacy is allowed, in those 
countries where it is prohibited [16]. Thus, in 2016, the 
Embassy of the Republic of Poland appealed to the law 
enforcement agencies of Ukraine with information about 
citizens of their country who tried to obtain passports 
for two children who were allegedly born to this couple 
in Ukraine. The Polish side was suspicious of the date of 
birth of children, which coincided with the date of their 
mother's entry into Ukraine. Based on the information 
contained in the letter of the embassy, law enforcement 
agencies undertake legal proceedings under Part 3 of Art. 
149 of the Criminal Code of Ukraine [21].

Applications for recognition of children have been 
repeatedly submitted to the European Court of Human 
Rights. Regarding these issues, the Court in “Mennesson v. 
France and Labassee v. France” stressed that a wide margin 
of appreciation had to be left to States in making decisions 
relating to surrogacy, in view of the difficult ethical issues 
involved and the lack of consensus on these matters in 
Europe [22].

At the same time, at the request of the French Court of 
Cassation, the ECHR issued an advisory opinion dated 
10.04.2019 with recognition in domestic law of a legal par-
ent-child relationship between a child born abroad through 
a gestational surrogacy arrangement and the intended 
mother, designated in the birth certificate legally estab-
lished abroad as the “legal mother”, in a situation where the 
child was conceived using the eggs of a third-party donor 
and where the legal parent-child relationship with the 
intended father has been recognized in domestic law) [22].

Also, every case of surrogacy always carries the risk of 
abandoning children. According to the Commissioner 
for Children's Rights in Ukraine, at least 10 children are 
known to have been abandoned by their parents from 
abroad [23]. In Ukraine, more than 80% of children are 
taken from surrogate mothers by foreigners [4, 24], and 
the state accompanies these children only before departure. 
The risks of potential orphanhood are also significant in 
situations where the genetic parents abandon the child 
because of his/her illness or if they divorce and the child 

13  In accordance with paragraph 11 of Section 3 of the Rules of state registration of civil status in the case of childbirth by a woman who was transferred to the body of such 
an embryo, state registration of birth is carried out at the request of the spouse who agreed to such transfer, to which simultaneously with the document the fact of child 
birth by this woman, an application for her consent to registration of the spouses by the child's parents, as well as a certificate of genetic kinship of the parents (mother or 
father) with the fetus.

14  In particular, blacklists of surrogate mothers are published on the following sites: : https://surmama-donor.ru/chernyy-spisok-surrogatnykh-mam/;http://www.surconsult.
by/%d0%b4%d0%bb%d1%8f-%d0%b3%d0%b5%d0%bd%d0%b5%d1%82%d0%b8%d1%87%d0%b5%d1%81%d0%ba%d0%b8%d1%85-%d1%80%d0%be%d0%b4%d
0%b8%d1%82%d0%b5%d0%bb%d0%b5%d0%b9/%d1%87%d1%91%d1%80%d0%bd%d1%8b%d0%b9-%d1%81%d0%bf%d0%b8%d1%81%d0%be%d0%ba/; https://
surmoms.com/blacklist/.
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is no longer needed. From the personal stories of surrogate 
mothers, three cases of child abandonment were identified. 
On the other hand, the interests of children always suffer in 
disputes between genetic parents and surrogate mothers. 
Judicial proceedings in such cases can take a long time, 
which negatively affects the child, who gets used to one 
family, and then by court decision moves to another.

Therefore, children's rights are the least protected in sur-
rogacy. All three countries do not monitor their fate after 
crossing the border, in particular, the legal regime prohib-
iting surrogacy, the state of which the genetic parents have 
citizenship, is not an obstacle to concluding an agreement. 
It should be noted that some clinics and agencies have 
made it a rule not to provide services to those persons in 
whose countries surrogacy is prohibited [25]. However, this 
practice is not common. Given the high risk of violations of 
children's rights, UN experts consider it necessary: to adopt 
clear and comprehensive legislation that prohibits the sale 
of children, in the context of surrogacy; to ensure that  in all 
parentage and parental responsibility decisions involving 
a surrogacy arrangement, a court or competent authority 
makes a post-birth best interests of the child determination, 
which should be the paramount consideration; to protect 
the rights of all surrogate-born children, regardless of the 
legal status of surrogacy arrangement under national or 
international law) [9].

There are also high risks of exploitation of surrogate 
mothers, including their use as incubators who agree 
to become a gestational courier. Due to the widespread 
provision of services by women in India and Thailand, 
commercial surrogacy for foreigners has been banned in 
these countries since 2016. Such risks are exacerbated by 
the lack of regulatory restrictions on totaling of provid-
ing surrogacy services of single woman and encourages 
them to engage in these activities regularly15, poor living 
conditions in the last months of pregnancy and low 
maintenance [26; 27; 28].

At the same time, some mechanisms can be identified 
to counteract the exploitation of surrogate mothers. Legal 
mechanisms include: 1) permission to enter into an agree-
ment on a gratuitous basis only on the basis of kinship 
of the parties16; 2) only the marital status of a surrogate 
mother under commercial surrogacy17; 3) the require-
ment for the surrogate mother's husband to give written 

consent (in case of her marriage)18; 4) notarization of the 
contract19. Medical mechanisms include: 1) age restrictions 
and lack of medical contraindications. Age thresholds 
are set in all countries. Thus, in Ukraine (paragraph 
6.4 of the order “On approval of the Procedure for the 
use of assisted reproductive technologies in Ukraine”) a 
surrogate mother may be an adult woman, the upper age 
limit is not set (although clinics, of course, set upper age 
barriers). In Belarus (Article 22 of the Law “On Assisted 
Reproductive Technologies”) and Russia (paragraph 78 
of Order № 107n), the age of a surrogate mother ranges 
from 20 to 35 years; 2) restriction of surrogate mothers to 
participate in the program more than a certain number of 
times. It is usually set by agencies that have an unspoken 
rule regarding a woman's participation in the program 
no more than three times20, which does not preclude her 
from once again applying to another agency. There is also 
a rule of a break between pregnancies at 12 months21; 3) 
limiting the number of embryos that can be transferred 
to the uterus of a surrogate mother. Thus, in Russia there 
is no more than 2 embryos, as an exception – 3 ones pro-
vided that the surrogate mother gives voluntary informed 
consent after giving her a doctor full information about 
the high risks of miscarriage, low survival and high risk 
of disability among premature babies (pp. “e”, paragraph 
83 of the order № 107n). In Belarus there are no more 
than 2 embryos, and for a patient who has reached 35 
years, as well as a patient regardless of age, for which the 
use of assisted reproductive technologies three or more 
times did not lead to pregnancy - no more than 3 embryos 
(Article 7 of the Law “On reproductive technologies”). In 
Ukraine (paragraph 3.8 of the order) there is a recom-
mendation to transfer to uterine cavity no more than 1-2 
embryos, and with the predicted reduced probability of 
implantation - 3 embryos (with clinical justification and 
with the patient's consent).

A separate problem is the stigmatization of surrogate 
mothers. Despite the fact that the market of surrogacy in 
Russia, Ukraine and Belarus is developing, and more and 
more participants uphold positive image of this activity, 
in society there is still condemnation and harassment of 
surrogate mothers. There is a stereotype of a surrogate 
mother as a woman from a small town or low-income 
village, which makes her vulnerable and forces her to 

15  Thus, according to information taken from the websites of surrogacy centers, women who already have surrogacy experience receive a higher financial reward. See, for 
example, the Mother to All Surrogacy Center. https://surmama.in.ua/ru/vse-o-surrogatnom-materynstve/

16   Provided in Belarus in accordance with Art. 21 of the Law “On Assisted Reproductive Technologies”, which stipulates that the surrogacy agreement may be concluded free 
of charge in cases where the surrogate mother is a relative of genetic mother or woman who used the donor egg, or a relative of the husband of  genetic mother or woman 
who used donor egg

17   Provided in Belarus, in accordance with Art. 22 of the Law “On Assisted Reproductive Technologies”, only a married woman can act as a surrogate mother on a commercial basis.
18   This requirement is available in the legislation of all three countries: paragraph 6.10 of the order “On approval of Procedure for the use of assisted reproductive technologies 

in Ukraine”, Art. 21 of the Law of Belarus “On Assisted Reproductive Technologies”, paragraph 78 of the order “On the use of assisted reproductive technologies, contra-
indications and restrictions on their use” in Russia.

19   In Belarus, according to Art. 21 of the Law “On Assisted Reproductive Technologies”, in Ukraine - according to item 6.11 of the order “About the statement of the Order 
of application of auxiliary reproductive technologies in Ukraine” the notary has to be convinced of free will of parties. Instead, in the Russian Federation there is no such 
requirement for the agreement.

20   Family Medicine Center. https://www.cfm.ru/poleznaja-informacija/stati/kak-stat-surrogatnoi-mamoi.
21   Surrogacy Center «Artemida». https://artemida.ua/ru/info-surrogacy/; Family Medicine Center. https://www.cfm.ru/poleznaja-informacija/stati/kak-stat-sur-

rogatnoi-mamoi.
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accept another's child in order to improve her financial 
situation. 

One of the definitions of surrogacy is formulated in the 
scientific literature, which reflects public opinion, it is the 
commercial surrogacy – that is similar to existing forms 
of care work/services but is stigmatized in the public 
imagination, among other reasons, because of its parallels 
with sex work) [29]. Negative attitudes towards surrogate 
mothers are observed not only among the general public, 
but also among acquaintances, relatives, neighbors and 
medical staff. This necessitates the anonymity of this 
procedure, including secrecy in clinics where the child is 
born, the surrogate mother's move in the last months of 
pregnancy to other cities under the legend of “earnings” 
in order to hide their condition.

An analysis of 41 personal stories of surrogate mothers 
published in open sources22 revealed a certain portrait 
of them, according to which the vast majority of women 
(88%) experienced financial difficulties and provided 
services on a commercial basis, half of them seeking to 
buy new housing. Thus, these indicators confirmed the 
social stereotype according to which women agree to bear 
another's child mainly in order to improve their financial 
situation. It was also found that at least 40% gave birth to 
foreigners (in a quarter of cases - for compatriots, and in 
a third of cases there was no information). In a situation 
where there is a decline in birth rates in these countries, 
such indicators indicate a distraction of some women of 
reproductive age from replenishing the gene pool of their 
populations. This is due to the initiatives taking place in 
Russia and Ukraine to ban the provision of surrogacy to 
foreign citizens.

CONCLUSIONS 
Common features of the legal regulation of surrogacy 
in the East Slavic countries are: 1) the relationship is 
determined by the contract for the provision of services; 
2) both non-commercial and commercial surrogacy and 
exclusively gestational (for which there is no genetic 
link between the surrogate mother and the embryo) are 
allowed; 3) potential parents (or at least one of them) 
must have a genetic link with the child; 4) the service 
is not provided to homosexual couples; 5) persons may 
use the service only on medical grounds; 6) there are no 
restrictions on the price of the service. In all countries, 
the protection of the rights of parents, surrogate mothers 
and children needs additional regulation.

Settlement of surrogacy relations in Ukraine and Russia 
is insufficient due to the lack of special regulation, the 
predominance of bylaws and the application to specific 
legal relations of the general provisions of the contract for 
the provision of services. As these states interfere less in 
these legal relationships, their members - clinics, agencies, 

genetic parents and surrogate mothers - gain more free-
dom, but also carry increased risks. In Belarus, the legal 
regulation of surrogacy is more detailed, although not 
without drawbacks.

There are restrictions on the ability to use surrogacy 
for unmarried people (Russia, Ukraine), single women 
(in Ukraine - a gap in regulation, in Russia it is allowed, 
but there are difficulties in registering a child) and sin-
gle men (all three countries). The risks of violations of 
children's rights are high in all states, in particular, due 
to unregulated interaction with foreign states of prohib-
itive or negative-zero type of regulation. The problem 
of recognition of paternity is most observed in Russia, 
although in some respects it affects Ukraine and Belarus. 
A distinctive feature of surrogacy services in Ukraine 
is the option of genetic parents to choose the sex of the 
child, which raises several ethical objections.

The study of the personal stories of surrogate mothers 
confirmed the social stereotype that women agree to bear 
another's child mainly in order to improve their financial 
situation. Therefore, in the considered states various legal 
and medical mechanisms of counteraction to exploitation 
of surrogate mothers are developed. The legal ones include 
permission to conclude a contract on a gratuitous basis only 
on the ground of kinship of the parties; only the marital 
status of a surrogate mother in commercial surrogacy; the 
requirement for the surrogate mother's husband to give 
written consent; notarization of the contract. Common to 
all countries medical mechanisms are age restrictions and 
lack of medical contraindications; restriction of surrogate 
mothers to participate in the program more than a certain 
number of times; limiting the number of embryos that can 
be transferred to the uterus of a surrogate mother.
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INTRODUCTION
Due to modern medical technology, posthumous reproduc-
tion becomes available to anyone. This possibility was first 
announced in the late 1970s by Cappie Rothman – urologist 
from the Los Angeles, according to which Gabi Vernoff gave 
birth to a baby girl, Brendalin, through sperm obtained by 
Rothman 30 hours after her husband died. According to 
the US Sperm Bank, only three such procedures were per-
formed in the 1980s, and fifteen in the 1990s, and from 2000 
till 2014, its number increased to 130 averaging eight each 
year. Despite the obvious medical progress in posthumous 
reproduction, several medical and legal problems still arise 
in this area. In particular, it is the legitimacy of interfering 
in the right to human autonomy after death, possibility of 
protecting the rights of a postmortem child (from the Latin 
post mortem - posthumous). In modern European legisla-
tion, the issue of reproduction of human tissues is regulated 
by Commission Directives 2004/23/EU, 2006/17/EU (8, 
February 2006), 2012/39/EU (26, November 2012) of the 
European Parliament and of the Council on certain technical 
requirements for donation, obtaining and testing of human 
tissues and cells [2]. Despite the regulation of technical issues 
of reproduction, posthumous reproduction before doctors, 
lawyers, relatives of the deceased there are some complex 
problems about the feasibility of its implementation, pos-
sibility of interfering in posthumous human autonomy, 
prospects for a healthy child, full protection of their rights.

THE AIM
The aim of the paper is theoretical and methodological 
substantiation of identifying the possibility of interfering 
in the autonomy of a person during posthumous reproduc-
tion and establishing the existing protection of the rights 
and interests of postmortem children.

MATERIALS AND METHODS
This study was conducted during June-August 2020. 
The main materials of the study are the provisions of 
Commission Directives 2004/23/EU, 2006/17/EU (8, 
February 2006), 2012/39/EU (26, November 2012) of the 
European Parliament and of the Council, legislation of the 
European Union, the United States, the United Kingdom, 
New Zealand, Spain, Germany, Ukraine on reproductive 
technologies and statistics published by international 
organizations. The basic research methods are analysis, 
synthesis, formal-legal method. Exactly these methods 
have made it possible to establish the actual and legal 
capacity for post-mortem reproduction and related legal 
issues regarding the protection of the rights of a postmor-
tem child. A systematic approach was used to identify a 
set of medical and legal issues in the field of posthumous 
reproduction: the possibility of interfering in a person's 
autonomy after his/her death and protecting the rights 
of a newborn child after the death of one parent. The ap-
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plication of the axiological method revealed the values of 
posthumous reproduction.

REVIEW AND DISCUSSION
I.V. Venediktova drew attention to the urgency of protec-
tion of the rights and interests of postmortem children in 
the study of reproductive relations [3]. The need to estab-
lish a balance of interests of the postmortem child, one of 
the parents, other heirs is determined in the work of M.L. 
Shelyutto [4]. The work of S. Simanna is devoted to the 
question of whether posthumous reproduction should be 
allowed in the absence of the prior consent of the deceased 
[5]. E. Harbinya addresses the issue of human rights after 
death [6]. Finally, the ethical component of postmortem 
birth was the subject of J. Greenfield's research [7].

Analyzing various scientific sources, it should be noted 
that in science and practice there is no common under-
standing of ethical and legal issues in the field of interfer-
ence in the autonomy of the deceased, as well as the rights 
and interests of postmortem children. The problem of this 
issue is sometimes exacerbated by opposing approaches in 
the legal regulation of these relations, which is established 
by different states, which is reflected in diametrically op-
posed scientific positions. Therefore, the topic of protection 
of interference in the autonomy of a person during the post-
humous reproduction, as well as ensuring the rights and 
interests of postmortem children is relevant for research.

The appearance of a postmortem child is the result of 
medical intervention in a person's autonomy, his/her 
physical genetic integrity and lifelong intentions. Such 
interference in scientific sources has not received a single 
conceptual position, as it is a complex ethical and legal is-
sue. It also needs medical research and observation, includ-
ing post-mortem reproduction, post-mortem fertilization, 
family and community development. In medical practice, 
there is still insufficient data on the psycho-emotional, 
physiological state of such children. Therefore, the legal 
regulation of the relevant relations is still in the process 
of formation. However, it should not be premature than 
medical conclusions about the safety of such a child.

At the same time, legal scholars insist that in order to 
ensure the realization of the rights and interests of the 
testator's postmortem children, in particular, in the field of 
inheritance, such persons should be legally defined as heirs. 
It is fundamental that every child, regardless of procedure 
of origin, should have equal rights with other children, 
because a born postmortem child can not have an idea of 
their origin and intentionally influence their appearance.

Legal regulation of posthumous reproduction and the 
status of a postmortem child, as noted above, are estab-
lished differently in foreign legal systems. For example, 
New Zealand has developed Guidelines for the use of sur-
viving ovum after the death of a woman, using of surviving 
embryos after the death of one or both gamete donors, col-
lection of sperm from a deceased man, removal and using 
of dead woman's ovum, removal and use of reproductive 
tissues of a deceased man or woman [8].

Judicial practice regarding the rights and interests of 
postmortem children has developed in the United States, 
however, not always in positions of protection of the rights 
and interests of such children. For example, the decision of 
the Supreme Court of the United States in the case “Astrue 
v. Capato ex rel. B.N.C., 566 US 541 (2012)” regarding the 
rights of twins conceived as a result of in vitro fertilization 
18 months after the death of their father, the right to social 
security was denied. The court relied on section 416 (h) 
(2) (A) of the Social Security Act, holding that twins may 
receive social security benefits “only if they are entitled to 
inherit from the deceased under state will law” Astrue, 
566 USA, 559. Because the deceased was living in Florida 
at the time of death, Florida's will law applied, and chil-
dren were not entitled to an inheritance, depriving them 
of the right to social security benefits. The Massachusetts 
Supreme Court has ruled that there are limited circum-
stances in which posthumously conceived children may 
exercise the right to inherit under a will, including: (1) they 
have a surviving father or legal representative who must 
prove genetic relatedness; (2) the deceased father gave his 
unambiguous consent to the posthumous reproduction; 
(3) the submission of an application for acceptance of the 
inheritance corresponds to the statute of limitations [9].

It follows from the above that the protection of the rights 
of postmortem children still remains uncertain. This is 
partly due to the fact that the birth of a child after the death 
of one of the parents is interference in certain autonomy 
of a person after his/her death. Autonomy of human rights 
is based on the fourth generation of human rights, which 
provides independence and alternativeness of the person in 
the choice of lawful behavior within the norms of morality 
and law [10, p. 106]. Accordingly, a person should have the 
right to choose the possibility of genetically inheriting their 
lineage and no one can interfere with this right. Autonomy 
should, in principle, transcend death, allowing people to 
control their confidentiality / identity / personal data after 
death, similar to their posthumous control over property 
through the concept of freedom of will [7]. Along with this, 
scientific sources put forward two different concepts of 
respect for autonomy: 1) the model of “non-interference”, 
according to which it is inadmissible to interfere in the 
human body without his/her prior consent; 2) the model 
of “respect for desire”, according to which we should treat 
a person as he/she most likely would like to be treated [6].

A two-pronged approach to this complex ethical and 
legal issue needs to be addressed at the regulatory level. In 
the case of proper legal regulation, the problem of inter-
fering in the autonomy of a person after his/her death is 
transferred to the state, which must develop mechanisms 
for permissible and inadmissible, such interference. For 
example, a written refusal to donate reproductive material 
for the life of a deceased person may be considered as a per-
son's reluctance to continue genetically. At the same time, 
public interests and the interests of other persons must be 
considered [4, p. 49]. Thus, interference in the autonomy 
of the deceased is possible only on the law basis, and in 
its absence - by a joint decision of the council of doctors, 
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family lawyers, relatives of the deceased, considering the 
moral principles of society, public interests, rights and in-
terests of relatives and other constituents, heirs). It is always 
a coercive interference with the integrity of the deceased 
and is therefore a coercive act. An exception to this rule is 
when a person freezes their gametes for artificial insemi-
nation with the gametes of a particular person, i.e. enters 
into a contract, as evidenced by civil contracts or other 
documents (applications, approvals, treatment programs 
in the health care facility, etc.) [11, p. 36].

The medical possibility of postpartum children raises 
several important legal issues: the establishment of identity 
between the deceased and the child born, legal establish-
ment of the child's origin and legal status. Establishing 
the origin of the child from the deceased has two aspects: 
physiological (direct use of biomaterials of the deceased for 
the birth of a child); legal (interference in human auton-
omy regarding the desire to have children). Physiological 
origin should be traceable. This sign is established by 
item g, Art. 1 of Commission Directive 2006/17 / EU (8, 
February 2006): “traceability” means the ability to locate 
and identify a tissue / cell at any stage from procurement, 
processing, testing and storage to disposal to a recipient or 
disposal; traceability also includes the ability to identify a 
donor, tissue establishment, or manufacturing facility that 
receives, processes, or stores tissues / cells, and ability to 
identify recipients in medical facilities where tissues/ cells 
are applied to recipients; traceability also includes the 
ability to locate and identify all relevant data relating to 
products and materials in contact with such tissues/cells” 
[12]. Therefore, when conducting genetic identification 
of a postmortem child, it is necessary to identify a sign of 
traceability between the cells of the child and the donor.

Let's pay attention to the fact that in vivo cryopreserva-
tion of genetic material (gametes, embryos) in itself does 
not necessarily indicate a person's intention to resort to 
posthumous reproduction: in some cases, delivery of ge-
netic material and the creation of embryos is planned only 
their lifetime use in purposes of childbirth, in others - both 
variants of reproduction are used (lifelong, posthumous) 
or the task of posthumous conception is directly set taking 
into account the expected or probable death of a person 
seeking to have a child [5, p. 92]. Due to the existence of 
different behaviors of a person in donation, the question 
of establishing the origin of the child is open, which is to 
some extent due to the state of regulation of relevant legal 
relations in the laws of foreign countries.

For example, on 18 September 2003, the British Parlia-
ment passed amendments to the law requiring any man 
wishing to be the father of a child born as a result of using 
of reproductive technology after his death to give his prior 
written consent to such record [13, p. 34]. In some coun-
tries to determine the origin of the child it is necessary 
to conduct a paternity test and posthumous consent to 
conception [6, p. 285]. Similarly, Article 9.2 of the Spanish 
Law on Assisted Reproductive Methods of 26 May 2006 
allows the use of reproductive material for twelve months 
after the death of a husband to inseminate his wife with 

legal consequences arising from family origin. The use 
of reproductive material after death is possible subject 
to the husband's consent in a special document, will or 
instruction. This right is also granted to unmarried men. 
To regulate the legal status of future embryos, they are 
considered as nastiturus [14].

According to Articles 128 and 132 of the Family Code 
of Ukraine, the basis for recognition of paternity is any 
information certifying the origin of the child from a 
certain person; in the event of the death of a woman who 
considered herself the mother of the child, the fact of her 
motherhood may be established by a court decision [15]. 
Thus, in Ukraine, the origin of a postmortem child can be 
established on the basis of a court decision.

In addition to the origin of the postmortem child, the 
question of the legal status of such a person is acute. In our 
opinion, in this aspect the fairest is the application of the 
preamble of the Universal Declaration of Human Rights 
on Equality of Human Rights [16]. That is, postmortem 
children should not be discriminated against in any way; 
they are equal to other children in all legal relationships, 
including hereditary ones.

Moreover, it is in the field of inheritance that the problem 
of determining the legal status of postmortem children 
remains unresolved. Under Ukrainian law, such a person 
is deprived of the legal opportunity to be called upon to 
inherit both by law and by will. Although the legal doctrine 
has formed two opposing positions on the possibility of 
recognizing inheritance rights for a child, not only born 
but also conceived after the discovery of the inheritance. 
Proponents of the former generally deny inheritance by 
postmortem children, arguing that legal uncertainty that 
exists between the day of the opening of the inheritance 
and the possible birth of a child, which, in turn, can lead to 
the destruction of the structure of all inheritance law [17].

Other scholars, on the other hand, believe that the testa-
tor's child belongs to the first priority heirs, regardless of 
the method of conception and delivery, as well as regardless 
of the birth date after the testator's death, if the testator left 
genetic material for subsequent birth of a child [18, p. 260].

The issue of recognition as an heir of a person born as a 
result of posthumous reproduction is regulated differently 
in foreign legislation. Yes, in some countries the inheritance 
rights of such children are denied. Other states refer to 
the circle of heirs of the testator's postmortem children. 
In particular, according to § 2101 of the German Civil 
Code, in the case of the appointment of the person's heir 
not conceived at the time of commencement of succession, 
it should be considered an additional heir, unless proven 
otherwise. If the will of the testator does not meet the need 
for additional heirs, then such an appointment is invalid. 
Prior to the birth of a child conceived after the death of 
the testator, the main heirs are the legal heirs (§ 2105 of 
the German Civil Code) [19].

It should be noted that the inheritance of post-mortem 
children must ensure both the stability of property turnover 
and the interests of other participants in the relevant legal 
relations – heirs, recipients, creditors of the testator. That 
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is why the recognition of postmortem children as heirs 
should be carried out subject to certain conditions. This is 
primarily a period during which artificial insemination can 
be performed using assisted reproductive technologies. In 
our opinion, such a period should be six months from the 
date of commencement of succession, as it corresponds to 
the period established for its acceptance. Also, the condi-
tion of inheritance by postmortem children is proposed to 
recognize the relevant order of the testator expressed in the 
will. That is, recognition of such persons as heirs, taking into 
account their conception after the commencement of suc-
cession, should be carried out only at the will of the testator. 
Otherwise, the proposed proposal may be a fertile ground for 
numerous abuses by other parties to the relationship. Thus, it 
seems more appropriate to limit inheritance by postmortem 
children to inheritance by will, without changing the range 
of heirs at law, which are imperatively defined by law.

We believe that the general system of rights of postmor-
tem children should be regulated. This system should be 
built taking into account the principle of equality of rights 
with other subjects of legal relations. Such a system should 
include: 1) personal intangible rights of the child (right to 
life, health, name, and surname of biological parents); 2) 
property rights (right to inheritance, right to social security). 
At the same time, primary system is the non-property rights 
that ensure physical and social life of the postmortem child.

CONCLUSIONS
1.  Reproductive interference in the autonomy of the de-

ceased in order to have a child is possible only on the 
basis of law, and in its absence – by a joint decision of 
the council of doctors, family lawyers, deceased's rela-
tives, taking into account the moral principles of society, 
public interests, rights and interests of relatives and other 
interested persons (other heirs).

2.  In case of disputes, the origin of the postmortem child 
may be established on the court decision basis. These 
children should not have any discrimination; they are 
equal to other children.

3.  Post-mortem children shall not be discriminated against 
in any way or on an equal footing with other children on 
the basis of origin or other characteristics.

4.  The system of rights of postmortem children includes: 
1) personal intangible rights of the child (right to life, 
health, name, and surname of biological parents); 2) 
property rights (right to inheritance, right to social 
security). The primary is the system of non-property 
rights that ensure physical and social life of the post-
mortem child.

5.  Promising direction of research is to identify and address 
problems that arise due to inadequate protection of the 
rights and interests of postmortem children.
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INTRODUCTION
During the Second World War, there were mass and serious 
human rights violations, so the question arose about their 
protection after its end. Therefore, the world community 
has adopted several international acts to protect human 
rights and freedoms. In particular, the adoption of the 
UN Universal Declaration of Human Rights (1948) and 
enshrining in Art. 1 principle, according to which “all 
people are born free and equal in dignity and rights.” Of 
course, the protection of fundamental human rights and 
freedoms and the adoption of international instruments 
in this area is an important step, but the efforts of all states 
must be directed not only to guarantee but also to protect 
and defend them.

An integral part of the Institute for International Protec-
tion of Human Rights is the principle of equality between 
women and men, the prohibition of any discrimination 
on the grounds of sex. The fight against women's discrim-
ination takes place in such areas as politics, economics, 
education, and family. To this end, many international 
instruments have been adopted to respect equality between 
women and men, including: the UN Declaration on the 
Elimination of Violence against Women (1993); Optional 
Protocol to the United Nations Convention on the Elim-
ination of All Forms of Discrimination against Women 
(1999); Council of Europe Convention on Preventing 
and Combating Violence against Women and Domestic 
Violence (Istanbul Convention) (2011). A number of UN 
Security Council Resolutions have also been adopted: № 

1325 on women, peace, and security, reaffirming the idea 
of   protecting women and enhancing their role in conflict 
prevention and resolution (2000); № 1960 on combating 
sexual violence in the context of women's issues, peace, 
and security (2010); № 2106 on the central role of gender 
equality and the empowerment of women in political, 
social and economic rights and opportunities in efforts to 
prevent sexual violence in armed conflict (2013); № 2242 
on the need to protect women in conflict situations and 
give them a more critical role in their prevention and res-
olution (2015) and others. Nevertheless, in many countries 
worldwide, the international legal principle of equality of 
men and women is still violated, one of the manifestations 
of which is violence against women, in particular, domestic 
violence. The situation has become especially acute and 
more frequent during the COVID-19 pandemic in both 
Europe and Ukraine. Thus, in April 2020, emergency 
services in Europe received 60% more complaints from 
women suffering from domestic violence than a year 
earlier, according to the World Health Organization [13].

In Poland, domestic violence causes more injuries than 
car accidents, assaults, or rapes together [11, p. 25]. Accord-
ing to the WHO, 38% of murders of women in the world are 
committed by their husbands. However, in some countries, 
this figure is as high as 70% of cases [10]. The death toll 
from domestic violence in France is also alarming. Thus, in 
2019, 146 women became its victims (compared to 2018, 
there were 25 more murders - by 21%), and accordingly, 27 
men were killed by their partners. Thus, the total number 
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of murders by partners in France is 173 people. In general, 
in 84% of violent death cases in a couple, the victims are 
women, mostly of French origin, aged 30 to 49 or older 
than 70 years. And most often, the crime is committed 
with a knife or firearm, in 17% of cases, death occurs as a 
result of suffocation [28].

However, domestic violence is perpetrated not only 
against women but also against minors, with more severe 
consequences than for adults. Back in 1985, at a WHO 
meeting in Switzerland, it was stated that any intentional 
or unintentional act against a child by an adult, community, 
or state is considered child abuse, which further adversely 
affects the health, physical and psychosocial development 
of the child [14, p. 44]. According to the WHO, more than 
one billion children have been affected by various forms 
of violence worldwide over the past year. Thus, in 75% of 
cases, they faced domestic violence: in every third case, 
they experienced psychological violence, in every fourth - 
physical [7]. Martha Everard, the head of the WHO office 
in Ukraine, also pointed out the “adverse childhood events” 
manifested in domestic violence against minors. For ex-
ample, in the European region, due to minors' domestic 
violence or abuse, the death rate among children under the 
age of 15 is 850 per year, with the highest mortality rates 
in the post-Soviet countries. Therefore, domestic violence 
is a very serious problem worldwide, one in four children 
suffers from physical violence and its consequences and one 
in ten suffers from sexual violence; one in three children 
suffered emotional abuse at an early age. That indicates that 
as a result of domestic violence, family members' physical 
and mental health suffers negative consequences and al-
ways needs rehabilitation. In this regard, the representative 
of the Department of Violence and Injury Prevention of the 
WHO Regional Office for Europe Dinesh Sethi said that 
based on WHO data on the effects of domestic violence, 
each country should develop a strategy to prevent violence 
and injury, which should be supported by law [7].

Social projects help reduce the number of cases of do-
mestic violence. Positive in this sense is the example of 
Poland in the implementation of social campaigns such as 
“I love. I don't hit”, “I love. I react”, “I love. I don't shout”, 
and “I love. I have time”. Social communication itself is an 
extremely valuable and essential tool in the fight against 
violence regarding women and children and helps to show 
that the family is an exceptional value in human life. These 
programs help to combat violence; support the strength-
ening of interpersonal relationships; learn to respect order 
and be tolerant, appreciate kindness and inform about the 
negative consequences of violence, which can be eliminated 
with the help of appropriate specialists.

THE AIM
To investigate the social dangers of domestic violence, 
to find out its consequences and impact on women and 
minors' health. Based on the acquired knowledge, suggest 
ways to overcome this problem, which will minimize the 
consequences of domestic violence.

MATERIALS AND METHODS
The authors studied and analyzed international legal 
acts, Ukraine's legislation, and scientific publications on 
domestic violence. The method of statistical processing of 
analytical data of the World Health Organization (here-
inafter - WHO), the Institute of Demography and Social 
Research at the request of the UN Population Fund, the 
Ministry of Social Policy of Ukraine, the Ministry of Inter-
nal Affairs and the Prosecutor General's Office of Ukraine. 
In particular, empirical materials on domestic violence 
complaints in Ukraine for 2017 - the first half of 2020 and 
data on the number and types of criminal offenses related 
to domestic violence in Ukraine in 2013, 2017, and 2018 
were studied and processed. A survey of 1,800 respondents 
in Ukraine aged 18 and older was analyzed according to 
a nationally representative sample conducted by experts 
from the United Nations Population Fund on the forms, 
types, and ages from which respondents faced domestic 
violence. A comparative research method was also useful 
in comparing the number of cases of violence in Ukraine 
and Europe during the COVID-19 pandemic, including 
the number of victims of domestic violence in France in 
2018-2019.

REVIEW AND DISCUSSION
According to Articles 33-40 of the Convention on pre-
venting and combating violence against women and 
domestic violence (hereinafter referred to as the Istanbul 
Convention), there are nine domestic violence forms. But 
eight of them have been identified as criminalized, in-
cluding “psychological violence”; “persecution”; “Physical 
violence”; “Sexual violence, including rape”; “Forced mar-
riage”; “Female genital mutilation”; “Forced abortion and 
sterilization” and “sexual harassment”. Domestic violence 
is characterized by increased social danger, as it causes 
significant damage not only to the life and health of family 
members but also to social relations in the field of family 
and child-rearing. In November 2011, Ukraine acceded 
to the Istanbul Convention of the Council of Europe, but 
only on December 6, 2017, the Verkhovna Rada of Ukraine 
adopted the law “On Amendments to Certain Laws of 
Ukraine following Ratification of the Council of Europe 
Convention on Preventing Violence against Women and 
Domestic Violence and combating these phenomena” [4].

According to this Law, the Criminal Code of Ukraine was 
supplemented with a new article number 1261 “Domestic 
Violence” as follows: “intentional, systematic commission 
of physical, psychological or economic violence against a 
spouse or former spouse or another person with whom the 
perpetrator is (was) in the close family relationship, which 
leads to physical or psychological suffering, health disorders, 
disability, emotional dependence or deterioration of the qual-
ity of life of the victim.” Of course, this is a favorable decision 
because domestic violence cases were silenced or ignored 
by society and the state. They were considered an internal 
problem for a long time and, therefore, turned into latent 
offenses. Recently some attention to this socio-legal severe 
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problem has been drawn because these actions committed 
by members of their own families cause more severe psy-
chological and physical harm than actions by third parties.

The family is an important social and legal institution of 
the state and society, determined by a set of social norms 
and patterns of behavior that constitute the socio-legal cell 
of society and the state. Sociologists argue that the family is 
a kind of microsocial community of people that performs 
extremely important functions that any other social and legal 
structures are unable to perform [1, p. 52] and is therefore 
recognized as an invaluable treasure that builds our identity 
from an early age and gives us a sense of security and care 
[20, p. 175]. Depending on the spheres of life, the following 
main functions of the modern family are distinguished: 
socializing, reproductive (demographic), educational, eco-
nomic, primary social control, spiritual communication, 
and others. [2, p. 14-16]. Therefore, it is fair to say that 
when a family is strong, a state is strong too. The moral and 
psychological state of society depends on the moral and 
psychological “health” of the family. In particular, domestic 
violence is the most socially dangerous and deviant behavior 
of its members, as it violates the basic principle of family 
life - the safe and comfortable existence of each member [3].

According to statistics, more than 3 million children in 
Ukraine witness domestic violence every year, and almost 

70% of women experience various forms of abuse and 
humiliation from men. Every year, about 1,500 women 
die from violence by their own husbands, and this trend 
has been increasing for the past three years. In general, 
according to statistics, every second person in our country 
has experienced domestic violence, and the number of ap-
peals to law enforcement agencies over the past five years 
has increased by almost 34% (from 110 to 165 thousand) 
[5, p. 4].

In particular, the Minister of Social Policy at the UNFPA 
International Forum “Ukraine on the Way to Overcoming 
Domestic and Gender-Based Violence” pointed out that 
one in five women in Ukraine faces various domestic 
violence forms. Men are not an exception, but 90% of vic-
tims of violence are women. During 2019, more than 130 
thousand domestic violence complaints were registered, 
of which - 88% from women, 10% - from men, 2% (1,055 
complaints) from children, which is 15% more than in 
the same period last year [21]. Accordingly, in 2017, these 
figures were 92.1 thousand, and in 2018 - 115, 5 thousand 
[22] (Fig.1).

According to the Prosecutor General's Office of Ukraine, 
at the end of December 2019, 2,554 criminal offenses 
related to domestic violence were registered, and in May 
2020, their number increased by 69% compared to the same 

Fig. 1. Number of domestic violence 
complaints in Ukraine

Fig. 2. Forms and amount of domestic 
violence in Ukraine
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period last year [23], and the number of deaths in Ukraine 
as a result of domestic violence last year - 777 people, 305 
of whom - children [24]. During the six months of 2020 in 
Ukraine, more than 101 thousand applicants have already 
applied to the police for domestic violence, which is 40% 
more than last year [25].

Experts from the United Nations Population Fund sur-
veyed 1,800 respondents in Ukraine aged 18 and older, 
which showed that 44% of Ukraine's population had ex-
perienced domestic violence during their lifetime, with 
30% of them suffering from domestic violence during 
childhood. About half of those who have been victims 
of childhood violence have encountered it in adulthood. 
Besides, experts from the United Nations Population 
Fund noted that women were more likely to experience 
domestic violence in adulthood (33% vs. 23% of men) 
and men in childhood (34% vs. 27% of women); 35% 
of Ukrainians have experienced psychological violence 
(most often constant humiliation and controlling behav-
ior), 21% with physical (beating, as well as locking, tying, 
forcing to stand still), 17% - with economic (forcing to 
report for every penny, misappropriation or destruction 
of property), 1% - with sexual violence (forced sexual 
intercourse) [26] (Fig. 2).

According to research, domestic violence not only de-
stroys harmony in the family and causes family unhappi-
ness, leads to resentment and hatred of family members, 

but also often is one of the prerequisites for the spread of 
crime in society, and can become even a constant crim-
inogenic factor. Thus, 23% of serious violent crimes are 
committed directly in families [6, p. 273 - 280] (Table 1,2,3).

Calculations made by the Institute of Demography and 
Social Research for the United Nations Population Fund 
show that 1.1 million Ukrainian women face physical and 
sexual aggression in the family each year, but most of them 
conceal such facts [10]. Domestic violence in Ukraine is 
the cause of 100,000 days of hospitalization, 30,000 calls 
to trauma departments, and 40,000 calls to doctors. Si-
multaneously, only 10% of domestic violence victims seek 
professional help [9]. After all, many people still consider 
such relations to be “normal”. In fact, various spheres of 
human existence are filled with violence. Unfortunately, it 
has become the norm of people's lives.

As Polish experts rightly point out, the manifestations of 
domestic violence in the family environment do not actu-
ally depend on culture, religion, environment, education, 
intellectual level of a person or belonging to a social group. 
But without a doubt, domestic violence, they believe, is a de-
grading form of behavior, always breaking the law, and often 
causing physical injury. Moreover, mainly domestic violence 
is not manifested in one-time actions, but is committed over 
a long period of time and tends to increase [11, p. 24].

Therefore, according to Polish scholars, domestic vio-
lence is a deliberate act based on a significant predomi-

Table 1. Number and types of criminal offenses related to domestic violence in Ukraine in 2013  
Intentional homicide 55

Intentional homicide, in excess of the limits of necessary defense 4

Negligent manslaughter 2

Incitement to suicide 2

Intentional grievous bodily harm 120

Intentional moderate bodily injury 83

Intentional minor bodily injury 1019

Beatings and cruel treatment 97

Torture 3

Threat of murder 28

Unlawful deprivation of liberty 3

Rape 3

Negligent severe or moderate bodily injury 19

Table 2. Number and types of criminal offenses related to domestic violence in Ukraine in 2017
Grave and especially grave crimes 172

Intentional minor bodily injury 592

Intentional grievous bodily harm 92

Table 3. Number and types of criminal offenses related to domestic violence in Ukraine in 2018
Grave and especially grave crimes 179

Intentional minor bodily injury 699

Intentional grievous bodily harm 88
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nance of forces and directed against family members, which 
not only violates personal rights but also causes suffering 
and injury and is usually directed against women, chil-
dren, older people, as well as sick family members [12, p. 
14]. Besides, domestic violence, as Polish scholars rightly 
recognize, also harms the dignity and fundamental rights 
and freedoms of family members [11, p. 23].

The consequences of domestic violence for women are 
often severe and tragic, as they lead not only to physical 
damage to health but also to irreversible emotional disor-
ders. They often develop a complex post-traumatic stress 
syndrome, which manifests itself in states of excessive 
arousal [11, p. 33]. Such a woman may also suffer from 
insomnia and experience constant fatigue or anxiety, which 
makes her emotionally unstable, panic attacks, or becomes 
irritable and nervous. Also, domestic violence victims are 
characterized by depressive states, which are accompanied 
by passivity, feelings of helplessness, problems with concen-
tration and memory, and others. In fact, such women lose 
faith in themselves, and in the future, they cannot make 
their own decisions and feel helpless. Women victims of 
domestic violence do not believe in their own strength and 
believe that it is impossible to stop violence from a partner. 
Therefore, among the victims of domestic violence, there 
may be a tendency to the self-destruction of the individual, 
the manifestations of which are: alcohol, drugs, suicide 
attempts. In particular, about 10% of women victims of 
domestic violence try to commit suicide [11, p. 36-37].

No less alarming is the number of children affected by 
domestic violence in Ukraine, almost 60% of children 
aged 2 to 14 suffer from psychological or physical violence 
in the family. Such preliminary results of the study were 
announced by the Head of the UNICEF Office in Ukraine 
Yukie Mokuo at the international conference “Assistance to 
Victims of Violence” [27]. The medical literature indicates 
that most patients treated for post-traumatic stress disorder 
(PTSD) are victims of domestic violence, especially if it is 
experienced in childhood, have psychological problems 
such as affective lability, impulsivity, aggressive behavior 
towards themselves and other people, dissociative symp-
toms, constant feelings of guilt or shame [12, p. 39].

According to researches, if a child has experienced do-
mestic violence at least four times, the risk of suicide in-
creases to 49 times [7]. Besides, such children are six times 
more likely to commit suicide, and about 50% start using 
drugs. Almost 100% of mothers who have experienced 
domestic violence have given birth to sick children - mostly 
with neurosis, stuttering, enuresis, cerebral palsy, mental 
disorders [8]. Therefore, the consequences of domestic 
violence for children, regardless of whether it has been 
applied to them or if they have only witnessed it, according 
to Polish experts, harm their health and development. In 
particular, this can manifest itself in negative consequences 
for the emotional state, which without the intervention of 
specialists can lead to low self-esteem; fear; stress; a state 
of excessive arousal or apathy; self-destruction of the in-
dividual; criminal and anti-social activities; poor learning 
outcomes; bad relationships with peers; isolation from 

society; distrust; aggression. Domestic violence also harms 
a minor's health, which can lead to several psychosomatic 
symptoms; complex disorders after traumatic stress disor-
der (C-PTSD) [15, p. 42].

In addition, such children become aggressive in the 
future and use violence in their own families to their chil-
dren and family members because they copy their parents' 
patterns of behavior [16, p. 51]. Children who grow up in 
a family where there was violence constantly live with a 
sense of danger, they hide and suppress their feelings, try 
to cope with despair and helplessness, feel lonely both in 
the family and outside it [17, p. 148].

Minors who have witnessed or been victims of domes-
tic violence may have difficulty understanding love and 
normal family relationships in the future. Researchers of 
this problem claim that domestic violence can manifest 
itself in the transgenerational inheritance of images that 
they received in their childhood [17, p. 149]. Therefore, 
children who are domestic violence victims may develop 
psychophysical disorders, such as disability, emotional and 
mental disorders. In the future, such individuals will not 
always be able to adapt to the environment, they seek to 
isolate themselves in interpersonal relationships, and may 
even commit suicide, because the neurohormonal system 
undergoes irreversible changes that significantly reduce the 
child's resistance in affective situations [18, p. 48].

It is not for nothing that doctors and psychologists 
recognize domestic violence as a particularly traumatic 
experience that causes irreversible and long-lasting con-
sequences in the victim's mental life. It can even change 
a person completely [19, p. 40] and can manifest itself in: 
low self-esteem, deep distrust of people, especially men, 
difficulties in domestic relations, leading a satisfactory sex 
life [19, p. 43-44]. However, doctors note that most often, 
domestic violence facts are silenced and hidden by both 
parties [5, p. 9-10]. Therefore, to recognize one of its forms 
in the form of physical violence against family members, 
including minors, despite the symptoms, it is difficult even 
for an experienced doctor, pediatric surgeon because vic-
tims of such violence usually do not provide reliable data, 
about the mechanism of injury or call false data about their 
receipt [14, p. 45].

Another dangerous type of domestic violence, along 
with physical, is psychological. According to research by 
doctors and psychologists, in such cases, its victims are very 
likely to identify himself/herself with the offender, which 
is a reaction to the situation and was called the Stockholm 
syndrome because the victims are willing to act in offend-
ers' interests. However, in such cases, the aggressor may 
require the woman not only to submit but also to make her 
like such submission. According to experts, “the primary 
goal of the perpetrator of violence is to enslave the victim. 
He achieves his goal by exercising despotic control over 
every aspect of the victim's life. “However, submission in 
itself rarely satisfies him; most of the perpetrators have a 
psychological need to justify their behavior, and for that, 
they need the full consent of the victim [11, p. 37-38]. 
Humiliation, unfair, cruel treatment, which is one of the 



Oksana О. Volodina et al. 

2900

manifestations of domestic violence, can leave their mark 
on the emotional structure of the individual and, under 
certain conditions, generate appropriate, deviant behaviors 
[29, p. 51]. According to doctors, even mentally healthy 
people often develop mental disorders after the violence, 
which is an acute reaction to domestic violence, such as 
post-traumatic stress disorder, adaptation disorders, de-
pressive disorders, behavioral disorders, etc., which are also 
considered harmful to health - his mental function [29, p. 
44]. Therefore, most of the research on domestic violence 
is consistent with the statement that aggression and cruelty 
in the future can be mastered in the parental family [29, p. 
52]. Thus, assistance to domestic violence victims always 
requires rehabilitation from its negative consequences and 
should be addressed in conjunction with representatives 
of many fields: medicine, psychology, pedagogy, sociology, 
ethics, law, economics, and others. [14, p. 47].

CONCLUSIONS
Domestic violence is a socially dangerous act that negatively 
affects family members because it causes significant damage 
to health and life. The consequences of domestic violence are 
the most dangerous for both the physical and mental health of 
women and minors, as they are particularly vulnerable to it.

In order to protect victims of domestic violence, the Criminal 
Code of Ukraine was amended by Art. 1261 of the Criminal 
Code and Section XIII-1 “Restrictive measures” and considered 
as positive by us. However, it is extremely important to address 
the harmful effects of violence against family members.

Based on this, we believe that rehabilitation is one of the 
ways to solve this problem, which minimizes the conse-
quences of domestic violence. Doctors are often among the 
first to be approached by a victim of violence. Of course, in 
this case, it depends on them will they be able to provide not 
only the necessary medical care but also to support the victim 
morally and psychologically, to evoke and strengthen victims' 
self-confidence, and to direct them for further social and legal 
assistance. In particular, the medical and social rehabilitation 
center is called upon to overcome domestic violence's con-
sequences. Its activity is aimed at restoring and preserving 
psychophysiological functions, optimal working capacity, and 
the level of social functioning of violence victims.

Therefore, the rehabilitation of domestic violence victims 
is a necessary and vital measure, as it helps restore the 
health of the victim, save lives and resocialize a person as 
much as possible. Only then will we be able to achieve the 
idea of sustainable development of the family, its quality 
and balanced life as members of the family, society, and 
the state.
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INTRODUCTION
A person has reproductive rights from the moment of birth, 
they are part of the private life sphere and belong to the category 
of natural and inalienable, so their protection must be ensured 
both at national and international levels. However, there is a 
problem of coerced sterilization in trerms of the right of not 
interfering human reproductive activities existence.

The right to reproduce one's kind is inherent in many 
other human rights. The case law and experience of human 
rights organizations illustrate that reproductive rights are 
often a context, where such inalienable human rights as 
the right to life and health, the right to dignity, the right to 
liberty and security of person, and the right to non-inter-
ference in family and private life, as well as the prohibition 
of torture, inhuman or degrading treatment are violated. 
The emergence of regressive tendencies in some states 
and the attempts of some governments to exercise control 
over the realization of the right to reproduction of certain 
socially vulnerable groups is of concern. The free exercise 
of a person's right to reproduction, especially in the medical, 
social and legal aspects remains an urgent problem for the 
whole world community. Coerced sterilization is the violation 
of the natural human right to reproduce one's kind. This type 
of sterilization occurs under the pressure of psychological, po-
litical, material circumstances. Many states either contribute 
financially to this phenomenon or establish discriminatory 

rules against those who do not wish to undergo this medical 
procedure. Convicted persons, transgender people, HIV-in-
fected persons and representatives of the poorest layers of the 
population in overpopulated regions, such as India, Peru and 
others, are subject to coerced sterilization.

The existence of this problem is also due to insufficient legal 
regulation, gaps in solving the problem of the responsibility 
for bribery or mental coercion to sterilization, which leads 
to profanity, so we can overcome obstacles to human repro-
ductive rights only by eliminating or reducing the negative 
impact of these factors.

THE AIM 
The aim of this article is to define the concept of coerced 
sterilization and structuring of its varieties; to research 
the problems and the status of protecting the realization 
of reproductive rights both at national and international 
levels; to suggest the ways on improving the prevention and 
punishment of cases of forcing individuals to renounce the 
right to reproduce one's kind.

MATERIALS AND METHODS
This research is based on the analysis of the experience 
and legislation of such countries as Ukraine, Great Britain, 
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Central America and Africa countries, USA, Germany, 
China, Uzbekistan, Tunisia, Singapore, India, Czech Re-
public, Japan, Sweden, illustrating the coercion of persons 
to surgical sterilization. The empirical basis of the research 
also consists of the UN, WHO and other international 
and governmental organizations' international legal acts, 
laws, decisions of the European Court of Human Rights 
(ECHR). In addition, the authors have used statistics from 
international organizations, expert opinions, doctrinal 
ideas and views on this issue.

The analysis of scientific sources demonstrates that the is-
sues for the realization of reproductive human rights are cov-
ered in the studies of Pashkov V., Gutorova N., Horodovenko 
V., Lyfar A.,   Biletska E. and others [1; 2; 3; 4]. However, the 
concepts of coerced sterilization, the allocation of its types, 
grounds and problematic issues of its legal regulation were 
not the subject of a separate thorough study. The method-
ological basis of the study consists of general scientific and 
special methods. The authors of the paper use dialectical, 
statistical, formal, comparative methods and method of 
generalization. Historical and logical methods are also used 
to study the essence of the problematic issues and to develop 
sound recommendations for their solution.

REVIEW AND DISCUSSION
The idea of   reproductive rights as human rights is new and 
comprehensive. If we recognize that every person can freely 
enjoy and use their fundamental rights guaranteed by the 
Constitution, the Convention for the Protection of Human 
Rights and Fundamental Freedoms, the Universal Declara-
tion of Human Rights, then we recognize that everyone has 
the right to freely exercise and control their reproductive life.

The realization of person's reproductive rights means 
that everyone has the right to reproduce and the freedom 
to decide when and how often to do so or not to do it at 
all. It also means that everyone has the right to decide on 
reproduction without discrimination, coercion and vio-
lence [5, § 7.2-7.3].

When a person is coerced to renounce his or her repro-
ductive rights, he or she is restricted from disposing his or 
her private life, protecting own health, and exercising his 
or her rights as a person and as a citizen.

The right to reproduction is important for the realization 
of a wide range of fundamental human rights, in particular 
the human right to life and health, respect for dignity, free-
dom and personal integrity, non-interference in family and 
private life, and the prohibition of torture and inhuman or 
degrading treatment. These rights cannot be effectively pro-
tected without guaranteeing that everyone can independent-
ly determine when, how and whether to have children, 
to control own reproductive function, to obtain access to 
important information and services on reproductive health 
and be free from violence and coercion in this area.

Natural and inalienable human rights cannot be fully 
realized without guaranteeing the freedom of reproductive 
choice. In turn, reproductive rights derive their meaning 
and strength from long-recognized human rights [6].

The most radical decision to refuse from reproduction is 
surgical sterilization (defertilization), which is a medical 
manipulation aimed at depriving fertility. As a result of 
surgery a person usually permanently loses reproductive 
function.

In general, sterilization can be divided into types de-
pending on the will of the person to whom it is applied:

forced sterilization is a medical manipulation that is 
carried out against the will (with disregard of the will) of 
a person using deception or physical violence;

voluntary sterilization is a medical manipulation that is 
carried out on the voluntary, conscious and aware initiative 
or consent of a person [7]; 

coerced sterilization is a medical manipulation performed 
to a person who although agrees to perform it, but his 
or her will is significantly affected under the pressure of 
circumstances. Methods of involuntary sterilization are 
bribery and mental coercion. Involuntary sterilization, its 
types and methods are the subject of this research. 

Many countries in the modern world encourage ster-
ilization by financial means or force to it by establishing 
discriminatory rules for a fertile people.

Involuntary sterilization can be divided into types ac-
cording to the range of persons to whom it is applied 
(HIV-infected, drug addicts, transgender people, prison-
ers, sterilization of the poorest layers of the population in 
overpopulated countries). 

Involuntary sterilization of HIV-infected people and drug 
addicts is a marginalizing practice used wordwide, espe-
cially in countries with a high incidence of HIV.

Thus, the non-profit American organization Project Pre-
vention pays women who use drugs for their sterilization. 
More than 1,300 women had been sterilized up to 2010. The 
project expanded its activities to the United Kingdom and 
Kenya in 2010. Project founder Barbara Harris is offering 
women living with HIV USD $ 40 for the IUD installation 
and USD $ 300 for sterilization [8, 9, 10].

The practice of involuntary sterilization of this category 
of persons has been recorded in a number of countries such 
as the Dominican Republic, Venezuela, Chile, El Salvador, 
Honduras, Mexico and Nicaragua. A survey of 285 women 
living with HIV from four Central American countries 
(El Salvador, Honduras, Mexico and Nicaragua) in 2015 
found that about 25% of them were under pressure from 
health care professionals [11]. Health care professionals 
informed women in order to sterilize them that their 
HIV status revoked their right to choose another method 
of contraception and refused to provide them medical 
services needed to prevent vertical transmission of HIV 
in the event of denial.

But the most widespread cases of coerced sterilization of 
HIV-infected people occur in Africa. In Namibia, health 
care professionals threatened to ban an infected person 
to communicate with children or refused to perform an 
abortion if a person did not agree to sterilization [12]. In 
South Africa women are threatened with discontinuation 
of giving essential antiretroviral drugs if they do not sign 
a sterilization consent form [13].
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Governmental and non-governmental organizations 
often encourage patients' consent to sterilization in this 
way. They justify involuntary sterilization on medical 
grounds, saying that HIV-positive or drug-addicted per-
sons should be sterilized to reduce the transmission of 
HIV from mother or father to children and to prevent the 
birth of children with physical or mental disabilities of 
drug-addicted parents. However, it seems that this proce-
dure violates not only the principle of medical ethics, but 
also usefulness, because the treatment should be useful for 
the patient. Sterilization is not required for this. Back in 
the 1990s, inexpensive drugs were developed for antiret-
roviral treatment that reduced the risk of mother-to-child 
transmission of HIV to less than 2 percent. Those drugs 
are available even to the poorest layers of the population 
and to countries with underdeveloped health care systems 
[13]. In addition to sterilization, there is currently a large 
number of alternative contraceptives. That is the reason 
that bribing or mental coercion of patients in order to 
obtain their consent to sterilization is a gross violation of 
natural human rights and cannot be justified.

Involuntary sterilization of criminals is a medical manip-
ulation offered to criminals in exchange for shortening the 
sentence or mitigating the conditions of serving it. This 
research deals with sterilization, which is an irreversible 
procedure and does not involve the restoration of the re-
productive functions of criminals. Quite a large number 
of countries apply drugs that suppress sexual function for 
some period of time to criminals (pedophiles, rapists), but 
such procedures are not the subject matter of this research 
because these functions are restorable.

A person receives an offer to perform sterilization opera-
tion in exchange for release from punishment or mitigation 
of punishment, it should be considered an influence on 
his will. This procedure deprives a person of the ability to 
reproduce and causes serious physical and psychological dis-
orders. That is why the surgical castration of criminals, for all 
its external voluntariness, must be recognized as involuntary 
and identified as a violation of human reproductive rights. 

Involuntary sterilization of transgender people is a medical 
manipulation that is mandatory for legal gender reassign-
ment of transgender people.

The most pressing issue of involuntary sterilization in 
the modern world is the existence of laws on mandatory 
sterilization of transgender people in many countries. They 
require that transgender people must be sterilized before 
they can legally change their sex.

The Committee of Ministers of the Council of Europe 
Recommendation, adopted in 2010, calls for “appropriate 
measures to ensure full legal recognition by any person's 
change of gender in all spheres of life, in particular, by en-
abling them to change gender and name in official document 
in a prompt, transparent and accessible manner” [14]. The 
Yogyakarta Principles for the Application of International 
Human Rights Law on Sexual Orientation and Gender 
Identity also emphasize: “No one may be coerced to undergo 
gender reassignment, sterilization, or hormone therapy as a 
prerequisite for the legal recognition of gender identity” [15]. 

Nowadays, there are countries in the world which do 
not require surgery for legal gender reassignment; there 
are countries, where such a procedure is mandatory. For 
example, the Art. 51 of the Fundamentals of the legislation 
of Ukraine on health care notes that the issue of relevant 
changes in the legal status of a transgender person is 
resolved on the basis of a medical certificate of gender re-
assignment [16]. The Art. 257 of the Marriage and Family 
Code of Kazakhstan stipulates that transgender people can 
change their name, last name and middle name according 
to the chosen gender only after surgical correction of sex 
[17]. The Order of the Minister of Health Care and Social 
Development of the Republic of Kazakhstan No. 187 on 
approval of the Rules of medical examination and gender 
reassignment for persons with sexual identification dis-
orders in 2015 also confirmed the mandatory nature of 
surgical correction of sex [18].

The bill on Transgender People Rights Protection of 2019 
in India also provides that a person may apply to change 
his or her legal gender to male or female, but it requires 
prompt intervention as evidenced by medical records [19].

The high-profile case of Takakito Usui, a 43-year-old 
transgender man (that is, one who was born a woman, but 
identifies himself as a man), who wants to be recognized 
as a man in the Japanese population and marital registry, 
is currently widely covered in Japan. However, he must re-
move his ovaries and uterus according to the law, as well as 
to make surgery that his genitals look like male ones, to be 
over 20 years old, single, having no minor children and be 
diagnosed with a “gender identity disorder”. Takakito Usui 
wanted to obtain a new documents proving his masculine 
identity without sterilization, but he was refused. The man 
filed a lawsuit on family cases and the court rejected his 
application. The court concluded that the preservation of 
the reproductive function of an individual of the appro-
priate sex, obtained by him or her at birth, is impractical 
after gender correction [20]. More than 7,800 Japanese 
have been forcibly sterilized to obtain legal recognition 
of their desired sex since the adoption of the law in 2004.

Activists and opponents of this approach call these laws 
aggressive and contrary to the human right to self-identi-
fication. The European Court of Human Rights stated in 
2017 that 22 countries, which are under its jurisdiction, still 
require sterilization as part of a legal gender reassignment.

 In 2017 judgment in  A.P., Garçon and Nicot v. France, 
the European Court of Human Rights held that the French 
law provision requirement that transgender persons un-
dergo a sterilization procedure or other medical treatment 
before changing the gender identity on their birth certif-
icates violated their rights to respect for private life [21].  
The European Committee of Social Rights found a similar 
requirement in the Czech Republic to violate the European 
Social Charter [22].

Laws on the coerced sterilization of transgender people 
are unconstitutional because they violate human rights and 
guarantees of respect for one's identity. Many transgender 
people do not have the opportunity to undergo steril-
ization and surgical correction due to the lack of health, 
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financial resources or unwillingness to lose reproductive 
function. Besides, the use of invasive surgery is a serious 
interference in the body and can cause serious physical 
harm. Therefore, the decision on such a surgery should 
be completely voluntary without any pressure from the 
state. Progressive European countries that abandoned the 
practice of compulsory surgical sex reassignment have 
acknowledged that they violated the reproductive rights 
of their citizens in the past. Thus, the Swedish Parliament 
on March 21, 2018 decided to pay compensation to those 
people who were coerced to undergo sterilization for le-
gal gender reassignment. This is approximately 600-700 
people who are entitled to compensation in the amount of 
22,500 euros [23]. Sweden became the first country that 
compensated transgender people for serious violations of 
their natural reproductive rights.

Involuntary sterilization in overpopulated countries and 
members of national minorities is a medical manipulation 
offered to individuals in exchange for material rewards or by 
imposing discriminatory restrictions on those who do not 
wish to lose fertility. This type of involuntary sterilization 
is very often a part of some countries' government policy.

For example, involuntary sterilization in China was used 
until 2017 as a part of the “one child policy”. The motives 
were to provide financial incentives and employment op-
portunities for those who adhered to them, and to impose 
sanctions (economic or others) on those who violated 
this policy. A similar situation exists today in Uzbekistan, 
where some women are reported to be required to pres-
ent a “sterilization certificate” while being employed [24]. 
Governmental financial assistance in Tunisia covered only 
the first four children. Income tax benefits, maternity leave, 
the allocation of public apartments and school places were 
applied only to the first three children in Singapore, [25].

The United States Congressional-Executive Commission 
on China (CECC) found out that the Chinese authorities 
used the revocation of state benefits and permits, as well 
as the abolition of registration for unsterilized women and 
their children as a coercion to be sterilized [26]. The family 
planning authorities in Puning launched on April 7, 2010 a 
20-day campaign to conduct 9,599 sterilizations. Punitative 
authorities detained 1,377 people who are parents or rela-
tives of the targets who were subjected to sterilization for 
obvious pressure. The Amnesty International Foundation 
accused the Puning City authorities in 2010 for forcing 
people to be sterilized by imprisoning their elderly relatives 
[26]. Since their adult children refused to be sterilized, they 
were kept until the children agreed to be sterilized. Many 
of the detainees were in appalling conditions, in cramped 
rooms with high humidity, where there was no room even 
to sit down [26].

Public sterilization clinics were officially active in India 
until 2017, where various financial incentives and com-
pensations were offered to those who would undergo 
sterilization. The government raffled off various prizes, 
starting from the Tata Nano (one of the cheapest vehicles 
in the world) up to motorcycles, mixers and TVs among 
those who were sterilized. About 4 million sterilizations 

were performed only in 2013-2014 in India. Less than 
100,000 of those surgeries were performed on men [27].

Does the government have the right to restrict the free-
dom and rights of a person to have the desired number of 
children? Is it justified to use its socio-economic mecha-
nisms of influence to achieve the goals of population con-
trol? Are there any restrictions on this type of “influence”? 
Proponents of population control argue that population 
control is necessary to combat global poverty and the 
continuing deterioration of the environment.

If the government forces its citizens to be sterilized by 
imposing discriminatory restrictions on fertile persons, 
this can undoubtedly be considered as the violation of the 
inalienable human right to reproduction. At the same time, 
the use of material incentives such as money, food, clothing 
and other material benefits to motivate the population to 
sterilization also raises serious ethical issues. Studies have 
shown that those incentives work best for the very poor 
and uneducated layers of the population. Such individuals 
are economically vulnerable due to poverty and often do 
not understand the full essence and consequences of this 
manipulation due to the lack of education.

Control of the population through bribery and blackmail 
restricts human freedoms and is contrary to the natural 
rights to reproductive health enshrined in the UN Decla-
ration of Human Rights.

New studies demonstrate that population growth is of-
ten accompanied by an increase in resources. Moreover, 
economic development leads to lower birth rates without 
the need for severe population control measures. It is now 
well documented that as countries become richer, citizens 
of such countries tend to choose fewer children in the 
family on their own. This phenomenon is called the birth 
transition [28].

Governments should invest in family planning and popu-
lation control programs that establish ethical guidelines for 
improving public education on these issues, as well as contain 
information on alternative contraceptives. Such measures will 
avoid unnecessary ethical dilemmas and conflicts.

Another form of pressure on the poorest layers of pop-
ulation and national minorities is forcing them to sign a 
sterilization agreement, at the moment when it was not ex-
pected that individuals would be able to make an informed 
and balanced decision. Thus, women during childbirth are 
asked to immediately decide on sterilization and asked to 
sign a consent form, sometimes written by hand, in diffi-
cult to understand language, or using unfamiliar terms, or 
terms in Latin [29]. In Indian sterilization camps in Uttar 
Pradesh state, poor illiterate women undergo a consent 
procedure in a hurry. Women were only informed about 
sterilization, without mentioning any other possible long-
term method of family planning. They were asked to leave 
a fingerprint without reading the content of the suggested 
form or without fully explaining the essence of the pro-
cedure. The Indian government reportedly paid private 
physicians for every done sterilization. For example, the 
Santushti Foundation offered to pay Rs 15,000 per surgery, 
and hospitals and clinics an additional Rs 500 per case, 
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when 30 surgeries are performed in one day in an inpa-
tient facility. This practice created a powerful incentive for 
physicians to force sterilization [30].

Government family planning programs in Uzbekistan 
have also led to the situation, when physicians force wemen 
to agree to sterilization in order to receive bonuses [31]. In 
response to such incidents, the International Federation of 
Obstetricians and Gynecologists (FIGO), the world's only 
professional organization for obstetricians and gynecolo-
gists, has adopted an ethical guidelines that emphasize that 
sterilization is a voluntary procedure; that patients should 
be informed that sterilization is irreversible; that steril-
ization can never be justified by emergency medical care; 
that consent to sterilization should never be a condition 
of receiving other medical care or any benefits [32]. Thus, 
respect for the autonomy of sterilization decisions requires 
that any counseling, advice, or information provided by 
health care providers or any other support to health care 
professionals or family members should be impartial. 
Practitioners and the public should be aware that only clear, 
accessible and understandable instructions will ensure a 
person's full, free and informed consent to sterilization 
[33]. This will allow the person to make the best decision 
for him or her, realizing that the final sterilization is an 
irreversible procedure.

The European Court of Human Rights also emphasizes 
the need for free and informed consent while deciding on 
sterilization. Thus, the ECHR in the case of N.B. v. Slova-
kia (No. 29518/10) dated June 12, 2012 found a violation 
of the applicant's rights, who although voluntarily signed 
sterilization agreement, but that agreement was not com-
plete and final [34].

Analyzing the different types of involuntary sterilization 
in relation to the range of persons to whom it is applied (re-
cipients), it should be noted that involuntary sterilization 
can also be differentiated by other criteria that contain its 
essential features, such as subjects (agents) of application, 
methods, goals, degree of compulsion. Thus, agents of 
application (those who initiate the interference with a 
person's reproductive rights) are, first of all, the state, when 
involuntary sterilization is to some extent enshrined in 
state programs, regulatory acts, supported by government 
payments, etc. For example, the above-mentioned India 
with the legal requirement of legal gender reassignment 
only in the presence of surgical intervention and China 
with its “one child policy”. In addition, the agent of applying 
involuntary sterilization is society, community in situations 
of “veiled” state intervention and the absence of the relevant 
regulations or concepts of “purity of the nation”, “eugenic 
experiment”, etc. Sterilization is implemented through the 
activities of certain non-governmental organizations or 
charitable foundations, such as in Kenya, the Dominican 
Republic and other countries, where the promotion of 
sterilization of HIV-infected people, as mentioned above, 
is widespread.

Involuntary sterilization, according to the methods of ap-
plication, can be carried out by the assistance of both direct 
methods of the state (in the presence of the state-declared 

policy of population reduction) and indirect methods 
(when the policy of population reduction or application 
of involuntary sterilization to certain segments of the 
population is not directly declared, but is implemented 
in the way of incentives, bonuses or payments, for exam-
ple, to physicians who make such sterilizations). Thus, 
genetic experiments on a national scale are in the past 
in conditions of the rise of worldwide public awareness 
and the adoption of the concept of state compliance with 
the minimum standard of human rights. However, some 
states use “indirect” methods to encourage people related 
to reproduction (physicians, obstetricians, social workers) 
to “gently” induce certain layers of the population to be 
sterilized. This also may include cases of material incen-
tives for the recipients of involuntary sterilization, such as 
payment of monetary compensation or participation in 
the lottery, like in India until 2017.

According to the goals that society / state puts before 
involuntary sterilization, one can distinguish them as 
clearly “socially useful”, such as:

– the health of the nation (with involuntary sterilization 
of HIV-infected people);

– security of society (with involuntary sterilization of 
vulnerable groups, including high crime rate, homeless 
people, prone to alcohol or drug addiction, etc.);

– special prevention (for criminals who committed 
sexual crimes);

– legal certainty (regarding the gender status of trans-
gender people),

and clearly doubtful goals (genetic, eugenic “purity of 
the nation” programs or current genetic “biohacking” – 
concepts that promote sterilization as a preventive measure 
against certain hereditary and genetic diseases, such as 
cervical cancer, ovarian cancer, as well as a mean of pro-
longing youth, etc.).

It seems that coerced sterilization, in contrast to both 
voluntary and forced, can have certain degrees of com-
pulsion, and can be divided into:

– absolutely coerced (for example, sterilization of trans-
gender people);

– relatively coerced (HIV-infected, sterilization for ben-
efits, etc.).

Thus, all the above-mentioned types of sterilization, 
which we refer to coerced, have common features – they 
are carried out to a person who, although gives consent to 
their implementation, but the will is limited, is significantly 
affected by the pressure of circumstances, bribery, mental 
coercion, bureaucratic or legal rules, procedures and reg-
ulations, policies of the state and society, and therefore 
can not be considered fully voluntary, and is not forced, 
because it is carried out with the formal, but the consent 
of the person.

CONCLUSIONS
Thus, coerced sterilization does not clearly meet the require-
ments and standards for human rights and fundamental 
freedoms and is often a measure of the state that significantly 
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restricts or deprives a person of the right, including reproduc-
tive rights, and does not clearly comply with the principle of 
proportionality that is used, in particular, in the practice of 
the ECHR, and despite being used for a legitimate purpose 
and lawful means of intervention (which is often not observed 
in coerced sterilization) also violates the requirements of 
propriety, reasonableness and balance, which constitute the 
proportionality in its narrow sense.

The right to reproduce, in the current democratic society, 
as an inalienable natural right of every human being should 
not be subject to any restrictions. The decision not to repro-
duce must be entirely voluntary, and a person receiving it 
must not be bribed or pressured by either the state or other 
persons. Besides, the irreversibility of the surgical sterilization 
procedure imposes on the state the obligation to ensure that 
the person's consent to this procedure is complete, informed 
and uncoerced.

Human rights can give states a powerful incentive, legal 
commitment, and a wide range of strategies that allow 
implementing changes – to identify violations, to rethink 
public perceptions, and to overcome economic and social 
barriers to reproductive health protection. Governments 
must begin to search ways to improve their legal and 
regulatory frameworks to ensure unresisted realization 
of everyone's own reproductive rights. The use of human 
rights as a tool to identify the necessary changes will en-
sure effective protection of the right to reproduction. It is 
quite difficult to prosecute coerced sterilization from the 
legal point of view, because the person outwardly seems to 
voluntarily agree to such a procedure, although under the 
pressure of certain circumstances – financial incentives or 
the threat of certain oppression of the rights. In addition, 
the legislation of many countries does not consider the 
promotion of sterilization as a crime. The governments of 
such states may subsequently apologize and offer financial 
compensation to victims of coerced sterilization policies. 
But there are exceptions – for example, Part 4 of the Art. 
134 of the Criminal Code of Ukraine provides criminal 
liability for coercion to sterilization and it is the latest deci-
sion, but hardly successful, since the term “coercion” is not 
revealed and can be interpreted very broadly, hardening 
the separation of coerced sterilization from forced one, etc.

It seems that states in order to prevent cases of coerced 
sterilization can take the following measures:
1)  purposeful active policy of the states' governments in 

regard to unimpeded realization of the right to repro-
duction;

2)  reduction of regulatory differences and unregulations 
in the field of reproductive health protection through 
legislative amendments;

3)  establishment of criminal and other types of liability 
for the violation of patients' reproductive rights and, in 
particular, for coerced sterilization;

4)  protection of the patient-physician relationship. The 
relationships between patients and their physicians are 
focused on trust and confidentiality. Probably, these 
principles are more important in the field of repro-
ductive health than in any other field. It often involves 

intimate, difficult conversations and decisions, when 
patients are highly dependent on the opinion of the 
physician;

5) strengthening comprehensive sex education. Ensuring that 
adolescents and young people have the resources and knowledge 
to have sexually healthy lives and reproduction, which is an im-
portant component of their educational and social development; 
6)  support and funding for family planning centers that 

offer medically accurate information and quality care. 
Such centers help women to take decisions about birth 
and the number of children through awareness of con-
traceptives, pregnancy testing, counseling for sexually 
transmitted diseases, etc.; 

7)  encouragement of the states to protect and expand their 
medical programs in the field of protecting the realiza-
tion of reproductive rights by human beings. 
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INTRODUCTION
Despite the fact that most female circumcision operations are 
performed in Africa and the Middle East countries, female 
circumcision has reached the level of an international problem 
that exists in over 30 countries. Female circumcision is also 
performed in Latin America, Asia, as well as in Australia and 
New Zealand. Although this practice is not common in Europe, 
migrants living in Western Europe often carry out these oper-
ations. The causes of female genital mutilation depend on the 
level of development of society, region, family, their culture and 
traditions. The most common reason for such a phenomenon 
is the social norm in the corresponding environment, where 
women are simply afraid of being rejected by society, because 
there such an operation is considered a commonplace.

Thus, this problem does not really go to the distant past, 
but it exists in the present, because any modern country can 
face it. That is why the World Health Organization is currently 
actively fighting against the practice of female circumcision.

One of the indisputable facts of recognizing the existence 
of the problem of female circumcision in the world was the 
adoption on 11 May 2011 of the Council of Europe Con-
vention on Preventing and Combating Violence against 
Women and Domestic Violence (hereinafter referred to 
as the Istanbul Convention).

According to Art. 38 of the Istanbul Convention, the 
Parties shall take the necessary legislative or other measures 

to ensure the criminalization of such forms of intentional 
conduct as: a) removal, infibulation or making any other 
injury in whole or in a part of the labia majora, labia 
minora or clitoris;  b) forcing or inducement of a woman 
to be subjected to the acts listed in subparagraph (a); c) 
incitement, forcing a girl to be subjected to the acts listed 
in subparagraph (a), or inclining her to do so [1].

THE AIM 
The aim of this article is: a) to determine the state of legal 
regulation of the operations on the female genitalia for 
non-medical purposes; b) establishing the limits of permis-
sible medical intervention in the case of such operations.

MATERIALS AND METHODS
The theoretical and empirical basis of the study includes 
the reviews of national and foreign legislation, doctrinal 
positions, decisions of the European Court of Human Rights, 
regulations of Italy, Sweden and other Parties to the Istan-
bul Convention, statistics of the World Health Organization. 
International legal acts of the United Nations and the World 
Health Organization are also used in the work. 

In particular, regarding the legality of female circumci-
sion and permissible medical intervention, the provisions 
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of the Convention for the Protection of Human Rights and 
Dignity of the Human Being with regard to the Application 
of Biology and Medicine were studied as well as the Con-
vention on Human Rights and Biomedicine; Declaration 
of Lisbon on  the Rights of the Patient; Council of Europe 
Convention on “Preventing and Combating Violence 
against Women and Domestic Violence”; Convention for 
the Protection of Human Rights and Fundamental Free-
doms; the case of the European Court of Human Rights 
LASKEY AND OTHERS v. THE UNITED KINGDOM; 
20 cases in which a reasonable suspicion was raised of 
mutilation of female genitalia (female circumcision) under 
the Criminal law of the EU (cases were registered in the 
countries of the European Union, in particular in Germany, 
France (most cases), Italy, Spain, Sweden, Norway). The 
statistics of the countries where the pernicious practice of 
female genital mutilation is traditionally the most common 
- Egypt (95.8%), Djibouti (93.1%), Guinea (95.6%), Mali 
(91.6%), Somalia (97, 9%), Sierra Leone (94%) and Sudan 
(North Sudan - 80% of respondents).

The methodological basis of the work is based on general 
scientific and special research methods. The dialectical 
method is used to define the terms “removal”, “infibulation”, 
“any other injury”, “female genital mutilation”, the statis-
tical method is used in the analysis of statistical data, the 
comparative - in the study of the experience of countries 
such as Ukraine, Italy, Sweden and other countries, Parties 
to the Istanbul Convention. Comparative method and gen-
eralization method are used in the study of the legislation 
of some countries and the decisions of the European Court 
of Human Rights. Through the use of logical and historical 
methods, a deeper understanding of the essence of the 
problem is achieved, and it is possible to provide sound 
suggestions and recommendations for their solution.

REVIEW AND DISCUSSION
According to Art. 2 of the Convention for the Protection 
of Human Rights and Fundamental Freedoms, human life, 
health are the highest social values and are under special 
protection of the state. The current Criminal Code of 
Ukraine (hereinafter the Criminal Code) prohibits causing 
harm to the life and health of another person under a threat 
of criminal liability. Such a prohibition is established by 
a number of norms provided by Articles 115-128 of the 
Criminal Code. In addition, the current criminal legisla-
tion of Ukraine contains provisions for the protection of 
human life and health from improper medical practice 
(medical activity), for which criminal liability is established 
in Articles 131, 132, 134, 138-144 of the Criminal Code.

The criminal acts provided by these norms are within the 
general concept “crimes in the field of medical activity”. A 
common feature of these norms (both “general” and “spe-
cial” in the field of medical activity) is that they provide for 
the liability for unlawful (intentional or negligent) harm 
to life and health of another person. Accordingly, harmful 
acts against oneself or others, with the informed consent 
of the latter or their legal representatives, may in certain 

circumstances, be considered non-criminal or even lawful 
interference in the life and health of a person.

A separate problem is the commission of certain acts 
by medical workers in the absence of medical necessity. 
In the latter case, a clear example is the practice of female 
circumcision. In accordance with the judicial practice of 
the European Court of Human Rights (hereinafter ECHR) 
on the protection of patients from unwarranted medical 
intervention (examination and treatment) [10] under 
Articles 2, 8 and 14 of the Convention for the Protection 
of Human Rights and Fundamental Freedoms (hereinafter  
the Convention for the Protection of Human Rights) and 
a number of international documents on bioethics [2; 
3], medical staff is prohibited from performing medical 
intervention without the informed consent of the patient, 
as well as from conducting such operations for non-med-
ical purposes, if they cause harm to the patient's health. 
However, except for the situations where there is a more 
or less clear regulation of the legality (or illegality) of their 
conduct (in particular, abortion, euthanasia, etc.), a system-
atic approach to determining the admissibility of medical 
intervention in the European practice is still missing.

The Istanbul Convention [1], which aims to prevent and 
eliminate this phenomenon, also provides an international 
mechanism for monitoring the implementation of its pro-
visions at the national level. In accordance with this Con-
vention, amendments were made to the Criminal Code of 
Ukraine, in particular to Art. 121 of the Criminal Code of 
Ukraine. The concept of grievous bodily harm was expanded 
by supplementing it with such a feature as genital mutilation. 
According to Art. 38 of the Istanbul Convention, States - Par-
ties shall take the necessary legislative and other measures 
to ensure that the above forms of intentional female genital 
mutilation are criminalized [1; 16].

These operations are performed without medical and 
/ or cosmetic indications for their conducting, which 
differs from the permitted forms of medical intervention 
and plastic (cosmetic) operations on the genitals [6, p. 2].

It should also be noted that there is no single compre-
hensive approach to defining the concept of consent to 
such an operation, which leads to the fact that, according 
to the World Health Organization (hereinafter WHO), med-
ical workers actually perform about 18% of operations of 
female genitalia mutilation [11].

One of the reasons for this situation is the lack in the 
legislation of the States - Parties to the Istanbul Convention, 
of a clear prohibition to conduct such operations, regardless 
of the consent of an informed adult person. The analysis 
of the criminal law of 28 European countries, 21 of which 
have already ratified the Istanbul Convention [12], showed 
that: 13 countries (Austria, Belgium, Croatia, Denmark, 
Estonia, Germany, Italy, Norway, Portugal, Great Britain, 
Romania, Sweden, Switzerland) have provided in their 
national legislation a separate (special) rule on liability 
for female genital mutilation. Moreover, 10 of these coun-
tries have established such responsibility regardless of the 
woman's consent to such an operation. At the same time, 
15 countries did not provide for a separate rule on female 
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genital mutilation and did not amend their domestic (na-
tional) legislation, and therefore female genital mutilation 
is punishable by their laws in general as bodily injuries of 
some severity [13].

The Criminal Code of Ukraine provides for a gender-neu-
tral norm, which establishes the liability for mutilation of 
both female and male genitalia. But despite the fact that 
the Criminal Code of Ukraine contains such a feature as 
genital mutilation, it remains unclear what exactly should 
be understood by such acts and how to be in a situation 
when this female circumcision is performed by a medical 
worker in relation to an adult with her informed consent 
for such an intervention. Can such acts be considered as a 
circumstance that excludes the criminality of the act, and 
the consent of the victim to conduct such an operation can 
be recognized as lawful?

This issue is particularly relevant against the back-
ground of the fact that a number of local regulations of 
other countries, Parties to the Istanbul Convention, clearly 
state that these operations are conducted for non-medical 
(non-therapeutic) purposes and are aimed at depriving 
the organs of proper sexual function (Article 538bis of the 
Italian Criminal Code). [7, p. 20].

In accordance with the features given in the above inter-
national acts and the WHO guidelines, the term “female 
genital mutilation” can be defined as all procedures involv-
ing partial or complete removal of the external genitalia for 
non-medical purposes [9, p. 4]. Thus, the above four types of 
female genital mutilation in their content are carried out for 
non-medical purposes. The indication of the non-medical 
purpose of this operation is also because the fact that for 
a long time (from the mid-nineteenth century to the 50s 
of the twentieth century) female circumcision (including 
clitoridectomy) was used as a method of “treating female 
weaknesses”, including nymphomania, depression, hyste-
ria, etc. [14]. 

International law recognizes female genital mutilation as 
a gross form of discrimination and a significant violation 
of women's rights. This tradition is typical (99%) for the 
western, eastern and north-eastern regions of the African 
continent, as well as for some countries in Asia, the Middle 
East and among the closed communities of North Amer-
ican immigrants and Europe. 

The issue of banning this practice in Europe has arisen 
due to a significant increase in the number of represen-
tatives of certain communities in the European Union, 
especially in Germany and France. Such actions are a con-
sequence of religious or ethnical and religious traditions 
and beliefs and are carried out as a part of the rite of coming 
of age, preparation for marriage, adult life, preservation of 
female virginity.

In order to implement the above-mentioned internation-
al agreements, the countries of the European Union have 
adopted a number of local regulations on the prevention 
and counteraction to the facts of female genital mutilation 
(female circumcision). In particular, the Law on Combat-
ing Female Circumcision was adopted in Sweden in 1982 
(Law № 1982: 316). At the same time, as of 2009, according 

to the police, about twenty cases of reasonable suspicion 
were identified, two of which were the subject of court pro-
ceedings. But, as researchers note, cases in this category are 
characterized by a fairly high degree of latency [6, p. 5–6].

Cases of female genital mutilation in accordance with 
the court practice of these countries can be divided into 
two groups, namely:

a) cases of female circumcision in its pure form (so-
called “typical” cases of female circumcision [15, p. 102], 
in which the intent and mainly a special purpose - religious 
or traditional, including marriage practices) are taken as 
the criteria;

b) cases of female genital mutilation, which can be 
attributed to this group only conditionally, as they can 
be recognized as such only in terms of consequences (so-
called “atypical” cases of female circumcision) [15, p. 99].

The fact is that the Istanbul Convention does not differ-
entiate between the acts committed in connection with 
religious or traditional practices and others, including 
negligent acts, which are the result from, for example, 
medical error, negligence, etc.

The analysis of the content of Art. 121 of the Criminal 
Code of Ukraine also allows us to conclude that, firstly, 
there is no clear definition of what exactly should be meant 
by genital mutilation and, secondly, how exactly this feature 
corresponds to other signs of serious injuries, the types of 
which are listed in Art. 121 of the Criminal Code.

I. Mytrofanov, I. Lysenko, K. Hryn, M. Ryabushko [16] 
reasonably paid attention to these problems. Researchers 
in other countries also pay attention to this issue. For ex-
ample, Inger-Lise Lien analyzed over 50 cases in the last 
10 years in Norway (2017 study), none of which had been 
charged [8]. Among the main reasons for this situation, the 
author points (i) lack of medical proof; (ii) determining 
the timing of the scar; (iii) the parents' denial of knowing 
about the procedure; (iv) lack of witnesses in Norway that 
can connect parents to the crime; (v) children who cannot 
remember or know if they were cut or not as the procedure 
was done when they were babies; (vi) lack of competence 
by those who report cases, generating many false alarms 
such as labia adhesion, and (vii) the principle of 'in dubio 
pro reo' (when in doubt, find for the accused) [8]. 

It should be noted that the legislation of some countries 
also does not establish a legal difference (distinction) be-
tween these acts. Thus, in accordance with Part 1 of Art. 
538biz of the Criminal Code of Italy, criminally punishable 
are any actions that led to the removal of certain parts of fe-
male genitalia and resulted in a physical or mental disorder 
(without specifying the degree of such disorder). Similar 
provisions are contained in the criminal law of other EU 
countries that are the Parties to the Istanbul Convention. 
That is, under the laws of these countries, the consequences, 
which actually are in a specific form of grievous bodily 
harm, make a separate rule, and liability for their infliction 
arises regardless of the specific purpose or intention, i.e. 
without taking into account the nature of this operation as 
such. It should also be noted that criminally punishable un-
der the Criminal Code of the States - Parties to the Istanbul 
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Convention are any actions that have led to female genital 
mutilation in accordance with the above four types. Such 
actions are criminally punishable regardless of the age of a 
person in respect of whom the operation was performed, 
i.e. actions committed at the request (with the consent) of 
an able-bodied adult are punishable if they correspond to 
the four types of genital mutilation. As for such actions 
committed by the victim against herself, they do not entail 
criminal liability, but may be the grounds for proceedings 
under this rule of criminal law, if it is established the fact 
of aiding, abetting, inciting or otherwise instigating this 
girl for the procedure of female genital mutilation.

The stated above gives grounds to draw the following con-
clusions: - cases (criminal proceedings) concerning female 
genital mutilation are characterized by a high degree of la-
tency; - the number of cases (criminal proceedings) brought 
to a conviction is a relatively small percentage of the total 
number of cases (criminal proceedings) involving female 
genital mutilation; - persons found guilty of committing 
these acts, in the vast majority of cases belong to the ethnic 
groups in which the commission of such acts is a traditional 
practice; - the legislation of the EU Member States generally 
does not contain a clear distinction between female genital 
mutilation and other actions that result in injury to female 
genitalia (in particular, due to improper medical practice).

In view of the above, it can be argued that in the vast 
majority of cases, the legislation of the States - Parties to the 
Istanbul Convention, recognizes such operations as criminal, 
regardless of the consent of a victim. That is, the fact of a 
victim's consent to such an operation is not considered as 
creating a circumstance that excludes the criminality of the 
act. However, none of the normative acts that have been 
analyzed contain a clear indication that a victim's consent 
to conduct such an operation against her does not exclude 
the criminal liability of a person who carried it out.

In view of the above, a question arises that is relevant for 
the current criminal legislation of Ukraine - is voluntary 
and informed consent of an adult important for making an 
operation of female circumcision and what is the solution to 
the issue of liability for the operation of female circumcision? 
This issue is of particular importance because, unlike the 
legislation of other States - Parties of the Istanbul Conven-
tion, the criminal legislation of Ukraine does not contain 
a separate (special) rule that would establish responsibility 
for these actions. It is also not taken into account that such 
operations can be carried out for any purpose, including 
those which are the result of improper medical interven-
tion, medical error, etc., which somewhat offsets the tasks 
set before the States - Parties of the Istanbul Convention.

The issue of consent to medical intervention in the gen-
eral sense is also urgent. In other words, it is important to 
find the limits according to which medical intervention, 
which, although not life-threatening (with life-threatening 
intervention, including actions such as euthanasia, it is 
more or less clear), but is unacceptable from a moral and 
ethical point of view, culture, traditions, customs, etc. Does 
such intervention require a ban, including through the 
means of criminal influence by the state?

In this regard, it is important to refer to the analysis of 
Art. 8 of the Convention for the Protection of Human 
Rights and Fundamental Freedoms, in particular, the right 
to respect for private and family life. According to the 
content of this article, everyone has the right to respect for 
his/her private and family life, his/her home and correspon-
dence. Public authorities may not interfere in the exercise 
of this right, except for the cases where such interference 
is carried out in accordance with the law and is necessary 
in a democratic society in the interests of national and 
public security or economic well-being of the country, to 
prevent riots or crimes, to protect health or morality or 
to protect the rights and freedoms of others [4]. Despite 
the numerous cases of the ECHR, including in the field of 
bioethics, there is no clear answer to the above question. It 
is also unclear what mechanism is involved in the exercise 
of this right to medical intervention.

To resolve this issue, we should refer to the case of LAS-
KEY AND OTHERS v. THE UNITED KINGDOM [5]. 
The applicants in the present case considered that their 
accusation of violence and bodily harm in the course of 
concerted sadomasochistic activities between adults was 
the State interference in their private lives and a violation 
of Art. 8 of the Convention. In particular, it was about 
the admissibility of state intervention in the voluntary 
infliction of harm to each other and the extent to which 
the consent of the victim is illegal and does not exclude the 
liability of the person who caused the injury.

According to the decision in this case, several clear 
theses were formulated. Thus, the court found that the 
injuries which had been or could have been caused by the 
applicants' activities were substantial in nature and that the 
conduct in question was extreme in all respects. Therefore, 
public authorities acted within their competence to protect 
their citizens from the real risk of serious physical harm or 
serious injury. Considering this, the following was stated:

1) the notion of the need for intervention implies that it 
corresponds to an urgent social need and, in particular, is 
proportional to the legitimate aim;

2) determining the level of harm to be allowed by law in 
the situations where the victim agrees to inflict it is a mat-
ter for the State concerned, as it relates, on the one hand, 
to public health considerations and the general deterrent 
effect of criminal law, and on the other hand, it relates to 
the autonomy of the individual [5].

According to Art. 121 of the Criminal Code of Ukraine 
mutilation of genitals is a serious injury. Thus, in terms 
of the severity of the damage, the infliction of such con-
sequences corresponds to the notions “serious damage to 
health” and “serious injuries, mutilation” specified in the 
ECHR's decision.

In view of the above, we should agree with the solution of 
this problem proposed by V.I. Antipov, who considers the 
voluntary consent of the adult victim to inflict bodily harm 
on him/her necessary to recognize a circumstance that 
does not exclude liability, but only mitigates punishment 
(Part 2 Article 66 of the Criminal Code of Ukraine), so that 
such punishment is recognized as necessary, appropriate, 
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sufficient and permissible state interference in private life 
in a democratic society. On conditions of proportionality 
of the sentence imposed, this will significantly reduce the 
possibility of the ECHR's satisfaction of the complaints 
of violations of paragraph 2 of Art. 8 of the Convention 
[17, p. 295].

Thus, according to the judicial practice of the ECHR, 
consent to harm is not unlimited, even in cases where 
the latter is not explicitly prohibited in its content and 
corresponds to understandable and established in society 
(or in some part of it) moral and ethical, religious beliefs 
and so on.

CONCLUSIONS
The stated above allows us to conclude that medical inter-
vention, including that one conducted for non-therapeutic 
purposes, can be considered legitimate only if the level of 
danger to health from such intervention corresponds to the 
concept of autonomy of the individual, therefore, does not 
require direct state intervention for the reasons of urgent 
social necessity. Female circumcision clearly does not 
correspond to the concept of autonomy of an individual 
as such actions have serious consequences. That is why, 
the conduct of this operation by a medical worker, even 
in a medical institution and with the informed consent of 
the injured adult, cannot be considered as a circumstance 
that excludes the criminality of the act.

Taking into account the above, the following conclusions 
can be formulated: 1) the term “female genital mutilation” 
or “female circumcision” is well established in international 
practice, and the commission of such acts is mandatory 
for criminalization in accordance with the Istanbul Con-
vention; 2) these criminal acts are essentially a separate 
type of bodily injury, which are caused intentionally in 
accordance with different social domestic and religious 
traditions and beliefs of certain emigrants' ethnical and re-
ligious communities and which are represented in different 
percentages in the European Union; 3) such acts are one 
of the forms of discrimination and violation of women's 
rights on the basis of gender and abuse of children, as the 
vast majority of operations are conducted against the girls 
under 12 years of age; 4) international instruments oblige 
to criminalize these acts separately, regardless of whether 
they are provided for in the relevant provisions of national 
law as a certain type of bodily injury; 5) in accordance with 
the current legislation of the States - Parties of the Istanbul 
Convention, all acts that have led to the consequences of 
four types and / or certain mental or physical harm are rec-
ognized as criminally punishable; 6) the current criminal 
legislation of Ukraine in Art. 121 of the Criminal Code 
enshrines such a feature as genital mutilation, with no 
indication of its non-medical (non-therapeutic) purpose, 
and the legislative wording allows to recognize a person 
of both female and male sex as a victim of this crime; 7) 
according to the practice of the ECHR, consent to harm is 
not unlimited even in cases where the latter is not explicitly 
prohibited in its content and corresponds to understand-

able and established in society (or in any part of it) moral 
and ethical, religious beliefs, etc.; 8) medical intervention, 
including that one conducted for non-medical (non-ther-
apeutic) purposes, may be recognized as lawful only if the 
level of health risk from such intervention corresponds to 
the concept of autonomy of an individual and therefore 
does not require direct state intervention for the reasons 
of urgent social necessity.
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INTRODUCTION
Issues of social isolation of a mentally ill person through 
his involuntary admission are relevant to the legal and 
medical sciences of any country in the world. Every fourth 
person in the world experiences mental or neurological 
disorders at some period of his life. About 450 million 
people suffer from such diseases, which puts mental dis-
orders among the leading causes of deteriorating health 
and disability worldwide [1]. However, a mental disorder 
does not mean that a person with a mental illness is de-
prived of basic human and civil rights. It is important to 
ensure respect for human rights among such a vulnerable 
category of population as the mentally ill persons. At the 
same time, people with mental disorders may in some cases 
manifest the acts of aggression rather than endangering 
other people. There are frequent reports in the mass media 
that a mentally ill person has taken hostage either family 
members or outsiders, etc. There is a need for involuntary 
admission of a person with mental disorders. This problem 
is “supranational”, it has international nature. Therefore, 
the task of law in general and civil law in particular, is to 
determine the criteria for the admissibility of involuntary 
admission of a mentally ill person, which is essentially a 
restriction of the human right to liberty.

It should be noted that a widespread violation of the 
fundamental rights and freedoms of a person with a men-
tal disorder is his or her unjustified admission into such 
long-term psychiatric facilities as psychiatric hospitals, 
social boarding schools and shelters, where fundamental 

human rights are not guaranteed. Conditions in such 
facilities are generally unacceptable, and patients are at 
risk of abuse or neglect or lack of appropriate care [2]. 
Ombudsmen also pay attention to this fact, pointing out 
that there is still the practice of applying physical restraint 
and / or isolation without documentary evidence of this 
fact in health care facilities, where people with mental 
disorders are kept [3, p. 140]. This indicates a violation 
of the human right to liberty.

There are many problematic issues regarding the invol-
untary admission of mentally ill persons, which attract 
the attention of both physicians and lawyers. The issues 
of involuntary admission in terms of admissibility of 
restriction of personal right to liberty have been stud-
ied on a piecemeal basis and are still relevant despite 
the significant scientific interest in the legal and ethical 
aspects of mental health [4-5], the problematic issues of 
involuntary treatment of mentally ill people [6; 7, p. 516-
545], protection of mental health of persons deprived of 
liberty [8, p. 1204], observance of human rights while 
applying coercive measures of a medical nature in crim-
inal proceedings [9].

THE AIM 
The purpose of this research is to determine the grounds for 
involuntary admission of a mentally ill person in the con-
text of possible restriction of his or her right to liberty, as 
well as to analyze the law-enforcement practice in this area. 
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MATERIALS AND METHODS
To achieve the purpose of the research, the authors have 
studied and analyzed international and legal acts, regula-
tory acts of certain countries on involuntary admission of 
a mentally ill person, the decision of the European Court 
of Human Rights, case law on involuntary admission of a 
mentally ill person. Conclusions and propositions based 
on the results of the research have been made on the basis 
of the analysis of scientific works of well-known specialists 
in the field of medicine and medical law, statistical data.

In the course of the research the authors have used a set 
of philosophical, general and special scientific research 
methods. In particular, the method of analysis and synthe-
sis made it possible to clarify the grounds for involuntary 
admission of a mentally ill person and the factors stated in 
the case law of the European Court of Human Rights and 
national courts to establish the fact that such involuntary 
admission was lawful and necessary under certain circum-
stances. The comparative and legal method provided an 
opportunity to compare the experience of different foreign 
countries in the field of legal regulation of relations on 
involuntary admission of a mentally ill person.

REVIEW AND DISCUSSION
According to the World Health Organization (WHO), 
mental health is a state of well-being, when everyone can 
realize their own potential, cope with life stresses, pro-
ductively and efficiently work, and contribute to the life 
of own community. Impaired mental health indicates the 
presence of a mental disorder. The American Psychiatric 
Association reports that one out of five adults in the United 
States has a mental disorder in any given year. Every 24th 
American adult suffers from a serious mental illness, and 
every 12th suffers from a substance abuse disorder [10]. 
However, not only the countries with the highest standard 
of living have such sad statistics. Thus, as of January 1, 
2017, 1,673,328 people in Ukraine were registered due to 
mental and behavioral disorders, including 69,492 – due 
to disorders related to alcohol and drug addiction (or 3.9 
percent of the population) [11].

One of the personal non-property rights of a mentally ill 
person is the right to liberty. The Universal Declaration of 
Human Rights (1948) proclaims in the Art. 3 that everyone 
has the right to life, liberty and security of person [12]. This 
provision of the Universal Declaration of Human Rights 
has been further embodied in other international legal 
acts. The right to liberty is provided by p. 1 of the Art. 9 of 
the International Covenant on Civil and Political Rights 
(1966) [13], subparagraph (e) of paragraph 1 of the Art. 
5 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms (1950), which provides that 
everyone has the right to liberty and security of person; no 
one shall be deprived of his liberty exept in the following 
cases and in accordance with a procedure prescribed by 
law: the lawful retention of persons for the prevention of 
the spreading of infectious diseases, of persons of unsound 
mind, alcoholics or drug addicts or vagrants.

Many mentally ill people are persons with disabilities, 
so the protection of their fundamental rights, including 
the right to liberty, is carried out through additional legal 
mechanisms. Thus, the Article 14 of the Convention on 
the Rights of Persons with Disabilities (2006) declares that 
States Parties shall ensure that persons with disabilities, on 
an equal basis with others: (a) Enjoy the right to liberty 
and security of person; b) are not deprived of their liberty 
unlawfully or arbitrarily, and that any deprivation of liberty 
is in conformity with the law, and that the existence of a 
disability shall in no case justify a deprivation of liberty 
[15]. These provisions of the Convention on the Rights of 
Persons with Disabilities stem from decades of UN work 
to change attitudes and approaches towards people with 
disabilities, including those with mental disorders. This 
international document raises the movement from the con-
sideration of persons with disabilities as “objects” of charity, 
medical treatment and social protection to a new level up to 
the view of persons with disabilities as “subjects” endowed 
with the rights and capable of realizing these rights, and 
making decisions for their lives based on their free and 
informed consent, and treats them as active members of 
society [16]. Thus, the social isolation of mentally ill per-
sons with disabilities through their involuntary admission 
should not lead to deprivation of their liberty, although 
restriction of their right to liberty in order to protect the 
rights and freedoms of others is possible.

Principle 15 of the UN General Assembly Resolution 
46/119 “Protection of persons with mental illness and 
improvement of psychiatric care” (1992) also provides 
an approach that every effort should be made to avoid a 
person being treated in a mental health facility in order 
to avoid involuntary hospitalization. Principle 16 of this 
Resolution defines the specifics of involuntary admission 
of a person in a mental health facility as a patient in two 
cases: 1) if a person has been already voluntarily admitted 
as a patient, he may be involuntary detained in a mental 
health facility as a patient; 2) if a qualified mental health 
practitioner authorized by law for that purpose determines 
that the person has a mental illness and considers: a) That, 
because of that mental illness there is a serious likelihood 
of immediate or imminent harm to that person or other 
persons; or b) That, in the case of a person whose mental 
illness is severe and whose judgment is impaired, failure 
to admit or retain that person is likely to lead to a serious 
deterioration in his or her condition or will prevent the 
giving of appropriate treatment that can only be given 
by admission to a mental health facility in accordance 
with the principle of the least restrictive alternative. In 
the second case, if possible, you should seek the advice of 
another similar mental health practitioner, independent 
of the first. In case of disagreement of the second mental 
health practitioner with the first the involuntary admission 
or retention may not take place. Involuntary admission or 
retention shall initially be for a short period as specified by 
domestic law, for observation and preliminary treatment 
pending review of the admission or retention by the review 
body. The grounds of the admission shall be communicated 
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to the patient without delay and the fact of the admission 
and the grounds for it shall also be communicated promptly 
and in detail to the review body, to the patient's personal 
representative, if any, and unless the patient objects, to 
the patient's family. A mental health facility may receive 
involuntarily admitted patients only if the facility has been 
designated to do so by a competent authority prescribed 
by domestic law [17].

Characterizing the Regulations and views of the World 
Psychiatric Association on the rights and legal protection 
of the mentally ill persons, adopted by the General As-
sembly of the World Psychiatric Association at the VIII 
World Congress of Psychiatry (1989), Iryna Seniuta notes 
that this document contains a number of guarantees, as: 1) 
voluntary treatment should be encouraged and access to 
voluntary treatment should be regulated in the same way 
as the treatment of somatic diseases; 2) patients of mental 
health facilities or those who seek help voluntarily must be 
protected by the same legal and ethical rules as the patients 
with any other diseases; 3) the final decision on the admis-
sion or placement of a patient in a mental health facility 
may be taken only by a court or a competent independent 
body specified in the law, and only after appropriate and 
proper hearings; 4) the need for deprivation of liberty shall 
be reviewed at regular and fixed intervals in accordance 
with the provisions of national law; 5) imprisoned patients 
should have the right to a qualified guardian or lawyer to 
protect their interests [7, p. 531].

The above indicates that the priority is the voluntary 
treatment of a mentally ill person, free informed consent 
of such a person is the basis for the treatment of a mentally 
ill person. At the same time, when there is a danger both 
for the mentally ill person and for others, there is a need 
for his social isolation through involuntary admission. 
Determining the degree of such danger, its criteria, it is 
equally difficult for both a physician and a lawyer of the law 
enforcement agency that should decide on the involuntary 
admission of a mentally ill person.

Regarding the legal regulation of relations on involuntary 
admission of a mentally ill person, various countries have 
developed different approaches. Thus, the Law on Mental 
Health (1994), in the Republic of Poland, establishes two 
regimes of involuntary admission of a mentally ill person: 
emergency and non-emergency. A mentally ill patient in 
the first case may be admitted if he / she poses a direct 
threat to his or her life, life or health of others (the decision 
on the admission is taken by a psychiatrist, after which the 
decision is subject to judicial review). In the second case, 
a mentally ill patient can be admitted only on the basis of 
a court decision at the suit of a family member or social 
protection institution [18]. Subsequently, this Law was 
amended, in particular in 2008, in order to create a legal 
mechanism for providing persons with mental disorders 
with various forms of assistance that make life possible in 
the family and social environment.

Involuntary treatment of the mentally ill persons, under 
Swedish law, is generally considered as an undesirable ex-
ception to standard care. However, the law stipulates sepa-

rate judgments while deciding on involuntary treatment. In 
particular, there is ambiguity on the issue of suicide, since 
it is argued that the risk of suicide may not be sufficient for 
justified compulsory care. Besides, organizational factors 
sometimes lead to involuntary treatment decisions that 
could be avoided given a more patient-oriented health 
care organization [5].

The Mental Health Act 1983 of the United Kingdom, 
as amended in 2007, contains restrictions on involuntary 
mental health treatment of detained patients, but there are 
few of them. There are restrictions on psychosurgery and 
electroconvulsive therapy, and treatment that lasts more 
than three months and requires the second conclusion 
under the statutory scheme that it is “appropriate”, but any 
other mental health treatment of detained patients may be 
mandatory provided at the discretion of the responsible 
clinician [6].

The Mental Health Act (2017) of India explicitly provides 
the rights of patients with mental illness and establishes 
the ethical and legal responsibilities of mental health pro-
fessionals and the government. The rights of patients with 
mental illness are fundamental human rights and should 
be clearly stated, since they belong to a vulnerable group 
in terms of assessment, treatment and research. Such rights 
are respected considering the ethics of providing mental 
health care, which refers to respect for autonomy, the 
principle of non-abuse, charity and justice, confidentiality, 
informed consent to involuntary treatment, etc. [4].

Under Ukrainian Law on Mental Health Care, a person 
suffering from a mental disorder may be admitted to a 
mental health facility without his or her informed written 
consent or without the written consent of his or her legal 
representative, if his or her examination or treatment is 
possible only on inpatient basis and while establishing a 
severe mental disorder of a person, as a result of which he 
or she: commits or shows real intentions to commit actions 
that pose an immediate danger to him or her or others, or 
unable to meet their basic needs independently at a level 
that ensures his or her viability [19].

Under the national legislation of the respective country, 
mentally ill persons are often recognized as incapable per-
sons depending on the degree of mental disorder. There is 
no single approach to the placement of incapable persons 
into specialized institutions in Europe, especially regarding 
the agency empowered to decide on the placement, and the 
guarantees provided to the persons concerned. In some 
countries (Austria, Estonia, Finland, France, Germany, 
Greece, Poland, Portugal and Turkey), the decision on 
involuntary admission of a person to the institution for a 
long term is taken directly or approved by a judge. Other 
legal systems (Belgium, Denmark, Hungary, Ireland, Lat-
via, Luxembourg, Monaco and the United Kingdom) allow 
a guardian, close relatives or administrative authorities 
to decide on the placement in a specialized institution 
without the authorization of a judge. A few essential re-
quirements, which in particular relate to the health of a 
person, hazards or risks, and / or the provision of medical 
certificates, is applied in regard to the admission in all of 
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the above countries. In addition, the guarantees of several 
national legal systems include the obligation to interview 
the person concerned or to ascertain his or her views on 
his or her placement; the establishment of a time limit for 
termination or review of the placement by law or court; and 
the possibility of providing legal aid. The person concerned 
in some countries (Denmark, Estonia, Germany, Greece, 
Hungary, Ireland, Latvia, Poland, Slovakia, Switzerland 
and Turkey) has the opportunity to appeal against the 
initial placement decision without the consent of his / her 
guardian. Finally, some states (Denmark, Estonia, Finland, 
Germany, Greece, Ireland, Latvia, Poland, Switzerland 
and Turkey) directly allow the person concerned to apply 
periodically to the court for a review of the legality of long-
term placement [20].

The movement to expand the boundaries of involuntary 
admission of the mentally ill has been actively developing 
in the United States in the early XX-th century, but since the 
1960s Americans have been trying to achieve restrictions 
on involuntary admission of the mentally ill persons. The 
trial in Wisconsin in October 1972 in the case of Lessard 
v. Schmidt became heinous. 

Alberta Lessard, who suffered from schizophrenia, filed 
a lawsuit alleging that the state law, under which she was 
subjected to involuntary civil commitment violated her 
constitutional rights, because it allowed involuntary civil 
commitment in a mental health facility for the period of l45 
days without benefit of hearing on the necessity of detention; 
required no informing the patient about the right to such a 
jury trial; failed to give the right to counsel or appointment 
of counsel at a meaningful time; failed to permit counsel to 
be present at psychiatric interviews; failed to provide access 
to an independent psychiatric examination by a physician of 
the allegedly mentally ill person's choice; permitted commit-
ment of a person without a determination that the person is 
in need of commitment “beyond a reasonable doubt” (the 
most strict standard of evidence, which was used only in 
criminal law at that time to prove the guilt of the accused) 
and failed to describe the standard for commitment so that 
persons may be able to ascertain the standard of conduct 
under which they may be detained with reasonable certain-
ty. The court declared the existing involuntary psychiatric 
commitment procedure in Wisconsin to be unconstitutional, 
and required state authorities to make a mandatory court 
hearing with a patient's counsel on the validity of an im-
mediate involuntary commitment of a mentally ill patient, 
to hold such a hearing no later than 48 hours after patient's 
involuntary commitment to a mental health facility, at the 
request of the patient to hold a full hearing to resolve the 
issue of the need for further involuntary stay of the patient 
in a mental health facility by a jury, etc. In addition, the court 
noted that the right of the country to deprive a person of 
fundamental liberty to freely go about own business should 
be based on the understanding that society was extremely 
interested in such deprivation [21].

As one can observe, society takes on the role of a “caring” 
family member while involuntary admission of a mentally 
ill person. The direct decision on such “care” and the need 

for social isolation of a mentally ill person is made by a 
physician or a lawyer on behalf of society. If the decision 
for involuntary admission of a mentally ill person is made 
by a physician, he positively decides that a mentally ill 
person becomes dangerous primarily to himself, he can 
harm his health, then there is a “therapeutic need” for his 
involuntary admission. Besides, a physician establishes 
that a mentally ill person poses a threat to other members 
of society, manifests the acts of aggression, makes damage 
to property or health of others, commits sexual abuse, etc.

A rather difficult issue in the law-enforcement practice 
is to determine whether a mentally ill person actually 
commits actions that pose an immediate danger to him 
or others, which may be one of the conditions for invol-
untary admission of a mentally ill person and the basis for 
restricting his right to liberty. The legislator uses evaluative 
concepts to determine the grounds for involuntary admis-
sion of a mentally ill person, the interpretation of which 
will be carried out directly by the law enforcement agency, 
and its decision is the basis for the restriction of liberty of 
a mentally ill person.

Disputes over the involuntary admission of mentally ill 
persons are the subject of consideration by the European 
Court of Human Rights (ECHR) in the context of protect-
ing the right to liberty and security of person, proclaimed in 
the Art. 5 of the Convention for the Protection of Human 
Rights and Fundamental Freedoms (1950).

Thus, the applicant of the ECHR judgment in case of 
“Stanev v. Bulgaria” (2012) (application No. 36760/06) 
complained about his placement in a social care home 
for people with mental disorders and about his inability 
to obtain permission to leave the home (Article 5 of the 
Convention). Referring to the relevant national law, the 
ECHR notes that Bulgarian law provides the placement 
in a social care institution as a protective measure taken 
at the request of the person concerned, and not as a coer-
cive measure. However, given the specific circumstances 
of the case, this measure led to significant restrictions on 
personal liberty, led to deprivation of liberty without con-
sidering the applicant's opinion or wishes. With regard to 
the compliance of the procedure with established law, the 
ECHR notes that, first, the trustee of a person with limited 
incapacity is not authorized to take legal decisions on his 
behalf under national law. Any agreements entered into 
force in such cases are valid only if they are signed jointly 
by the trustee and the ward. The court concludes that the 
decision of the applicant's trustee to place him in a social 
care home for people with mental disorders without his pri-
or consent is invalid under Bulgarian law. This conclusion 
is sufficient itself for the ECHR to find that the applicant's 
deprivation of liberty was contrary to the Article 5. In any 
case, the ECHR considered that the measure was not lawful 
within the meaning of the Article 5 § 1 of the Convention, 
because it was not based on any subparagraphs from (a) 
to (e). The ECHR notes that the applicant was entitled to 
social assistance because he had no housing and could not 
work as a result of his illness. It believes that the well-being 
of a person with mental disorders in certain circumstances 
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may be another factor that should be taken into account 
in addition to the medical examination while assessing 
the need to place a person in an institution. However, the 
objective need for housing and social assistance should not 
automatically lead to the application of measures related 
to deprivation of liberty. It is obvious to the ECHR that if 
the applicant had not been deprived of legal capacity due 
to his mental disorder, he would not have been deprived 
of his liberty [20].

The judgment of the European Court of Human Rights 
in the case of “I. N. v. Ukraine” (2016) (application No. 
28472/08) is of interest regarding determining the cri-
teria for involuntary admission of a mentally ill person 
and the expediency of restricting his right to liberty. This 
judgment states that the applicant had alleged that his 
placement in a mental health facility had been unlawful, 
that his examination by a psychiatrist had been carried 
out on the instructions of the prosecutor's office, because 
he had addressed the prosecutor's office with complaints 
on the actions of certain public authorities set out in an 
offensive form. According to the applicant, this fact could 
not be an excuse for placing him in a medical facility. The 
ECHR recalls that deprivation of liberty is such a serious 
measure that its application is justified only when other, 
less severe measures have been considered and found to be 
insufficient to safeguard the interests of the individual or 
society. This means that the compliance of deprivation of 
liberty with national legislation is not a sufficient condition; 
it must also be necessary in particular circumstances. With 
regard to the deprivation of liberty of persons with mental 
disorders, then a person cannot be deprived of liberty as 
“mentally ill”, if the following three minimum conditions 
are not met: first, it must be reliably proved that the person 
is mentally ill; secondly, the mental disorder must be of a 
type or degree that gives rise to involuntary confinement 
in a mental health facility; and thirdly, the validity of long-
term detention in a mental health facility depends on the 
persistence of such a disease [22].

CONCLUSIONS
International legal norms and legislation of certain coun-
tries are aimed at ensuring the protection of human right 
to liberty in case of involuntary admission of a mentally ill 
person. The use of such a measure as involuntary admission 
of a mentally ill person is a restriction on the freedom of 
persons with mental disorders. A person cannot be de-
prived of liberty as “mentally ill”, if three conditions are 
not met: first, it must be reliably proved that the person is 
mentally ill; secondly, the mental disorder must be of a type 
or degree that gives rise to involuntary confinement in a 
psychiatric hospital; and thirdly, the validity of long-term 
stay in a psychiatric hospital depends on the persistence 
of such a disease. The national authority under specific 
circumstances taking a decision on the involuntary admis-
sion of a mentally ill person, which is a restriction on his 
or her right to liberty, may also consider additional factors 
as defined by national law.

Compulsory psychiatric treatment and restriction of the 
right to liberty of a mentally ill person may be justified, if 
we simultaneously take into account the requirement of 
“therapeutic necessity” for a mentally ill person, the re-
quirement of protecting the rights and freedoms of others 
and guaranteeing their safety, the requirement of ensuring 
the best interests of a mentally ill person.
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INTRODUCTION
Article 3 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms (“the Convention”) provides that 
no one shall be subjected to torture or to inhuman or degrading 
treatment or punishment. These Convention provisions are of 
particular importance in the field of criminal justice, where 
fundamental human rights, if there are appropriate grounds, are 
subject to significant restrictions. Thus, the right of a person al-
leging mistreatment to a proper medical examination, together 
with the right of access to a lawyer and the right to notify a third 
party about detention, are fundamental precautionary measures 
against mistreatment of detainees, and non-compliance indi-
cates a violation of Art. 3 of the Convention. In order to ensure 
it, the following issues are relevant: conducting a full expert 
assessment of allegations of misconduct within the framework 
of a formal investigation by the competent authorities; proper 
doctor's qualification who conducts the medical examination of 
a person and  examination to identify the torture signs;  quality 
of the questions asked to the expert; promptness of the medical 
examination of a person claiming torture; elimination of contra-
dictions in medical documentation, etc. Separate aspect of the 
problem of compliance with the requirements of Art. 3 of the 
Convention constitute such national models of investigation, 
as stated by the ECHR in many cases, in which the failure of 
authorities to promptly and thoroughly investigate allegations 
of mistreatment filed by persons suspected of committing 

crimes becomes systemic within the meaning of Art. 46 of the 
Convention [1].

THE AIM
The aim of this paper is to identify and characterize the stan-
dards for assessing the health status of a person who is likely 
to have been mistreated during detention or incarceration.

MATERIALS AND METHODS
In preparing the paper, the provisions of international regula-
tions governing the medical examination and forensic examina-
tion of persons detained or incarcerated and alleging torture or 
mistreatment, the case law of the ECHR on these issues (for this 
purpose, ECHR's 21 relevant decisions were analyzed). It was 
used a set of general scientific and special methods of cognition, 
in particular, the comparative legal method, system-structural 
method, the method of generalization, the method of analysis 
and synthesis, and others to achieve the goal of the research. 
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According to the established practice of the ECHR, when 
a person raises a well-founded complaint of a violation 
of Article 3 of the Convention, treatment by State agents, 
it is the duty of the authorities to conduct an “effective 
formal investigation” capable of establishing the facts and 
complaints will be true, until the culprits are identified 
and punished.

The minimum standards for the effectiveness of investi-
gation, as established by the Court's case-law, require that 
it be independent, impartial and open to the public, and 
that the competent authorities act with exemplary diligence 
and efficiency [2].

During the investigation of torture or mistreatment of 
persons detained or incarcerated, the medical examina-
tion and forensic examination of the person alleging such 
treatment shall be of particular importance. Thus, in the 
cases of “Danilov v. Ukraine” and “Rudyak v. Ukraine” 
the ECHR noted that a medical examination, together 
with the right of access to a lawyer and the right to notify 
a third party of detention, are fundamental precautionary 
measures against mistreatment of detainees and should be 
applied from the outset of imprisonment. Such measures 
will not only guarantee the applicant's rights but will also 
enable the respondent Government to relieve themselves 
of the burden of providing a plausible explanation for these 
injuries [1; 3].

A study of international human rights law and the ad-
ministration of justice allow us to identify standards for 
assessing the health of a person who is likely to have been 
mistreated during detention or incarceration. In partic-
ular, such standards include: 1) conducting a full peer 
review of allegations of torture or mistreatment as part of 
an effective formal investigation; 2) compliance with the 
proper medical examination procedure of a person who 
has reported torture or mistreatment; 3) proper doctor's 
qualification who conducts the medical examination of a 
person who declared torture or improper treatment and 
the right to freely choose a doctor; 4) compliance with 
the requirements for the form and completeness of the 
medical opinion; 5) promptness of medical examination of 
a person who claims torture or misconduct; 6) providing 
evidence by a doctor regarding his/her conclusion. We will 
try to analyze the relevant decisions of the ECHR and the 
recommendations of international organizations and on 
this basis to draw some conclusions.

The peculiarity of the first standard (conducting a full ex-
pert assessment of allegations of torture or mistreatment in 
the framework of an effective formal investigation) is that 
on the one hand any allegation of torture or mistreatment 
by the competent authorities must be formally investigated 
and on the other - it is within the framework of such an 
investigation that a full expert assessment of the applicant's 
allegations must be carried out, as the ECHR has repeatedly 
emphasized in its decisions.

Thus, in the case of “Grigoryan and Sergeyeva v. Ukraine” 
ECHR, finding a violation of Art. 3 of the Convention, 
noted that the prosecutor's office had considered the appli-
cant's complaint of mistreatment in the context of repeated 

investigations, and that no criminal proceedings had been 
instituted, which did not comply with the principles of 
effectiveness. Such a procedure significantly narrows the 
investigation, as it allows only a limited number of inves-
tigative actions. In particular, the Court pointed out that 
without initiating a criminal case, the authorities could 
not conduct a full expert assessment in order to eliminate 
inconsistencies in medical evidence [4].

Similar shortcomings of the investigation were found by 
the ECHR in the case “Strogan v. Ukraine”, in which the 
Court found that the investigation had been limited to a 
medical examination of the applicant and the interrogation 
of police officers and other persons involved, and that no 
steps had been taken to resolve the discrepancies between 
the police and the applicant's testimony. 

In other cases, there were the violations of these aspects 
of Art. 3 of the Convention, the ECHR stated that: the in-
vestigating authorities had not eliminated the inconsistency 
in the medical evidence from the case file [6], in particular, 
the inconsistency of the various expert opinions on the 
origin of the applicant's injuries had not been remedied [7]; 
according to the applicant's complaints of mistreatment, 
which was partially confirmed by the forensic examination 
report, no criminal proceedings had been instituted for 
more than two years [8]; this case investigation, which 
lasted more than seven years, did not go further than the 
trial by the Court of first instance, and the completeness 
and reliability of forensic examinations were questioned 
by investigators who repeatedly questioned experts and 
appointed additional examinations, etc. [9]. In the case 
of “Dolganin v. Ukraine” the ECHR noted a selective 
approach to the examination of the evidence, given that 
during the inspections the prosecutor's office had never 
mentioned that the results of the applicant's medical exam-
ination at the hospital indicated that he might have suffered 
an abdominal injury. The testimonies of the police officers, 
who allegedly took part in the alleged mistreatment, were 
accepted by the prosecutor's office, and the applicant's 
arguments were not verified.

Special attention should be paid to the importance of 
comprehensively recording (photographing) bodily inju-
ries inflicted on the victim, as well as recording and storing 
evidence in the room where torture was reportedly used, 
as noted in paragraph 106 of the Istanbul Protocol (The 
Manual on Effective Investigation and Documentation of 
Torture and Other Cruel, Inhuman or Degrading Treat-
ment or Punishment (hereinafter - Istanbul Protocol).

Otherwise, improper preservation of evidence of tor-
ture may lead to the ECHR recognizing a violation of the 
Convention. Thus, in the case of “Sizarev v. Ukraine” the 
Court found the investigation ineffective due to the fact 
that detention center administration did not take any 
measures to preserve the evidence, as immediately after 
the incident the traces of blood were washed away without 
prior inspection of the scene and drawing up a report [11].

The second standard concerns the proper medical ex-
amination of a person who has reported torture or mis-
treatment. The general requirements for this standard are 
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contained in paragraph 124 of the Istanbul Protocol. Thus, in 
accordance with these provisions, the examination is carried 
out in the most suitable place in the opinion of the doctor and 
the victim, behind closed doors (outsiders remain outside 
the room); access to a lawyer must be provided.

The third standard (appropriate qualification of the 
doctor conducting the medical examination of a person 
who has reported torture or mistreatment and the right 
to freely choose a doctor) follows from the documents of 
the European Committee for the Prevention of Torture 
and Inhuman or Degrading Treatment or Punishment. 
According to these provisions, among the main guaran-
tees of prevention of mistreatment of persons detained on 
suspicion of committing a crime is the right of a detainee 
to be examined by a doctor, which also includes the right 
to be examined by a doctor of his/her choice and receive 
adequate medical care [12].

In addition, to ensure proper medical examination of a 
person alleging torture or mistreatment, both the appropriate 
qualifications of the examiner, his/her specialization (ability 
to detect and record torture-related injuries) and initial exam-
ination are important. the applicant to detect signs of torture 
or mistreatment. Compliance with these requirements will 
facilitate the proper recording of injuries, which is essential 
given the inadmissibility of inspection delays.

In its practice, the ECHR draws attention to the above 
issues, emphasizing the importance of compliance with 
these standards. In particular, in the case of “Gerashchen-
ko v. Ukraine” the Court noted that the Government had 
referred, in particular, to a medical certificate issued by a 
neurosurgeon stating that the applicant had not suffered 
any injuries which fell within his area of competence. The 
Court saw no reason to question this finding but noted 
that the scope of the examination was rather limited, as 
the doctor was not invited to assess the applicant's general 
health or to establish the presence or absence of injuries 
other than those of neurological origin. The grounds for 
this particular medical examination the day after the ap-
plicant's actual, but apparently undocumented, detention 
remained unknown [13].

In another case “Serikov v. Ukraine” the ECHR noted 
that an hour after the applicant's release from the police, 
he had suffered a number of injuries. The ECHR rejected 
the Government's argument that the ambulance paramedic 
had not recorded any injuries to him immediately before 
his release. Thus, the Court pointed out that the limits of 
paramedic's examination were limited and that its purpose 
was primarily to provide the applicant with emergency 
medical care and not to record his injuries [14].

The ECHR drew similar conclusions in the case of “Lunev 
v. Ukraine” with the only difference that the initial medical 
examination, which later led to numerous findings that 
applicant had not suffered any injuries, was superficial, as it 
appeared to be intended to establish whether the applicant 
had any health problems and whether he could have been 
in custody instead of being found to have been injured.

The next standard concerns compliance with the re-
quirements for the form and completeness of a medical 

opinion. The main requirements for medical examination 
and medical opinion Istanbul Protocol (paragraph 162) 
include, in particular, objectivity and impartiality; proper 
professional doctors' experience and their special knowl-
edge in documenting torture; clarity and comprehensi-
bility of formulations and medical terminology, as well as 
indication of only the facts and all examination significant 
circumstances

Special requirements should be made to the content of 
the expert's report. Thus, Annex 1 to the Istanbul Protocol 
formulates the main issues to be reflected in the relevant ex-
pert document, which include, in particular: a) the survey 
circumstances (in particular, personal data of the subject 
and his/her condition; date and place of the survey, etc.); 
b) background (detailed description of the history reported 
by the respondent; methods of torture and complaints of 
symptoms, etc.); c) physical and psychological examination 
(report on all identified symptoms); d) conclusion (opinion 
on the possible connection of symptoms with probable 
torture); e) authorship of the report.

Paragraph 105 of the same document highlights the 
six most important questions to ask when drawing up a 
medical report in order to gather physical and psycho-
logical evidence of torture. Thus, such questions include 
the Istanbul Protocol's question of relationship between 
the established data and the report of probable torture; 
factors of physical condition of the subject and stress that 
affect the clinical picture; the ratio of obtained data with 
the expected or typical reactions to corresponding stress; 
stages of recovery of the subject; possibility of erroneous 
allegations of torture, etc.

The ECHR also emphasizes the importance of asking 
the right questions to experts in its decisions. Thus, in the 
case of “Chmil v. Ukraine” the Court has noted a violation 
of Art. 3 of the Convention, the Court stated that various 
investigative actions had been carried out during the inves-
tigation, including four forensic examinations. However, 
all these actions seem to have been rather superficial. In 
particular, with regard to forensic examinations, the Court 
noted that the experts had never been asked whether the 
applicant could have been injured in the circumstances 
described by him or in the circumstances described by the 
police officers [16].

In addition, it is important to pay attention to the 
recommendations on the specificity of the wording in 
examination conclusions, which the doctor sets out in the 
relevant document. Thus, according to § 187 of the Istanbul 
Protocol, the following terms are commonly used: a) does 
not correspond: the injury could not have been caused by 
the trauma described by the patient; b) answers: the injury 
could have been caused by the described injury, but it is 
not specific and could have been caused by a large number 
of other causes; c) high degree of conformity: the damage 
could have been caused by the described injury and the 
number of other possible causes was small; d) typically 
appearance of the injury is usually observed in this type of 
injury, but other causes are possible; e) makes a diagnosis: 
this appearance of the injury indicates that it could not 
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have been caused by anything other than that described.
Finally, attention should be paid to another important 

issue, which concerns the possibility of taking into account 
both the conclusions of forensic medical examinations of 
public institutions and the conclusions of forensic medical 
examinations conducted by a private institution, in which 
the ECHR commented in “Nechiporuk and Yonkalo v. 
Ukraine”. Thus, in the present case the ECHR stated that, 
on the one hand, the applicant had set out a detailed and 
consistent version, supported by a forensic examination 
carried out by a private institution, according to which he 
had been subjected to electric shock during his stay in the 
police station. On the other hand, the authorities' version, 
supported by official forensic findings, was that these inju-
ries “could have been caused by blunt objects”, without any 
further details and no comment on the forensic report of 
private institution, although it was attached to the materials 
of the criminal case against the applicant.

In the present case, the Court was strucked by the fact 
that the trial court ignored, as is apparent from its judg-
ment, alternative medical report contained in the case file 
and confirmed what the applicant had complained about.

Another standard concerns the promptness of medical 
examination of a person who alleges torture or mis-
treatment. As a general rule, it is important to conduct a 
medical examination of the alleged victim of torture in 
a timely manner. At the same time, such an examination 
must be carried out regardless of how much time has 
elapsed since the use of torture until the traces of it have 
disappeared.

The ECHR emphasizes in the case “Bocharov v. Ukraine” 
on the importance of the very first medical examination 
of a person who alleges torture or mistreatment, noting 
that the initial results, in addition to those obtained after 
a direct examination of the applicant, in contrast to a later 
examination based on documents, were confirmed by the 
applicant's allegations of mistreatment and suspicious 
circumstances of his detention and custody [18].

In another case, “Pomilyayko v. Ukraine”, the ECHR 
stated that due to the delay before the first forensic exam-
ination it had been impossible to draw precise conclusions 
as to the extent and nature of the applicant's injuries [19]. 
The ECHR reached essentially similar conclusions in the 
case of “A.N. v. Ukraine” [20].

Some cases of non-compliance with the promptness of 
medical examination of a person who alleges torture or 
mistreatment have been noted by the ECHR, in particular 
in the cases of “Ilhan v. Turkey” (medical examination of 
the applicant was conducted 36 hours after the event) [21]; 
“Kucheruk v. Ukraine” (forensic medical examination of 
the applicant's injuries was carried out 37 days after the 
incident) [22]. In these cases, these facts, together with 
other circumstances, allowed the ECHR to state a violation 
of Art. 3 of the Convention, in connection with the failure 
of the public authorities to provide a comprehensive and 
thorough examination of the applicants' injuries imme-
diately after the relevant complaints, caused irreparable 
damage to the ability to establish the relevant facts.

In the studied context, the case “Danilov v. Ukraine”, in 
which the ECHR noted the delays in gathering evidence, 
in particular because the fact that the applicant had bro-
ken seven ribs was established only four months after his 
detention, although he had complained of rib pain during 
the first medical examination, which took place within 
twenty-four hours after detention [1].

Finally, the last standard concerns the provision of evi-
dence by a physician regarding his or her opinion. The pur-
pose of the doctor's written or oral testimony, in addition to 
providing an expert opinion on the degree of compliance 
of the medical examination results with the patient's alle-
gation of mistreatment, is also to report these results and 
relevant conclusions to the competent authorities or court 
(paragraph 122 of the Istanbul Protocol).

The ECHR also emphasizes the importance of interro-
gating an expert who conducted a medical examination 
and forensic examination. Thus, in the case of “Bocharov 
v. Ukraine” the Court, assessing the appropriateness of 
questioning the medical staff to clarify the case circum-
stances as fully as possible, noted that, despite the accuracy 
of the applicant's diagnoses, which were to play a key role 
in investigation, the case file did not show that any of the 
medical workers who examined the applicant shortly after 
his dismissal were questioned [18].

Referring to scientific sources, it should be noted 
that the issue of compliance with standards for medical 
examinations of detainees during the investigation of 
allegations of violence and torture against them in var-
ious contexts has already been raised in the literature 
[23; 24; 25; 26; 27; 28; 29; 30]. At the same time, foreign 
researchers consider this problem in two aspects: 1) in the 
context of ensuring the quality of medical examination 
of detainees and 2) in the context of the very fact of con-
ducting a medical examination of detainees. In the first 
plane, British researchers, for example, draw attention 
to the problem of doctors' lack of necessary knowledge 
and criteria for identifying the facts of violence against 
detainees [31]. Similar issues are raised by Basoglu, M. 
[32], who provide guidance on the assessment and doc-
umentation of torture and the provision of medical care 
to victims of torture. Mostad K., Moati E. conclude that 
one of the main reasons for poor medical examination is 
the phenomenon of so-called doctors' “passive participa-
tion” in torture, which, in particular, is manifested in the 
provision of knowingly false medical opinions and failure 
to report torture. [33]. A similar position is covered by 
Modvig J, Rytter T. [34]. However, as noted by Silove D., 
Rees S. one of the factors that can lead to medical com-
plicity in torture is double loyalty, through which doctors 
put the perceived interests of their organization or state 
before their absolute duty to care for their patient [35].

Regarding another aspect of medical examination of 
detainees, Spanish researchers, in particular, draw attention 
to the frequent cases of lack of information of detainees 
about their right to medical examination and deliberate 
violation of national and international norms on manda-
tory examination of detainees [36].
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CONCLUSIONS
An analysis of the issue of assessing the health status of 
a person who is likely to have been mistreated during 
detention or incarceration in accordance with European 
standards allows us to draw the following conclusions.

First, models for investigating allegations of mistreat-
ment of detainees or in custody in some European coun-
tries, including Ukraine, have been assessed negatively 
by the ECHR. The reluctance of the authorities to ensure 
a prompt and thorough investigation of allegations of 
mistreatment by persons suspected of committing crimes 
constitutes a systemic problem for these States within the 
meaning of Art. 46 of the Convention.

Secondly, in accordance with the case law of the ECHR 
and the recommendations of international organizations, 
the standards to be met by assessing the state of person's 
health likely to have been ill-treated during detention or 
custody include: 1) a full peer review of allegations of 
torture; misconduct within the framework of an effective 
formal investigation; 2) compliance with the proper proce-
dure of medical examination of a person who has reported 
torture or mistreatment; 3) the appropriate qualifications 
of the physician  conducting the medical examination of a 
person who reported the torture or mistreatment, and the 
right to freely choose the doctor; 4) compliance with the 
requirements for the form and completeness of medical 
opinion; 5) promptness of the medical examination of a 
person who claims torture or misconduct; 6) providing 
evidence by a physician regarding his/her conclusion.

Third, for the first time in 2012, the standard for con-
ducting a full expert assessment of allegations of torture or 
mistreatment within the framework of an effective formal 
investigation was reflected in the national legislation of 
Ukraine. Thus, in accordance with Part 6 of Art. 206 of the 
Criminal Procedure Code of Ukraine if during any court 
hearing a person claims violence against him during deten-
tion or detention in an authorized public authority, public 
institution (public authority, public institution, which by 
law has the right to detain persons ), the investigating judge 
is obliged to record such a statement or accept a written 
statement from the person and 1) ensure the immediate 
conduct of a forensic examination of the person; 2) instruct 
the relevant body of pre-trial investigation to conduct an 
investigation of the facts set forth in the person's applica-
tion; 3) take the necessary measures to ensure the safety 
of the person in accordance with the law.

The interpretation of this normative provision allows 
concluding that it is imperative for the pre-trial investiga-
tion body to enter information into the Unified Register of 
Pre-trial Investigations upon application and to conduct a 
formal effective investigation.

Fourth, at the national level, the problem of compliance 
with the standards to be met by assessing the state of health 
of a person who is likely to have been mistreated during 
detention or custody is largely in law enforcement, as 
recent high-profile examples show that the existence of a 
law that meets European standards, the legal awareness of 
law enforcement officers is quite low, which, in fact, is the 

cause of a flagrant violation of the law and their excess of 
official authority.
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INTRODUCTION
The UN General Assembly decided in the year 1987 to cel-
ebrate June 26 as the International Day against Drug Abuse 
annually to mark the determination to create a drug-free 
society. Despite the long-term efforts of the international 
community and the policies of individual States in the fight 
against drugs, the world continues to witness an alarming 
trend of growing number of drug addicts. Based on multi-
year studies UN have concluded that a country with more 
than 7% of the population using drugs is doomed. Such 
a State has no future. 35 million people worldwide suffer 
from drug-related disorders and need treatment according 
to the 2019 World Drug Report. 17.4 million people inject 
drugs. Almost every eighth injecting drug addict has HIV 
[1]. The number of people in the European region who use 
drugs at least once a year is about 275 million, or about 5.6% 
of the world's population aged 15 – 64. Every 4th person 
in the European Union has used drugs at least once in his 
(her) life according to the European Monitoring Center 
for Drugs and Drug Addiction. Citizens of the European 
Union spend about 24 billion euro on illicit drugs annually 
[2]. Such data show the global drug problem and should 
encourage the need for greater international cooperation 
to ensure integrated action in the area of health and crim-
inal justice.

The United Nations Office on Drugs and Crime (UNO-
DC), in particular the Commission on Narcotic Drugs, as 
the decision-making body of the UN system responsible 
for drug control, adopted in 2019 in Vienna Ministerial 
declaration on strengthening concerted actions at the 

national, regional and international levels to accelerate 
the implementation of joint commitments to address and 
counter the world drug problem. The declaration, among 
the commitments to address health problems arising from 
drug abuse, emphasizes the new challenges associated with 
the global drug problem in the world: expansion and diver-
sification of the range and market of drugs, illegal demand 
for chemicals, growth of organized crime, in particular 
trafficking in human beings, illicit trafficking in firearms, 
cybercrime, in some cases terrorism, money laundering 
obtained from illicit drug trafficking. It is also a large 
set of health-related problems: drug services and health 
care system do not meet the necessary requirements; 
drug-related mortality rates are increasing; many countries 
have high rates of HIV, hepatitis C and other blood-borne 
infections; the harmful effects and health risks associated 
with the use of new psychoactive substances have reached 
alarming levels; synthetic opioids and the use of medicinal 
substances for non-medical purposes are a real threat to 
health and safety of the population, as well as the cause 
of complex tasks of scientific and regulatory content, in 
particular in determination of the status of substances list. 
And the legal supply of substances for medical and scien-
tific use, including pain relief and palliative care, remains 
low or not existing in many parts of the world.

THE AIM
The purpose of this article is to conduct a thorough review 
and assessment of the exercise of the right to medical care 

THE RIGHT TO MEDICAL ASSISTANCE FOR DRUG ADDICTS: 
EXAMINATION OF THE PROBLEM

DOI: 10.36740/WLek202012237 
 
Inna K. Polkhovska, Anna S. Sydorenko, Olena D. Melnyk
1POLTAVA LAW INSTITUTE OF YAROSLAV MUDRYI NATIONAL LAW UNIVERSITY, POLTAVA, UKRAINE

ABSTRACT
The aim: The purpose of this article is to conduct a thorough review and assessment of the exercise of the right to medical care for drug addicts, in particular in custody, through 
the analysis of international acts and strategies in the fight against drug addiction, as well as drug policies of individual States.
Materials and methods: The study is based on the analysis of international documents, the drug control strategies, the case law of the European Court of Human Rights and 
analytical researches in this area. The article is based on dialectical, system and structural, comparative and legal methods, the method of analysis and synthesis.
Conclusions: Ensuring human rights without any discrimination should be a priority in the politics of modern States. The implementation of prevention and rehabilitation 
programs based on scientific evidence is also important. The current situation, in which persons who use drugs experience significant restrictions of their rights and freedoms, 
is unacceptable.
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for drug addicts, in particular in custody, through the anal-
ysis of international acts and strategies in the fight against 
drug addiction, as well as drug policies of individual States.

MATERIALS AND METHODS
European Convention on Human Rights; Maltese Dec-
laration of the World Medical Association; international 
documents of the United Nations and the World Health 
Organization, in particular the UN Convention on Narcot-
ic Drugs, UNODC Regional Programme for South Eastern 
Europe (2020 – 2023); European penitentiary rules; data 
from the European Monitoring Center for Drugs and Drug 
Addiction and the International Drug Policy Consortium 
for 2018; World Drug Report 2019; the EU Drug Strategy 
for the period 2013 – 2020; decisions of the European Court 
of Human Rights.

The methodology of research and achievement of results 
is based on a set of general and special methods of cog-
nition: dialectical, system-structural, comparative-legal, 
methods of analysis and synthesis.

REVIEW AND DISCUSSION
Drug abuse is a socially dangerous phenomenon and a par-
ticularly serious disease that negatively affects a person's re-
lationship with the outside world. Drug abuse is considered 
a disease that requires appropriate treatment. For the most 
part, drug addicts belong to so-called “vulnerable groups” 
in terms of health and lifestyle. Vulnerable individuals and 
groups are categories of persons who for various reasons 
are restricted on the capacity to independently perform 
fundamental human and civil rights and freedoms and 
therefore need assistance to meet their basic physiological 
and social needs, as well as the rights and interests of both 
property and personal non-property character [4].

According to the Single Conventions on Narcotic Drugs 
of 1961 and UN Convention against Illicit Traffic in Nar-
cotic Drugs and Psychotropic Substances of 1988, other 
documents in this area, the main task of the drug control 
system is to ensure health and well-being of mankind. 
Human rights and freedoms follow from the recognition 
of dignity and value of the individual. They are universal 
and integral, and a person cannot be deprived of them on 
the ground that he or she is using drugs or is HIV-positive. 
At the time, UN High Commissioner for Human Rights 
Navanethem Pillay noted that “drug users should not be 
deprived of any rights”.

Instead, drug addicts are usually subject to harassment, 
violations of their rights, and often by law enforcement 
agencies. The most typical situations are: violation of the 
right to freedom from torture, ill-treatment and inhuman 
treatment in connection with  arbitrary detention of drug 
users and abuse in compulsory drug treatment centers 
[6;7;8]; violation of the right to health due to restriction of 
access to essential medicines, prevention, treatment, care 
and support for people living with HIV/AIDS; violation 
of the right to life in the application of death penalty or 

extrajudicial execution for drug-related crimes (more than 
30 countries apply death penalty for drug-related crimes) 
[9]; violation of the right to freedom from slavery, as some 
compulsory drug treatment centres use forced labor, etc. 
The most ill-treated are drug addicts who end up in custody 
– in places of temporary detention, restriction or imprison-
ment. Most people who are in custody can be categorized 
as very poor because they use psychotropic substances and 
have physical and mental disorders, i.e. need treatment. 
Instead, the conditions of their custody do not meet the 
established standards; their right to adequate medical care 
and health care is not respected and is a dominant factor in 
the relationship between prisoners and staff, which in turn 
leads to violence and abuse with regard to these people. It 
should be agreed that such persons often find themselves 
in conditions that further pose a threat to their rights, 
including in the granting of proper medical care [10].  

A. Kamarunzaman and J.L. McBreyer and a number of 
international organizations point out that drug addicts 
face high levels of stigmatization and discrimination when 
accessing medical facilities for assistance. They are denied 
medical care while in detention, where they become victims 
of humiliation, physical and psychological violence [11]. 
In turn, the members of the International Drug Policy 
Consortium conclude that in 2018 in most countries people 
who use drugs become victims of institutional violence, 
stigmatization and discrimination [12].

Any person, regardless of his (her) specific charac-
teristics, has equal rights and freedoms, as well as equal 
opportunities for their implementation in accordance 
with generally accepted principles and norms of inter-
national law. Any forms of discrimination on the part 
of State bodies, their officials, legal entities under public 
and private law, as well as individuals are prohibited. The 
standard of proper conduct is enshrined in Art. 3 of the 
European Convention on Human Rights, according to 
which: “No one shall be subjected to torture or to inhu-
man or degrading treatment or punishment”. One of the 
fundamental decisions of the ECtHR states that Art. 3 of 
the Convention is the embodiment of the fundamental 
values   of democratic societies that are part of the Council 
of Europe and is considered one of the most important 
fundamental provisions of the Convention, from which no 
derogation is permitted (Selmuni v. France [13]). According 
to the Court, the conduct was “degrading” if it was intended 
to provoke feelings of fear, torment and inferiority on the 
victims and thus to humiliate and insult them (Kudla v. 
Poland [14]). So the failure to provide adequate medical 
care to drug addicts in temporary detention facilities, 
places of deprivation and restriction of liberty during the 
withdrawal syndrome is nothing more than torture and 
violation of the provisions of the Convention.

The European Union has adopted a single approach 
in the fight against drug addiction, which is reflected in 
the Drug Strategy for the period 2013 – 2020. The main 
emphasis in this document is placed on the measures of 
medical and social response to this problem. Such measures 
should, first of all, ensure the person's right to the highest 
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level of physical and mental health, as well as appropriate 
treatment; secondly, provide equal access to such treatment 
[15]. In turn, the World Health Organization has adopted 
European health policy framework “Health – 2020” to 
improve health and reduce inequalities among people in 
need of health care. It states that social values   and human 
rights are crucial in the area of health care, which can be 
achieved, first of all, by increasing the level of well-being 
of the population and reducing inequalities in the issue of 
receiving adequate medical care. These provisions should 
operate and apply to persons in places of temporary de-
tention, restriction or imprisonment. [16].

The main problem now is that many countries do not en-
sure proper discharge of their responsibilities for health care, 
assistance, and creation of proper conditions for treatment 
of persons, including drug addicts, in correctional institu-
tions. The expert group advising the Regional Office on 
the organization of prison health once drew attention to this 
problem and determined that the responsibility for ensuring 
the health of persons in such institutions should be assigned 
to State authorities; the ministries of health and their struc-
tural units should provide medical services and appropriate 
care; protection and human rights, including to health care, 
must be respected; standards of care should be based on those 
provided to persons, who are not under detention.

International organizations have adopted a number of 
regulations, rules, conventions and recommendations, 
practical manuals, which focus on the fight against drug 
abuse, health care and treatment of drug abuse and the 
responsibilities of penitentiary services, medical services 
operating in such institutions, medical facilities for the 
provision of appropriate medical care and rehabilitation. 
For example, the World Health Organization along with the 
United Nations Office, has developed a “Good governance 
for prison health in the 21st century: A policy brief on the 
organization of prison health”, which enshrines the basic 
rights of detainees and convicts, as well as the responsibil-
ities of medical services: the right to health care; provision 
of preventive, ethical and technical standards by medical 
services; such services should only provide medical care 
and not be involved in the enforcement of sentences; 
medical services should be integrated into national health 
systems and policies, including active participation in 
training, professional development, especially in the con-
text of working with prisoners [17]. However, it should 
be emphasized that assigning responsibilities exclusively 
to healthcare professionals in penitentiary institutions in 
matters of health care is not quite right, as other employees 
of such institutions have to be able to provide first aid, and 
therefore must undergo appropriate training. The European 
Prison Rules describe the specifics of providing medical 
care to persons in need, including drug addicts. Thus, these 
rules recommend each penitentiary institution to have at 
least one qualified general practitioner and other medical 
staff who obtained an appropriate level of medical training 
(par. 41.4); a doctor or a qualified nurse should examine 
each prisoner as soon as possible (par. 42.1); every prisoner 
should be able to receive treatment in case of withdrawal 

syndrome because of the abuse of drugs, psychotropic 
substances or alcohol (par. 42.3.d); it is recommended 
to transfer prisoners in need of special treatment and 
prisoners with mental disorders (par. 47) to specialized 
institutions or civilian hospitals, if such treatment is not 
possible within penitentiary institutions (par. 46.1) [18].

The Maltese Declaration of the World Medical Associ-
ation determines the main responsibilities of doctors and 
other health professionals working in penitentiary insti-
tutions, the main of which are: such entities must act in 
accordance with the rules of medical ethics; make efforts to 
prevent involuntary and inappropriate treatment; conduct 
an examination of the patient's mental characteristics; do 
a full examination [19]. That is, the activities of health 
professionals should be primarily focused on the fact that 
they work according to the principle “doctor – patient”. 
The persons in places of deprivation and restriction of 
liberty should be able to exercise their right of access to 
health care at any time and receive appropriate treatment at 
the same level as individuals, who are not under detention. 
All health professionals in correctional facilities should 
understand that their primary responsibility to those in 
such facilities is to provide adequate and qualified med-
ical assistance. This duty is also enshrined in the United 
Nations Principles of Medical Ethics, which stipulate that 
persons obliged to provide medical care to detainees and 
convicts should protect the latter against torture and other 
cruel, inhuman or degrading treatment or punishment. 
States parties are encouraged to oblige health personnel, 
particularly physicians, charged with the medical care of 
prisoners and detainees have a duty to provide them with 
protection of their physical and mental health [20, p.438].

Attention should be paid to the publication of the Eu-
ropean Monitoring Center for Drugs and Drug Addiction 
“Health and social responses to drug problems” to address 
the issue of receiving proper medical care for drug addicts 
in correctional facilities. The paper places the emphasis on 
the fact that persons falling into criminal justice system 
demonstrate higher rates of drug use and therefore there is 
a necessity to meet their complex medical needs. That is, it 
is necessary to provide all relevant services for prevention 
and treatment of drug abuse. We are talking about opioid 
replacement therapy and detoxification [21, p.130]. The 
researchers on opioid substitution therapy concluded that 
drug addiction is a serious disease and every professional 
should play his (her) part in ensuring that prisoners are 
properly treated and the drug-related harm is minimized. 
However, in turn, they stress that this form of treatment 
is insufficient in correctional facilities [22].

The joint position of the World Health Organization 
and the United Nations Office on Drugs and Crime is that 
substitution therapy is an effective, safe and cost-effective 
treatment for opioid dependence [23]. The patient is reg-
ularly prescribed heavy drug substitutes under the super-
vision of doctors as part of substitution therapy. Typically, 
these drugs contain active substances such as methadone 
or, more often, buprenorphine. The prescription of substi-
tution therapy and distribution of opioid agonists to opioid 
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addicts for the use in officially recognized medical practice, 
approved by the competent authorities do not contradict 
the provisions of Single Conventions on Narcotic Drugs 
of 1961 and the Convention on Psychotropic Substances 
of 1971. Substitution therapy has successfully been intro-
duced in the United States since the 1970s; it has widely 
been used in Europe since the 1990s. In Germany alone, 
the government spends to ten billion euro a year on drug 
prevention and treatment. Nowadays, more than 600,000 
clients are involved in substitution therapy programs 
worldwide. The largest number of them are in the United 
States (about 200 000), and in the European countries (up 
to 400 000). Substitution therapy is used in Lithuania, 
Latvia, Estonia and Kyrgyzstan, Kazakhstan, Georgia, and 
Belarus. Supportive care is also successfully carried out in 
Asian countries: Iran, China, and Thailand. By the way, 
Iran, an Islamic country, in which even the use of narcotic 
drugs is subject to the death penalty, has demonstrated full 
support for such programs [24].

However, the 2019 World Drug Report states that 46 
countries have claimed that there is no such treatment 
option in their penitentiaries. Effective treatment in ac-
cordance with international human rights obligations is 
not sufficiently available [1]. For example, methadone is 
included in the list of drugs banned from circulation in 
Russia. This substance is also banned in the Republic of 
Crimea after the occupation of the peninsula. A year after 
the ban on the use of methadone in Crimea, UN special 
envoy for HIV / AIDS in Eastern Europe and Central Asia 
Michel Kazachkin noted that dozens of patients, who had 
previously been in substitution therapy, died. Over 100 of 
805 patients died. Most of them returned to drug use and 
were prosecuted. Those, who illegally kept methadone at 
home in attempt to escape punishment, were imprisoned. 
Besides, 200 patients of the 805 were HIV-positive [25]. 
In 2019, the European Court of Human Rights refused to 
satisfy the complaint of Russians I. Abdyusheva, I. Anosh-
kin and O. Kurmanaievskyi, which they filed against the 
Russian Federation on the ground that Russian hospitals, 
where they were treated for drug addiction, refused to 
prescribe methadone and buprenorphine, which are used 
as substitution therapy in some States (Abdyusheva and 
Others v. Russia). In taking the decision, the Court was 
guided by the argument that the use of methadone and 
buprenorphine was not a treatment for drug abuse but 
the replacement of one addiction with another one, as 
the effects of these drugs is incompatible  with those of 
heroin. Although substitution therapy is widely used in 
some countries falling within the scope of the ECtHR, its 
effectiveness is considered controversial [26]. Thus, today 
there is no single approach to the use of substitution ther-
apy in the treatment of drug addicts despite scientifically 
proven facts and tested positive results of its application. 
Sometimes it leads to gross human rights violations and 
irreversible consequences. 

It should be noted that most places of detention and impris-
onment cannot provide adequate medical care and treatment. 
Besides, this form of therapy in the above places is simply not 

available. As for detoxification, it can be in the form of both 
individual and group consultation. Detoxification should be 
provided with appropriate control over this procedure. If the 
patient is undergoing a severe crisis, symptomatic treatment 
of withdrawal syndrome can be included, including for mon-
itoring the relevant symptoms [21, p. 133].

Health and Social Response to Drug Addiction empha-
sizes that there is often partnership between health services 
operating in places of deprivation  and  restriction  of 
liberty and drug care organizations that allow provide con-
tinuous treatment in most European countries [21, p. 130].

Besides, the experts found various alternatives to pun-
ishment that can be used at different stages of criminal 
proceedings in the abovementioned publication of the 
European Monitoring Center for Drug Abuse – from 
arrest to sentencing for drug addicts, namely: preven-
tion and inaction; distraction; creation and active work 
of committees to combat drug abuse; suspension of in-
vestigation or prosecution with elements of treatment; 
a stay of execution of the sentence with the elements 
of treatment; creation of a separate judicial body to hear 
cases related only to drugs; drug treatment; conditions 
for convicts with the elements of treatment; restriction 
of liberty with the elements of treatment; alternating 
imprisonment and release with the elements of treat-
ment; conditional release with the elements of treatment 
[21, pp.131 – 132]. The above alternatives are relevant 
in determining the treatment of drug addicts in cor-
rectional facilities, but in our opinion it is unlikely that 
penitentiary services, courts and health care facilities 
will take responsibility for the use of such alternatives. 
But in the future the relations regarding the provision 
of appropriate medical care to persons who use drugs, 
psychotropic substances and their precursors, and, where 
necessary, the replacement of detention and deprivation 
of liberty with the possibility of receiving medical care 
and treatment in special medical institutions, should be 
established between ministries of health, their units and 
penitentiaries of all countries. Unfortunately, nowadays, 
people in penitentiary institutions do not exercise their 
right to health care at the appropriate level, because there 
is an insufficient level of medical care in most countries 
of the world, especially in relation to drug addicts, al-
though proper health care plays an important role in 
alleviating suffering  of such persons.

Thus, international organizations, non-governmental 
organizations and movements, which try to overcome the 
problem of drug abuse, are actively working on providing 
relevant assistance to combat drug addiction. However, 
the key role in resolving this issue belongs to the State, 
which can officially determine the direction of drug policy. 
The State should not violate, but protect human rights, 
including the rights of drug addicts. The commentary to 
the 1961 UN Convention on Narcotic Drugs notes that it is 
up to each State to determine the extent, to which it wishes 
to impose penalties for non-medical drug use or to give 
preference to drug prevention only through administrative 
and legal measures against cultivation, production and dis-
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tribution of drugs [27]. The analysis of foreign legislation 
and measures to combat drug trafficking in the European 
Union and the United States shows a gradual transition of 
these countries from the policy of “war on drugs” while 
disseminating the following concepts of harm reduction 
from non-medical drug use: introduction of substitution 
maintenance therapy; decriminalization of certain types 
of acts for minor misdemeanors; replacement of impris-
onment for drug addicts by more lenient punishments, 
etc. [28, p. 7].

The main tasks of the drug policy of modern States 
should be health care, which includes expanding access 
to medicine, development of harm reduction programs 
and programs of prevention, treatment, care and support; 
providing support in the area of alternative development, 
as well as poverty reduction, education opportunities, 
employment issues, social security, etc.; human security, 
as the efforts of law enforcement agencies should be aimed 
primarily at identifying those who cause the most serious 
problems related to drugs, and not only those who are 
small-time dealers [28, p. 8].

The United Nations Office on Drugs and Crime (UN-
ODC) is proposing to build on its current strategic 
multi-sectoral approach in South Eastern Europe in the 
four-year period 2020 – 2023. This document outlines the 
principles, on which the Regional Programme for South 
Eastern Europe rests and the planned activities during the 
2020 – 2023 programming cycle. The current document 
also analyzes the linkages between the UNODC work and 
the Sustainable Development Goals and the 2030 Agenda 
for Sustainable Development, to which all United Nations 
bodies and agencies aim to contribute, as well as sets these 
important parameters against the background of the cur-
rent situation in the region in areas relevant to UNODC's 
mandate ad-dressing the interconnected challenges to se-
curity, rule of law and health). South Eastern Europe lies on 
the most direct route between some of the world's leading 
producer and consumer regions of opiates, and likewise 
serves as a transit corridor for migrants and refugees from 
Asia and the Middle East to Western Europe; it saw one of 
the world's largest population movements in 2015 – 2016, 
as well as an influx of foreign terrorist fighters. These fea-
tures highlight the challenges faced by the governments 
of the region in controlling their borders and fighting the 
smuggling of migrants as well as that of drugs, weapons, 
and other illicit goods [29, p.8].

Among the important steps envisaged by this plan are: 
enable relevant national counterparts and line Ministries 
to develop and implement evidence-based interventions 
and policies in family settings as well as in school and 
community settings (including workplace; support eval-
uation of the effectiveness of interventions and policies, 
including related data collection, research and reporting, 
by relevant counterparts and mainstream it in strategic 
documents. Besides, to promote, develop and utilize ev-
idence-based treatment modalities and interventions to 
en-hance national capacities and assure greater quality of 
services; support national professionals and policy-makers 

in developing strategic documents and technical tools and 
in conducting relevant assessments of treatment of drug 
use disorders, including monitoring and evaluation, to 
adequately track trends and identify corrective measures; 
support evaluation of the effectiveness of intervention 
sand policies, including related data collection, research 
and reporting, by relevant counterparts and mainstream 
in strategic documents [29, p. 82].

According to the new agenda for sustainable devel-
opment for the period of 2016 – 2030 – Sustainable 
Development Goals, humanity has committed itself to 
ending epidemics of AIDS, tuberculosis, malaria and 
tropical diseases that are not given due attention, and to 
ensure the fight against hepatitis, water-borne diseases and 
other infectious diseases (par. 3.3), as well as to improve 
the prevention and treatment of substance abuse, including 
drug and alcohol abuse (par. 3.5). Such commitments must 
be a priority in the policies of modern nations to end the 
world's drug pandemic, and thus to improve health, safety 
and quality of life of the population.

CONCLUSIONS
Based on the above-stated, we can conclude that guarantee-
ing and ensuring human rights without any discrimination 
should be a priority in the politics of modern States. The 
drug policy of States to support drug addicts is the basis 
for finding the solution to the problem of drug abuse. The 
implementation of prevention and rehabilitation programs 
based on scientific evidence is also important. Besides, the 
current situation, in which persons who use drugs experi-
ence significant restrictions of their rights and freedoms, 
is unacceptable.

Drug addicts who are in places of detention have a 
guaranteed right to an adequate level of medical care and 
treatment without any discrimination; quality medical 
assistance regardless of the detention regime; receiving 
medicine, rehabilitation, prevention; due attention and 
professional doctors' attitude in accordance with inter-
national legal standards. All health professionals must be 
independent in providing care and making professional 
decisions in relation to prisoners. After all, all persons in 
need of care, regardless of their location, mental and health 
state of, are first and foremost patients who have the right 
to proper medical assistance.
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INTRODUCTION
According to the World Health Organization, alcohol con-
sumption and its level is one of the most important public 
health problems worldwide. The latest data indicates that 
alcohol abuse is the reason for 1 in 20 deaths [1], and is one 
of the most common mental disorders, with a prevalence 
of 8 to 14 percent [2], not to mention other negative effects 
on human health and behavior, as well as the productivity 
and effectiveness of various spheres of activity.

Alcoholism has no social, gender or financial barriers, 
covering different segments of population. Nevertheless, 
large-scale studies show that the level of alcohol consump-
tion directly depends on the profession and industry of 
employment [3]. Activities related to the administration 
of justice are one of the indicative ones in this sense. There 
is some evidence that people involved in this work envi-
ronment experience alcohol problems that are dangerous, 
harmful, or otherwise correlate with alcohol consumption 
disorders at a higher rate than other professional groups. 
As it turned out, 21% of attorneys have problems with al-
cohol, 28% of them suffer from depression of some degree, 
and 19% have signs of anxiety disorder [4]. Research from 
Australia has shown that 30.6% of court officials and 32% 
of attorneys are at risk for problem of alcohol drinking [5].

Alcohol abuse, whether in or outside the workplace, has a 
negative impact on work, leading to consequences such as 

health problems, long-term disability, decreased productivity 
and presentability, team conflicts and an unstable work envi-
ronment, accidents at workplace, reputational damage [6]. It 
has significant economic and social impact in justice sphere. 
The inability to fulfill professional duties causes a redistribu-
tion of colleagues' workload, which reduces the productivity 
of their work, and as a result - ineffective time and human 
resources usage. The public interest is the ability of a judge, an 
attorney, a prosecutor to adequately assess the circumstances 
of the case entrusted to one and to make objective decisions, 
as well as the adequate behavior of these persons in a trial and 
outside it. The public opinion on the latter directly affects the 
credibility of justice among the population [7].

Alcohol is the cause in many cases of disciplinary pro-
ceedings initiated for violation of legal and ethical norms 
by representatives of justice system, damage to the client 
and harm to profession's credibility.

Due to the potentially serious medical, social, and eco-
nomic consequences of alcoholism in the sphere of justice, 
its assessment needs to be detailed.

THE AIM
Our study is aimed at providing readers with an overview 
of the reasons that are highly likely to contribute to the 
development of alcoholism of justice's representatives, 
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as well as to demonstrate the consequences of its impact 
on the profession. We will also offer a system of methods 
aimed at preventing and combating alcoholism in this 
professional environment.

MATERIALS AND METHODS
We use statistics of the World Health Organization, the Legal 
Profession Assistance Conference, as well as information and 
decisions by professional bodies in the justice sphere in the 
United States and Ukraine (ABA, the Highest Council of 
Justice). We also use data from medical and other researches, 
analytical materials and scientific publications by the USA, 
Canada and Australia with open access, reflecting the results 
of studying the problems of litigation stress and, as a result, 
alcoholization of judges, attorneys, and prosecutors. The 
article is based on the dialectical method, which made it 
possible to study the essence of litigation stress and alcohol 
dependence, the risks of which it develops. Statistical, struc-
tural-logical and analytical methods were used to study the 
causal connections between the work conditions of justice 
officials, litigation stress and alcohol.

REVIEW AND DISCUSSION
Causes and risks of alcoholism development in justice. 
There are several theories regarding the reasons for the de-
velopment of representatives' of justice alcohol addiction. 

According to one version, alcohol is part of the corporate 
culture of lawyers. Maintaining formal and informal corporate 
ties is accompanied by events where alcohol is always present, 
giving an atmosphere of complacency and relaxation.

Alternatively, it is also assumed that alcohol problems 
accompany lawyers from their student days. After entering 
law school (having high level of life satisfaction and stable 
mental health at that time), law students experience sig-
nificant increases in anxiety and depression during their 
first year of student's life. According to ABA, law students 
are ones of the most demoralized and depressed among 
all students, a quarter of them fall into the category of 
risk of developing alcoholism [8]. There are many reasons 
for it: heavy load, high competition level, lack of social 
connection feeling, the initially pessimistic and adversarial 
nature of law, the Socratic methods of teaching it, external 
motivation to study it, in which the emphasis is on future 
dividends associated with the profession, and which de-
pend on academic performance and rating [9;10]. Trying 
to cope with stressful situations on their own, law students 
resort to alcohol, transferring this practice to their future 
professional activities.

Nevertheless, most studies associate high rates of alcohol 
addiction among representatives of justice with the stress 
they experience due to the specifics of the professional 
environment (litigation stress).

Features of the profession and professional stress. The 
medical literature considers litigation stress as a process 
and result of exposure by a set of stressors, the nature of 
which is diverse. They can be of objective and subjective 

origin, depending on physical or psychosocial factors. Their 
influence can negatively affect human health and lead to 
serious psychological and behavioral problems. Although 
in many respects the appearance and level of stress depends 
on a person's internal attitudes and his/her reaction to 
stressors, in the justice system a huge role is played not only 
by work conditions, but by the specifics of the professional 
environment – the litigation itself. It acts as an objective 
condition, the readiness for the perception of which must 
be established at the stage of preparation for the profession.

The adversarial nature of the trial, in which a judge, an 
attorney and a prosecutor are involved by the nature of 
their activities, is based on a conflict, which emotionally 
responds with a feeling of irritation, anger, fear, and being 
worried. The conflict potential of judicial sphere is com-
plemented by the need to constantly search for atypical 
solutions in a limited time. It entails constant mental 
stress. In addition, each of the representatives of justice is 
responsible for the decision he/she makes, for the chosen 
defense tactics or line of prosecution, often at the risk of 
feeling dissatisfaction, resentment, grief or accusations 
against one from the disgruntled participants of the trial.

They must control their feelings of empath, hatred, irri-
tation, anger and be restrained in their reflection. Constant 
emotional control is fraught with stress. Scientists have 
proven that, for example, controlled empathy is the most 
dangerous and stressful type of it. It itself includes neuro-
logical activity. When a person engages in automatic em-
pathy, tension is easily released. Both brains' hemispheres 
work to achieve homeostasis. This process is interrupted 
while controlled empathy [11].

In addition, the litigation is aimed at solving the prob-
lems of people whose life stories can be traumatic. This is 
especially true for criminal, family, juvenile cases. Constant 
involvement in the traumatic events of someone else's life 
is fraught with vicarious trauma for the representatives 
of justice (the terms “compassion fatigue”, “burnout”, 
secondary trauma could also be used) [12]. Professionals 
who consistently work with traumatized people and trau-
matic situations, experience the same trauma symptoms, 
including worrying, avoidance, numbness, and constant 
excitement. They can also experience extreme vigilance, 
hopelessness, anger and cynicism, insomnia, fear, guilt, 
chronic exhaustion and physical ailments [13]. The major-
ity of judges and lawyers ascertained the presence of these 
feelings in various combinations [14;15].

Social factors. All representatives of justice are bound by 
the requirements of ethical codes, which establish behav-
ioral rules not only at work, but also outside it. The high 
social status of their profession entails increased public 
attention to their personality, demeanor and lifestyle. It 
causes social distance and puts a lot of pressure making 
them to maintain an ideal image.

In countries with a low level of trust to judiciary system, 
such as Ukraine, the lack of social support is a powerful 
stressor for representatives of justice. It also affects their 
social isolation and generates a decrease in self-esteem, 
negatively affects confidence and work efficiency [16].
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It is still the totality of the features of the trial and the 
professional roles of its key players (which require a high 
level of responsibility and emotional self-control, self-re-
straint and tension) is the factor which initially create 
favorable conditions for the onset and development of 
stress and depression. The natural desire to relax leads a 
person to find effective remedies. One of them is alcohol, 
which blocks inhibitory brain cells, making the consumer 
feel relaxed and relieving anxiety [17].

Why it is still alcohol (more than drugs or, for example, 
physical activity, which can also positively influence stress) 
is becoming the choice of the representatives of justice? 
There are several reasons for this.

Alcohol as a stress reliever and its availability. Among the 
possible means of relieving stress and feelings of anxiety, 
alcohol compares favorably with its varied “availability.”

Several studies have shown that alcohol in small doses 
can improve the performance of complex cognitive tasks 
aimed at solving problems in a stressful situation [18]. 
Although the interconnection between alcohol and stress 
is determined by many factors (genetic, individual, situa-
tional, gender, age ones), recent experiments have shown 
that alcohol has a similar effect to mild antidepressants. It 
was found that a single intake of alcohol affects in the way 
of the same biochemical mechanism as the “rapid antide-
pressants” from the group of NMDA glutamate receptor 
antagonists. Alcohol promotes long-term neuroadaptive 
changes that can alleviate the symptoms of depression, 
often mentioned in the self-medication hypothesis. Acute 
ethanol exposure produced long-term antidepressant and 
anxiolytic behavior [19].

During the period of the stressor's action, endogenous 
opioid peptides (endorphins) are produced in the brain, 
which help to minimize adverse psychoemotional effects. 
However, in the subsequent period, there is a deficiency 
of endorphins due to their excessive release during the 
action of the stressor, i.e. the syndrome of “recoil” de-
velops. Endorphin deficiency is accompanied by anxiety 
and depression symptoms. According to the endorphin 
compensation hypothesis, people consume alcohol after 
experiencing a traumatic experience in order to increase 
the level of endorphins in the brain and their mood in that 
way. As maintaining high levels of endorphins requires 
more and more alcohol, a vicious circle gradually forms, 
which could lead to the development of being alcohol ad-
dicted. The endorphin compensation hypothesis explains 
why, in most cases, alcohol is consumed sometime after a 
stressor's impact, and not during it itself [20].

Thus, alcohol creates the illusion of a quick stress relief, 
which is in line with the expectation of quick stress relief. 
Although in the medical literature there is enough infor-
mation on the existence of feedback, when alcohol abuse 
causes stress, depression, addiction, forming a vicious 
circle. However, alcohol is attractive because, unlike an-
tidepressants, it does not require a doctor's appointment, 
diagnosis or prescription. Alcohol, unlike drugs or med-
icines, is available for sale with certain age restrictions. 
A person does not need to go far or contact specialized 

institutions or certain people in order to buy it. Among the 
possible psychoactive substances, it is financially affordable, 
diverse and could also satisfy a person's taste preferences. 
The state, regulating the alcohol market does not ban its 
sale and consumption. The fact of drinking alcohol doesn't 
violate any legal norms.

The culture of drinking alcohol is woven into the sys-
tem of social relations. It is not condemned, unlike drug 
addiction. Alcohol abuse in society is characterized by a 
condescending attitude. Moreover, in some countries, such 
as Russia, the alcoholization of society is connected with 
historically strong traditions and lifestyle. The existence of a 
large number of customs that serve as a reason for drinking 
alcohol, which are not easy to eradicate, since traditions 
are an element of social reality, leads to population's loyalty 
to alcohol. That is, alcohol is psychologically and socially 
available. This factor is reinforced by the corporate culture 
of alcohol consumption among lawyers, which we have 
already mentioned.

Another argument in favor of alcohol, which in most cas-
es is preferred by representatives of justice, is the difficulty 
of diagnosing alcoholism. Even in a medical conditions, 
the screening rate for alcohol consumption remains below 
50 percent [2]. Among the representatives of justice, it is 
aggravated by the fact that it is not customary to talk about 
the problem of alcohol addiction. It is primarily connected 
with reputational risks for professional activity. Represen-
tatives of aid programs to lawyers note that the reluctance 
to admit their alcohol addiction is associated not only 
with perfectionism, but also with the fear of damaging 
their reputation, losing the trust of colleagues and clients, 
and losing their license and work [21]. And these fears are 
absolutely justified.

Impact on work and possible consequences. Alcoholism, 
as well as other addictions to psychoactive substances, cause 
doubt on their compatibility with the professional status 
of the representatives of justice. And it's not only about its 
clinical reflections (disorders of thinking, hypochondria, 
persecution mania, low self-esteem, anxiety, depression, 
impulsiveness, alcoholic degradation of personality) [22], 
which negatively affect the productivity and efficiency of 
any activity. Any addiction distorts the normal flexibility 
of a person's behavior towards dehumanized compulsive 
behavior and decontrolling [23]. Addiction weakens the 
neural mechanisms responsible for making reasonable 
decisions, and a person moves from independent behavior 
to automatic sensory-controlled behavior [24]. A person 
loses the ability to perceive reality adequately, self-regula-
tion of his behavior, there is a tendency to an asocial way 
of life. Ethical norms are losing their regulatory effect. And 
it is unacceptable for the professional environment in the 
administration of justice.

Alcohol addiction, affecting the emotional, mental, and 
physical state of the representatives of justice, could rise a 
question on their competence. It is directly mentioned in 
corporate ethics acts that regulate professional activity of 
lawyers. The commentary on the Bangalore Principles of 
Judicial Conduct states that “the competence of a judge can 



ALCOHOLISM AS A PROFESSIONAL DISEASE OF THE REPRESENTATIVES OF JUSTICE

2937

narrow, or cause doubts by the effects of drugs or alcohol 
use ...” [25].

Practice shows that attorneys suffering from addiction 
are most often prosecuted for wasting and embezzlement of 
client funds. According to ABA, in 2013, 936 attorneys were 
convicted of substantiated claims [26]. The link between 
alcoholism and professional negligence and misconduct 
is confirmed by a report prepared by the Legal Profession 
Assistance Conference [27]. Studies in Canada and in the 
United States estimate that approximately 60% of discipline 
prosecutions involve alcoholism. Similarly, something 
over 60% of all malpractice claims involve alcohol abuse. 
More significantly, a recent study has suggested that 90% 
of serious disciplinary matters involve alcohol abuse. It is 
confirmed by the results of previous studies, according to 
which “50 to 70 percent of disciplinary cases are related 
to alcoholism.” Its authors concluded that the true rates 
are significantly higher, given the mystery that shrouds 
such abuse [28].

Moreover, in US disciplinary practice alcoholism is a 
factor that determines one of three approaches to bring 
judges to liability: the punitive approach, the rehabilitative 
approach, or the mitigating factor approach [29].

It should be admitted that there are no such studies in 
Ukraine. However, disciplinary practice in this direction is 
extensive, although not generalized. An illustrative example 
of the connection between alcohol abuse and violation 
of ethical professional standards and responsibility is the 
case of a judge of the Supreme Court. This case is very 
interesting for its circumstances.

In March 2019, a judge, who at that time had not yet 
entered office, was detained and brought to administrative 
responsibility for driving while intoxicated. While hearing 
the administrative case in court, he only denied the fact 
of driving a car. These words were refuted by various evi-
dence, including the testimony of several witnesses. Thus, 
he lied, which was established by the courts of various 
instances, in order to avoid responsibility. He had already 
fully acquired the status of a judge at the time of the trial.  
It was still the lie, that the Supreme Court judge resorted 
to, that triggered the disciplinary proceedings. As a result, 
the judge's dismissal was initiated. At the same time, the 
disciplinary body emphasized that the status of a judge 
imposes on a person an additional burden of responsibility 
for behavior, including behavior in the past. “Maintain-
ing high standards of behavior requires a judge to avoid 
creating the impression of inappropriate behavior both in 
office and in private life. A judge must be aware that he/she 
represents the judicial power of the state and must not allow 
behavior on his/her part that could harm the authority of 
justice.” Without assessing the judge's behavior before his 
appointment as a Supreme Court judge, the disciplinary 
body concluded that “the provision by a judge of the 
Supreme Court of false information in court that did not 
correspond to the factual circumstances of the case in order 
to avoid responsibility for his actions indicates a violation 
of high standards of ethical behavior of a judge and cannot 
be justified by a person's right to defense. ... being a judge 

of the Supreme Court, which is the highest court of the 
court system, he couldn't not to realize that his behavior 
significantly undermines the authority of justice and public 
confidence in court, as it affects the main elements of the 
judge's ability to perform the work entrusted to him as a 
judge on administration of justice... “[30].

This example shows that the primary reason for the 
de-ethicalization of the judge's behavior was his alcohol 
abuse. We can draw two conclusions from it. Firstly, the 
ethics of justice officials can be retroactive. Secondly, al-
cohol can have a prospective effect on the discipline and 
responsibility of these persons.

It is still the social side that makes the alcoholization of 
justice representatives to be dangerous at the state level, in 
contrast to other professions, where it is only about human 
health. Therefore, it is very important to develop and to 
implement a set of measures aimed at preventing and com-
bating alcoholism in the administration of justice sphere.

Methods of combating alcoholism in the justice sphere. 
Considering the specifics of the status and professional 
sphere of justice, which we mentioned, its representatives 
need support that can prevent alcoholization and min-
imize its negative consequences for both the individual 
and society. The methods should be of a comprehensive 
nature (psychological, organizational, rehabilitation, social 
security) and be implemented at different levels.

State approach. First, the state, which exercises its power 
through the means of justice, should be interested in en-
suring that the health of representatives of justice sphere 
couldn't be undermined by alcohol addiction. To do this, 
it should, in its own way - through legislative regulation, 
provide for measures that are able, first, to reduce the in-
fluence of stressors, as a result of which stress arises, which 
induces alcohol drinking. For example, there should be a 
regulated workload on judges, which can be ensured not 
only by mathematical calculations, but also by appropriate 
organizational measures: timely filling of vacancies, intro-
duction of clear procedural rules, and ensuring appropriate 
work conditions. For the purpose of timely diagnosis of 
the disease, it is advisable at the legislative level to provide 
for the obligation of representatives of justice to undergo 
a medical examination by a narcologist annually [7]. In 
matters of discipline and responsibility, priority should 
be given to the rehabilitation approach [29]. It is based on 
the possibility of providing a lawyer with a probationary 
period with the obligatory condition of treatment and a 
sober lifestyle. It is most beneficial both for the profes-
sional facing the problem of alcohol, and for the society, 
which will continue to benefit from his/her experience and 
knowledge, and for the state, which will incur less reha-
bilitation costs than training a new lawyer. As a measure 
of social protection of justice officials who have suffered 
from alcohol addiction, it is permissible to provide for the 
possibility of dismissal from office due to illness, and not 
within the framework of disciplinary action.

An important component of state policy should be the 
initiatives aimed at increasing the credibility level of rep-
resentatives of justice in society, creating a high level of 
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trust in them, which will contribute to the social support 
of these persons.

Corporate approach. Professional sphere offers just as 
many opportunities. Corporate level is more flexible, since 
the system of possible means of alcohol prevention and 
rehabilitation depends directly on the bodies of profes-
sional community.

It is imperative that each of the corporate communities 
(judges, attorneys, prosecutors) develop, implement and 
popularize assistance programs aimed at combating litiga-
tion stress and alcohol addiction. They should provide for 
psychological support, access to counseling and assistance. 
Such programs should be documented. They need to clearly 
outline the corporate policy on alcohol and other substance 
abuse, a statement of support for the mental and physical 
health of members of the professional community, resourc-
es and methods of such support. For example, a “hot line” 
can help to talk about the problem faced by a representative 
of justice, to get a consultation by a psychologist or an 
addiction specialist by phone. Particular attention should 
be paid to privacy issues. Its full provision is necessary in 
order to induce alcohol-addicted justice officials to ask for 
help. Part of such assistance programs should be coopera-
tion with medical centers aiding in alcoholism treatment.

Special attention should be paid to educational activities 
among lawyers. Explanatory work should be carried out 
from the student's bench and strengthened during special 
training. To this end, the centers responsible for training 
judges, lawyers, prosecutors should include in their pro-
fessional training programs such training, which is aimed 
at developing stress resistance, training in stress manage-
ment skills and avoiding vicarious trauma. They should 
also ensure cooperation with specialists in this direction.

A local approach provides for a focus on the personal-
ity and workplace of justice representatives. It includes 
paying the attention by a lawyer to himself and by his/
her colleagues. Taking care of one's own health should be 
among the first human needs. Realizing a problem, finding 
resources to solve it, seeking help are a sign of strength, 
not weakness. In the workplace, it is possible to create 
conditions for shifting attention from alcohol to sports, 
which helps to overcome stress, having a positive effect 
on the emotional and physical condition of the individual. 
In court buildings, law firms and prosecutors' offices, it is 
advisable to provide areas for relaxation and active physical 
exercise. If possible, psychologist's offices should also op-
erate for free psychological support and assistance. Special 
attention should be paid to the organization of working 
hours and the daily routine in which there should be a 
place for having a rest.

Of course, the mentioned measures are not exhaustive. 
After all, the mechanisms of combating alcoholism, includ-
ing in the justice system, are very diverse. We can continue 
to talk about, for example, additional vacations, the insti-
tution of supervision or relaxation practices. But even the 
measures we have mentioned in this article are enough to 
assess the current situation in the field of counteracting 
alcoholism in such an important sphere for society. For 

example, in Ukraine, there is no comprehensive research of 
this problem, no legislative or corporate initiatives aimed 
at supporting and helping justice officers in counteracting 
the challenges of the profession.

CONCLUSIONS
Justice officials are one of the professional communities 
most vulnerable to stress, depression and alcohol addiction. 
Among the reasons contributing to alcoholism there are 
the corporate culture of lawyers, traditions formed during 
their education, litigation stress. It is still precisely in the 
desire to quickly relieve stress that representatives of jus-
tice resort to alcohol, which could have an antidepressant 
effect. Therefore, alcohol addiction appears as a result of 
self-treatment, which they resort to, considering the variety 
of alcohol availability: financial, socio-psychological, cor-
porate, territorial, legislative. The causes of litigation stress 
are manifold and of subjective and objective nature. The 
latter includes the professional environment. The stressful 
nature of a conflict-based litigation creates conditions for 
the development of stress, vicarious trauma among the 
representatives of justice, which increases the risks of their 
alcohol addiction. Statistics and literature sources show a 
causal relationship of professional environment of justice 
→ stress → alcohol. This makes it possible to further study 
alcoholism as an occupational disease of justice officers.

Alcohol dependence of representatives of justice is not 
only the result of the negative work conditions in the jus-
tice environment impact, but also has an effect, including 
a prospective one, on the discipline and responsibility of 
its representatives. Alcoholization of the justice sphere is 
dangerous not only for the health of its representatives. 
It is also fraught with de-ethicalization of the lawyer's 
behavior, causing doubts on one's competence, as well 
as undermining the credibility of justice in society and 
devaluation of moral principles. Overcoming the problem 
of alcoholization of representatives of justice requires an 
integrated approach and the adoption of measures of a 
psychological, organizational, rehabilitation, social security 
nature at different levels: state, corporate and local.
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INTRODUCTION
Although most countries in the world are continually try-
ing to increase the number of transplant operations, only 
a few are able to achieve the desired results. The growing 
list of patients waiting for the necessary transplant and 
the constant lack of donor organs prompt politicians, 
scientists, and practitioners to seek new approaches to 
address this issue.

THE AIM
To analyze the views of scientists and practitioners on the 
legal regulation of organ and tissue transplantation, as 
well as analyze the factors that affect the activity of clinical 
transplantation.

MATERIALS AND METHODS
The materials for this study were scientific publications and 
statistics. Methods of analysis, synthesis, observation and 
generalization were used in the process of this research.

REVIEW AND DISCUSSION
The active development of science has stimulated the emer-
gence of new activities that pose a challenging task for society. 
One of such new directions of medical activity is transplan-

tology. “With its development (V.P. Salnikov, S.G. Stetsenko. 
Transplantation of human organs and tissues: problems of 
legal regulation. 2000) clinical transplantology raised a few 
moral, ethical and legal issues. The resolution of the first two 
is connected with the purposeful activity of representatives 
of various spheres of social life. Lawyers' task is to develop 
effective, based on the real needs of practical transplantology, 
mechanisms for the legal regulation of organ and tissue trans-
plantation. World experience shows that in countries where 
the legal regulation of transplantation is of great importance, 
the success of transplants is more obvious “[1].

The existence of transplantation at the current stage, when 
therapeutic cloning and artificial cultivation of necessary 
organs and tissues are still underdeveloped, is possible only 
based on the necessary donor material obtained from living 
or dead persons. Today, this is the core of all transplantology, 
and the development of transplantology in a country largely 
depends on proper legal regulation of the procedure for ob-
taining donor material.

Transplantation using living donors, usually, is quite clearly 
regulated in the legislation of the countries and has no funda-
mental issues. A surgical intervention aimed at removing the 
graft for subsequent transplantation is, of course, possible if the 
following conditions are met: genetic affinity with the recipient 
or the existence of close social ties; voluntary informed, com-
petent consent of the donor; the age of the donor; the absence 
of disease transmitted by transplantation of donor material.
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From a legal perspective, the issue that needs to be most 
carefully regulated in transplantation using living donors is 
the issue of obtaining their informed consent to remove the 
necessary transplants. Of course, the principle of priority of the 
interests of a living donor applies here. The donor's consent is 
based, first, on the receipt of complete, objective and compre-
hensive information about future intervention and its possible 
complications, the degree of risk. Moreover, the information 
should be provided in an accessible and understandable man-
ner, considering the fact that a potential donor may not have 
sufficient knowledge in the field of medicine.

Another necessary component of a living donor's consent 
is its voluntariness, i.e. decision-making in the absence of psy-
chological, physical influence, and any other external factors 
that would indicate the involuntary nature of such consent. 
The word “voluntary” (H.Ya. Lopatenkov. Patient's rights. 2005) 
emphasizes that this decision cannot be the result of external 
coercion or the result of the active persuasion of anyone (even 
a doctor) in need for a specific course of action. It should not 
be the result of the active influence of another person's will but 
should only result from personal choice based on complete 
information on the issue [2].

According to the Global Observatory on Donation and Trans-
plantation (GODT), which works with the WHO, most trans-
plants are made from organs and tissues obtained from the dead 
persons. For example, in 2018, of the 95,479 kidney transplants 
performed worldwide, only 36.2% were from living donors; of 
34074 liver transplants - 19.2% were from living donors [3]. 
Besides, most organs can only be obtained from a deceased 
person. Therefore, the most pressing issue is the legal regulation 
of transplantation using donor material from a deceased person.

Among the critical aspects of post-mortem donation is 
obtaining a person's lifetime consent to a graft removal after 
death. The most serious (Grishchenko V. Ethical issues of cell 
and tissue transplantation. 2002) of its aspect is associated with 
the receipt of organs and tissues for transplantation, which 
requires compliance with all principles of medical ethics and 
legal regulation [4]. It is essential to determine the role of the 
deceased's will regarding the possibility of removing organs and 
tissues that he/she expressed during life. And here the coun-
tries do not have a common opinion. There are three modern 
systems of posthumous organ donation:

1. Presumption of consent.
That means that organ donation is automatically con-

sidered possible for patients diagnosed with brain death 
unless they have specifically registered their lifelong refusal 
to sacrifice themselves for transplantation. However, in 
some countries, despite legal permission, doctors still ask 
permission from relatives.

2. Informed consent.
It is a voluntary system of organ donation, according to which 

relatives give permission at the time of a potential donor's death, 
usually knowing that the potential donor has expressed a desire 
to become a donor.

3. Required request.
In the United States, physicians responsible for potential 

donors should ensure that someone communicate with their 
family about organ donation.

In the scientific literature, the presumed consent, i.e. the pre-
sumption of consent to the removal of organs or tissues from 
a corpse for transplantation, is defined (S.H. Stetsenko, O.H. 
Pelagesha Medical Law of Ukraine (legal principles of trans-
plantation of human organs and tissues). 2014) as a legal order, 
according to which representatives of a medical institution are 
allowed to remove organs or tissues from a deceased person 
for further transplantation if during their lifetime the person 
or his relatives after death did not declare in a certain way their 
consent to the removal of organs or tissues. In other words, if 
during the life of the person or after his death, relatives have not 
stated that they are disagree - then their consent is presumed 
(presumption of the consent) to remove the grafts for further 
transplantation [6].

While informed consent, i.e. the presumption of disagree-
ment with the removal of organs or tissues from a corpse for 
transplantation, is a legal order (S.H. Stetsenko, O.H. Pelagesha 
Medical law of Ukraine (legal principles of transplantation 
of human organs and tissues). 2014), according to which 
representatives of a medical institution are prohibited from 
removing organs or tissues from a deceased person for further 
transplantation if there is no evidence of written consent to 
become a donor of anatomical materials for transplantation 
or no evidence of such consent from relatives of the deceased. 
In other words, in order to be able to remove organs or tissues, 
medical staff must have the written consent of the deceased, 
which she gave during life, or the consent of the relatives of 
the deceased [6].

There is also no consensus among scientists and experts 
dealing with transplantation regarding the need to introduce a 
particular system of posthumous donation. In the legal literature 
(I.A. Ivannikov. Medical law. 2008), there is no consensus on the 
legal validity of the presumption of consent. Its supporters refer 
to the priority of a living person's interests over the deceased, 
and opponents of the presumption point to its inconsistency 
with the advantages of choice, expression of will [7].

For example, D.Yu. Karkavina (D.Yu. Karkavina. The pa-
tient's table book, or How to protect your rights when seeking 
medical care. 2007) considers the presumption of consent as 
a means that is fully justified in order to save human life, the 
treatment of which is already found in medicine (unlike man - a 
potential source of donor organs, which cannot be cured at the 
current level of medical development) [8]. According to A.A. 
Zhalinskaiia (A.A. Zhalinskaiia Discussions on the legislation 
on transplantation in Germany. 1998.), one who wants to pro-
tect their right to inviolability after a death must act by active 
expression of will [9].

Opponents of the presumption of consent believe that this 
is a violation of a number of human rights, the lack of due 
respect for the individual's rights after death. N.V. Putilo (N.V. 
Putilo. Commentary on the Fundamentals of the legislation of 
the Russian Federation on public health. 2003.) indicates that 
the presumption of disagreement would more logically and 
consistently protect the interests of relatives of the deceased, 
the inviolability of the body of the deceased [10]. H.N. Kras-
novskii (Krasnovskii H.N. Bioethical and criminal problems 
in the Law of the Russian Federation “On transplantation of 
organs and (or) human tissues.” 1993) indicates that, above 
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all, human rights are ignored, in particular, the donor's one, 
who certainly during his/her life must adequately address the 
issue of the possibility of using his/her organs or tissues for 
transplantation after death, i.e. the legislator does not recog-
nize the priority of donor rights [11].

Specialists in medicine are more categorical about the legal-
ity of removing organs and tissues from the dead. Thus, the 
famous cardiac surgeon Yu. L. Shevchenko notes: “Have you 

ever thought about how many human organs, including hearts, 
are thrown into the morgue every day? After all, healthy organs 
could save someone”[12]. Ukrainian specialist V. Saenko claims 
that “50-60 people die in an ambulance in a year alone. That 
means that at least 35-40 hearts and 100-120 kidneys can be 
transplanted. And we get just a few units “[13]. “If to be guided 
by the presumption of disagreement, there will be no transplan-
tology,” - says N.A. Tomilina, nephrologist [14].

Fig. 1. Distribution of countries of the Organisation for Economic Co-operation and Development by presence / absence of presumed consent
Source: Adam Arshad, Benjamin Anderson and Adnan Sharif. Comparison of organ donation and transplantation rates between opt-out and opt-in 
systems. Clinical Investigation. 2019; vol. 95, issue 6: 1453. doi:https://doi.org/10.1016/j.kint.2019.01.036
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Fig. ІІ. Statistical International 
Registry in Organ Donation and 
Transplantation (IRODaT) 2019.
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The supporters of the presumption of consent's main argu-
ment is that otherwise, the development of clinical transplan-
tation is significantly inhibited. But this seems to be a very 
ambiguous question.

Thus, researchers Adam Arshad, Benjamin Anderson and 
Adnan Sharif in 2019 analyzed 35 countries registered in the 
Organization for Economic Cooperation and Development. 
Among these countries, 17 have a statutory presumption of 
opt-out and 18 have a presumption of opt-in. Indicators of organ 
donation and transplantation were obtained for 2016 from the 
Global Observatory for Donation and Transplantation. The 
distribution of the countries analyzed by the authors is given 
in Figure 1. Spain is listed separately, as in the presence of a 
legally defined presumption of consent, relatives are still asked 
for consent to remove organs and tissues from the deceased.

The study (Adam Arshad, Benjamin Anderson and Adnan 
Sharif. Comparison of organ donation and transplantation 
rates between opt-out and opt-in systems. 2019.) found that 
there is no significant benefit for countries that currently have 
a presumption of disagreement and which are considering the 
possibility of moving to the presumption of consent. Although 
historically in some of the countries analyzed, there has been a 
significant increase since the introduction of the presumption 
of consent, such as Belgium. Other countries showed worse 
results, i.e., there was no difference, or there was an actual drop 
in organ donation level, including Singapore, Brazil, Chile, 
Sweden, and later Wales [15].

These findings are indirectly supported by data provided by 
the International Registry in Organ Donation and Transplan-
tation (IRODaT). See Tab. II. As you can see, the number of 
operations in 2019 (for some countries in 2018) for transplanta-
tion using organs and tissues of the deceased per million was in 
the US, Portugal, where there is a presumption of disagreement, 
36.88 and 33.8, respectively. While in Sweden, Norway, where 
the presumption of consent applies, this rate is 19.19 and 21.48, 
respectively [16].

Spain, the country with the highest rate of post-mortem do-
nation - 49.61 in 2019, which is much more than in any other 
country, recognizes the presumption of consent, but relatives are 
still asked every time there is a question of removing anatomical 
material from a deceased person. Although the presumption of 
consent was actually introduced in Spain in 1979, only with the 
introduction of the National Transplant Organization (ONT) 
– ten years after that – the donor donations level began to 
improve. Within a few years of ONT's work, Spain became the 
country with the highest number of organ donors per million. 
Spain has invested in training more than 16,000 health workers 
in organ donation and transplantation since the founding of 
ONT. And since 1992, Spain's position as a world leader has 
remained continuous [17].

The second illustrative example is Germany. Despite the fact 
that in this country (Mark Hallam, Astrid Prange. German par-
liament: Explicit consent is still necessary from organ donors. 
2020), the level of organ donation is 11.5 donors per million 
people, which is almost three times lower than in the United 
States, and more than four times worse than that of the world 
leader Spain, the German Parliament on January 16, 2020, 
rejected the proposal of the Ministry of Health for a new sys-

tem of organ donation. Due to the low number of donors, the 
Minister of Health wanted to have a system of presumption of 
consent, relying on people who refuse to make donations. Thus, 
the rules of organ donation in Germany will remain mostly 
unchanged. The country will adhere to a system of informed 
consent, according to which only people who voluntarily regis-
ter as organ donors have the right to participate in posthumous 
donation. However, in an attempt to reduce German waiting 
lists for transplants, when renewing national cards, people will 
be asked if they want to donate organs [18].

The low level of transplants with the use of deceased donors 
in Germany is justified, among other things, by the lack, in 
contrast to Spain, a well-organized system in this area. In 
Germany (Fabian Becker, Keith J. Roberts, [...], and Harald H. 
Schrem. Optimizing Organ Donation: Expert Opinion from 
Austria, Germany, Spain and the UK 2020) “donor evaluation 
is almost exclusively organized and coordinated by intensive 
care therapy physicians, while DSO transplant coordinators 
are rarely consulted. In recent years, the assessment of potential 
organ donors has been seen as an increasing workload of in-
tensive care physicians from all four countries and all German 
experts ... All experts from Germany reported in this study an 
overload of resuscitation doctors, a lack of qualified staff, and 
a lack of experienced consultants who take responsibility and 
help doctors identify and evaluate potential organ donors. This 
may, at least in part, explain the decline in organ donation due 
to shortcomings in the recognition and accounting of potential 
organ donors.” [19].

Eric Johnson and Dan Goldstein conducted an interesting 
online experiment in 2003, asking people if they wanted to be 
donors. Some people were told that they were not organ donor 
by default and were given the opportunity to confirm or change 
their default status. Others were told that they should be donors 
to the body by default and were again given the opportunity to 
confirm or change this status. When participants had to choose 
to become an organ donor (i.e. agree to a potential donation), 
only 42% did so. However, when they had to abandon, 82% 
agreed to be donors.

How many of you have changed your default mobile phone 
settings? This force can be used to change behavior. Setting 
default options can significantly impact results, from increasing 
donor organs to increasing personal savings to better invest-
ment. Never underestimate the force of inertia [20].

Thus, we fully agree with the researchers, who believe that 
“the most critical issue that is not expected to be resolved is 
the apathetic attitude and behavior of the public regarding 
organ donation. The gap between the desire for organ trans-
plantation (if ever needed) and the simultaneous reluctance 
to donate organs (if possible) simply will not change with the 
transition to the presumption of consent… Changing attitudes 
is a crucial factor, and new strategies to change this need to 
be considered. For example, Israel has introduced a system 
of organ allocation priorities for registered donors, and initial 
results have shown a significant increase in both the level 
of consent and actual organ donation [19]. Although some 
scientists believe that therapeutic organ and tissue cloning 
based on genetic technology is the best way out and solving 
ethical transplantation problems [21].
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CONCLUSIONS
The views of scientists and practitioners on the legal regulation 
of organ and tissue transplantation are differing widely. Legal 
professionals generally adhere to the principle of the priority of 
human rights over expediency, while health professionals who 
are directly involved in clinical transplantation have a more 
categorical view, especially regarding posthumous donation, 
and concede the removal of the transplant from the body of 
the deceased without her lifetime consent.

The activity of clinical transplantation is influenced 
by many different factors. It is not possible to single out 
certain factors as the main ones. However, it seems that 
an important role is played by: detailed legal regulations; 
availability of a well-organized system of transplantology, 
specially trained teams; the existence of a presumption of 
consent to the removal of organs and tissues after death; 
the attitude of society to transplantology.
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INTRODUCTION
Tort law is based on the principle of personal liability: the 
damage must be reimbursed by the person who caused 
it. The obligation to compensate cannot be imposed on 
a person until it has been proven that the actions of that 
person were the legal cause of the damage. During the trial 
the burden of proving that it was the defendant who caused 
the damage rests with the plaintiff [1, p. 1602; 2, p. 324]. 
Therefore, if the plaintiff fails to discharge his burden of 
proof, court rules in favor of the defendant.

However, there are some cases where discharging the said 
burden of proof appears to be impossible due to the factors 
for which the plaintiff cannot be blamed. These cases are 
commonly referred to as cases of “uncertain causation” (See: 
[3–9]) or “toxic torts” (See: [10–12])1. Among them there are 
cases where a person sustains injuries as a result of ingesting 
dangerous defective drug manufactured according to one and 
the same formula by a number of pharmaceutical companies. 
Due to the passage of time evidence (pertaining the brand of 
the drug taken) may become unavailable or unreliable and 
therefore the person may be unable to identify the pharma-
ceutical company that produced the pills and thus caused 
the damage which is sought to be compensated. Under these 
circumstances the courts encounter the dilemma either to 
follow the established rules on causation and leave the in-
jured person uncompensated or to fashion a new approach 
that would satisfy the intuitive sense of justice and allow for 
compensation in the perplexed cases of uncertain causation.

THE AIM
The aim of the article is to analyze the decision of the Su-
preme Court of California in a prominent case relating to 
the injuries caused by a defective drug which manufacturer 
cannot be identified.

MATERIALS AND METHODS 
Materials of the study encompass US case law as well as case 
law of other countries concerning compensation of damage 
caused by defective drugs and other cases of uncertain 
causation. The survey is conducted within the framework 
of comparative law studies. In addition, elements of law 
and economics approach are also employed in the paper.

REVIEW AND DISCUSSION 
From 1941 to 1971, the drug diethylstilbestrol (DES) was 
sold on the American market. It is a synthetic substitute 
for the female hormone estrogen. Doctors prescribed it to 
pregnant women to prevent miscarriage [14]. However, 
it was later found that DES is a carcinogen and can cause 
malignant tumors (including adenocarcinoma) of the 
genitals in female children whose mothers took the drug 
during pregnancy [15, p. 964-965]. The cancer provoked in 
this way has a latent period no less than 10-12 years [14].

In total, during the said period, 1.5 to 3 million women 
were administred the drug [14]. So probably hundreds, or 
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1   Pesticides are also among the dangerous toxic substances that can cause actionable damage. On the international legislation see: [13].
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even thousands, of their daughters have developed malig-
nant tumours. One of the victims was Judith Sindell. As a 
result of her mother's taking DES while being pregnant, 
Ms. Sindel developed a malignant bladder tumor. On this 
basis she applied to court claiming damages.

Decision of the Supreme Court of California in the 
case of Sindell v. Abbott Laboratories, not to exaggerate, 
became a new milestone in the evolution of modern tort 
law [16–22]. 

Since the case concerned damage caused by a defective 
product, the plaintiff had to prove not only that the damage 
was caused by the defective drug, but also that the drug 
was manufactured by no other than the defendant. In this 
regard, Judith Sindell encountered an insurmountable 
obstacle: DES is a generic formula and more than two 
hundred pharmaceutical companies used it to produce 
the drug.

When prescribing the drug, physicians did not specify a 
particular brand, because drugs from different manufac-
turers were therapeutically equivalent and interchangeable. 
In addition, it has been more than twenty years since 
Ms. Sindell's mother took DES, so it was no longer possible 
to identify the exact brand of the pills her mother took.

Therefore, Ms. Sindell filed a lawsuit against eleven phar-
maceutical companies, which at the time of her mother's 
pregnancy produced a total of 90% of the DES on the 
market. Three concepts were invoked to substantiate the 
claim: alternative liability, concert of action and indus-
try-wide liability.

The concept of alternative liability is represented by the 
case of  Summers v. Tice [23] the facts of which are also 
known as two hunters dilemma2. In this case, two hunters 
acting negligently fired in the same direction. As it turned 
out, the shot hit the third hunter. But it was impossible to 
identify whose pellets hit the victim, since the hunters used 
the same rifles and the same pellets. The court held that 
in such circumstances both hunters should be jointly and 
severally liable for the damage caused. To be precise, the 
Court ruled that the burden of proof should be reversed - 
and it is not the plaintiff who has to identify the defendant 
whose pellet caused damage, but instead it is each of the 
defendants who has to prove that it was not his pellet that 
caused the damage. And since the defendants in Summers 
were not able to identify the origin of the pellet, the court 
found them jointly and severally liable for the damage [23].

In Sindell the applicability of the said concept was de-
nied3. The Court pointed out that in order to apply alter-
native liability, everyone who could be the culprit of the 
damage has to appear before the court. In other words, a 
guarantee is needed that the person who actually caused 
the damage is among the defendants brought to trial. 
This was the case in Summers, where both hunters were 
brought to court. Ms. Sindell, on the other hand, filed a 
lawsuit against only a small portion (eleven of the more 

than two hundred) of the pharmaceutical companies that 
manufactured DES. Thus, it is possible that the company, 
whose pills were actually taken by the plaintiffs' mother, 
was not present at all among the cohort brought to trial. 
In such circumstances, to impose joint and several liability 
(as the Summers case provides) on defendants in respect of 
whom there is no guarantee that any of them has actually 
caused harm seems to be an unfairly broad interpretation 
of alternative liability doctrine.

Secondly, the plaintiff asserted that the damage was 
caused by the defendants acting in concert4 (since, if the 
damage was caused by the joint actions of several persons, 
they are jointly and severally liable for it and thus there is no 
need to identify which of the defendants produced the exact 
pills Ms. Sindell's mother took and which was involved in 
some other way, e.g. by promoting or advertising DES). 
According to the plaintiff, the concert of actions consisted 
in all the defendants relying on each other's clinical trials 
(on drug safety) and benefiting from each other's marketing 
strategies to promote the drug on the market. 

This argument was based, in particular, on the special 
rules governing the production and marketing of the drugs 
in the United States. Thus, according to the legislation in 
force at the time, as long as a certain drug is not “generally 
recognized as safe”, every company that intends to pro-
duce it must apply to the Food and Drug Administration 
(FDA). Accordingly, production can be started only if the 
application is approved by the FDA. But as soon as the 
FDA assigns a drug the status of “generally recognized as 
safe”, it can be manufactured by anyone without the need 
for prior application. Until 1952, when DES was granted 
the status of “generally recognized as safe”, applications for 
its production were submitted 123 times [14].

In this context, the plaintiff 's argument probably should 
be interpreted as follows. All companies that applied to 
FDA to approve DES's safety and efficacy thereby contrib-
uted to the drug being given the status of “generally recog-
nized as safe”, which resulted in its further spreading on the 
market and increasing the number of its manufacturers.

All the DES-manufacturers did act in a similar way to 
some extent. But is this similarity enough to prove they 
acted in concert? The court answered this question in the 
negative. For a court to find concert of action, there must 
be an express agreement or tacit understanding between 
the actors, and everyone has to realize the wrongfulness 
of the other's actions. In the Court's view, the plaintiff had 
not proved it. 

That there is a certain pattern traced in all the defendants' 
course of actions – it is due to the fact that the market 
of drugs is thoroughly regulated and pharm companies 
just followed the established procedures. Manufacturers 
should not be accused of conspiracy on the sole ground 
that they all operate under the same regulatory standards. 
Otherwise, it would mean that within some industry, each 

2 Comments on the case see: [24; 25].
3 Comments on the applicability of alternative liability in Sindell see: [15, p. 985-995; 26, p. 788-791; 27, p. 156-158].
4 Comments on the argument see: [15, p. 978-985; 26, p. 792; 27, p. 150-151].
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manufacturer can be held liable for damage caused by a 
defective product of another manufacturer solely on the 
ground that it operates on the same market and thus takes 
part in the promotion of the similar product.

Finally, to substantiate her claim, the plaintiff resorted 
to so called industry-wide liability. In particular, she re-
ferred to the case of Hall v. E. I. Du Pont de Nemours & 
Co., Inc. [28]. In this case, there were 12 incidents where 
children were injured by explosions of blasting caps, and 
it was impossible to determine which company produced 
the particular cap. The Court ruled that all six companies 
that constituted the entire blasting cap industry should be 
held liable. The decision was grounded on the fact that the 
companies did pursue a coordinated safety and labeling 
policy. Moreover, significant part of the safety functions 
was delegated by all industry members to an association 
called the Institute of Makers of Explosives.

In Sindell the Court rejected this argument as well5, stat-
ing that the application of industry-wide liability requires 
that all industry participants exercise joint control over 
the risks. That is, the product safety standards must be set 
by the agreement of all manufacturers compounding the 
industry. And so it was with Hall, because the require-
ments for labeling and design were set by an association 
voluntarily formed by the manufacturers. Thus, each of the 
manufacturers was involved in fashioning product safety 
standards. In contrast, in the pharmaceutical industry, 
safety standards are set by a government body, namely 
the FDA. Therefore, the risks are controlled more by the 
FDA, rather than by each manufacturer individually or by 
all manufacturers together.

In addition, while industry-wide liability is appropriate 
for centralized industries with a small number of manu-
facturers, its application is hard to justify in a case of a de-
centralized industry with several hundred manufacturers, 
as was the case in Sindell.

Having concluded that neither of three doctrines pleaded 
by the defendant solve the problem, the Supreme Court of 
California developed a new doctrine named market share 
liability (hereinafter – MSL).

The Court held that, provided the plaintiff brings to court 
manufacturers whose aggregate market share in the product 
is considered substantial, each of those manufacturers should 
compensate for the damage caused by the product in propor-
tion to its own market share in that product. Thus, if damages 
amount to 1 million USD and the defendant's market share 
is 30%, that defendant has to pay the plaintiff 300,000 USD 
(unlike in Summers, where the hunters' liability was joint and 
several). That is so because the manufacture's market share 
indicates the probability of this manufacture's product being 
the actual cause of the damage [26, p. 798; 27, p. 158].

The mathematical elegance of MSL doctrine is that ulti-
mately the net burden of liability that falls on a particular 
pharm company is equal to the net amount of damage 
caused by that particular company. Therefore, application 

of MSL in long run results in the same allocative effects that 
would have been achieved provided the full knowledge (as 
to the identity of the manufacturer in each particular case) 
and application of the regular requirements for proof of 
causation: plaintiffs receive exactly the same compensation, 
and defendants bear exactly the same burden of liability.

According to Sindell, the plaintiff does not have to sue all 
the drug manufacturers – it is enough to sue manufacturers 
whose aggregate market share is substantial. There are two 
ways to treat Sindell decision with regard to the allocation 
of liability between the defendants [27, p. 162-163; 29, p. 
941; 30, p. 89, 105]. 

First, the companies brought to court reimburse the 
plaintiff only the portion of damages corresponding to 
their aggregate market share. Second, the companies 
brought to court reimburse the plaintiff 's damages in full, 
thus covering also the portion that must have been borne 
by the companies not sued by the plaintiff.

Judge Richardson, in his dissenting opinion, interprets 
the majority's conclusion in the letter way, noting that 
“those defendants who are brought to trial in this state 
will bear effective joint responsibility for 100 percent of 
plaintiffs' injuries despite the fact that their “substantial” 
aggregate market share may be considerably less” [14].

In addition, the decision of the majority inter alia states 
that the defendants against whom the lawsuit is filed have 
the right to involve other co-defendants (cross-complain). 
However, such a right is of value to the defendant only if 
he is able to reduce his own liability by involving another 
defendant. If the amount of liability depends only on the 
defendant's market share and does not depend on the 
number of defendants before the court – it does not make 
sense for the defendants brought to court to possess such 
a right [27, p. 162-163].

This interpretation effectively means that the risk of 
insolvency, liquidation or other events that render a com-
pany unreachable for a lawsuit – rests with the companies 
that hold up well at the time the plaintiff learns about the 
injury. Of course, for the plaintiffs this interpretation has 
an obvious advantage, as they avoid undercompensation. 
However, the overall allocative effect of such an interpre-
tation cannot be considered optimal, as the net burden of 
liability borne by each manufacturer exceeds the amount 
of damage it actually caused. From a legal point of view, 
this seems unfair, since manufactures appear to be treat-
ed unequally. From an economic point of view, this will 
negatively affect the manufactures' interest in carrying out 
the relevant activities and may result in underproduction. 
This second, economic argument is particularly important 
because much of the Sindell's criticism is based on the 
assertion that MSL places an excessive burden of respon-
sibility on pharmaceutical manufacturers, and this burden 
will discourage them from investing in the development, 
research, and production of new drugs (which, of course, 
would entail large-scale public losses).

5  Comments on this argument see: [26, p. 792-793; 27, p. 152-155].
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In particular, this point was made by Justice Richardson. 
In his dissenting opinion he stated:

“It seems to me that liability in the manner created by 
the majority must inevitably inhibit, if not the research 
or development, at least the dissemination of new phar-
maceutical drugs. <…> I also suggest that imposition of 
so sweeping a liability may well prove to be extremely 
shortsighted from the standpoint of broad social policy. 
<…> It is counterproductive to inflict civil damages 
upon all manufacturers for the side effects and medical 
complications which surface in the children of the users a 
generation after ingestion of the drugs, particularly when, 
at the time of their use, the drugs met every fair test and 
medical standard then available and applicable. Such a 
result requires of the pharmaceutical industry a foresight, 
prescience and anticipation far beyond the most exacting 
standards of the relevant scientific disciplines. In effect, the 
majority requires the pharmaceutical research laboratory 
to install a piece of new equipment – the psychic's crystal 
ball” [14].

In this context, Robert A. Kors believes that Sindell deci-
sion has another flaw, that potentially may lead to the net 
burden of manufacturer's liability being larger than the 
amount of damage actually caused by it [29, p. 938-939, 942]. 
While Sindell sets forth MSL, the victim, who can accurately 
identify the manufacturer (if prescriptions, receipts, checks, 
etc. miraculously survived), still has the right to claim dam-
ages in full from this particular manufacturer on the basis of 
general rules for proving causation. It means that any given 
manufacturer may be sued both on the ground of general 
rules and on the ground of MSL doctrine.

However, the equation between the net burden of liability 
and the net amount of damage caused by a manufacturer 
will not be distorted given that the ratio between individ-
ualized claims (to each of the manufacturers) replicates 
the ratio between market shares of the respective manu-
facturers. And since it seems plausible, the availability of 
individualized claims will not make a significant difference 
regarding the correspondence of net liability to net damage 
caused by each manufacturer.

However, the same cannot be said of the Sindell's inter-
pretation, according to which the companies brought to 
court have to distribute among themselves the share of 
damages that would have fell on the companies that did not 
appear in court. Such an interpretation will always result 
in a disproportion between the burden of liability and the 
amount of damage caused. 

Lastly, it should be mentioned that after Sindell there 
were a number of attempts to apply the MSL doctrine 
to substances other than DES. In particular, to asbestos, 
silicone implants, lead paints, donor blood, latex gloves, 
tobacco products, pesticides and methyl tert-butyl ether 
(MTBE) which polluted groundwater (see: [31-37]). And 
though not all the attempts have been successful, there is 
no denying that the Sindell case paved the way for a brand 
new perspective on the issue of uncertain causation and 
inspired scholars and judges around the world to further 
elaborate on the issue.

CONCLUSIONS 
Case of Sindell v. Abbott Laboratories has launched a new 
direction in discourse on causation in tort law and product 
liability. The California Supreme Court has ruled that the 
inability to identify a defendant should not be an insur-
mountable barrier that prevents a victim of a dangerous 
drug from obtaining compensation. The mathematical 
elegance of the Court's theory is that net burden of lia-
bility borne by a particular drug manufacturer is equal to 
the amount of damage actually caused by its drug. This 
means that, theoretically in long run the distributive ef-
fects of market share liability are the same as they would 
have been had the complete knowledge been available and 
each victim been able to identify the brand of the drug her 
mother ingested.
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INTRODUCTION
Study of the person committed criminal offence always 
was a metter of interest not only to researchers in the field 
of criminal law and criminology, but to psychologists 
and psychiatrists. This is due to the theories of criminal 
behavior explanation because the issue of causes of crime 
commitment is still not properly clarified.

Sanity is mandatory feature to be established for bringing 
person to criminal responsibility. This characteristic of 
person who committed criminal offence allows defining 
such person's mental condition, ability to perceive certain 
deed's unlawfulness and to control own actions during its 
commitment.

It is undeniable fact that person's criminal behavior is 
influenced by different factors (social-economic, political, 
historical, cultural etc.) that taken together cause stress sit-
uations, deterioration of emotional state and emergence of 
mental derangements. For example, economical instability 
in the world due to SARS COVID-2019 pandemic, tense 
political situation and other factors predetermined the 

increase of crimes committed quantity both in the world 
and in Europe. According to Numbeo data, as of July 2020 
Venezuela is the country with the highest crime rate (84,36) 
in the world, and Ukraine – in Europe (48,84) [1].

Criminal responsibility and the insanity defense are 
topical issues confronting the criminal justice system. To 
ensure due process, uphold judicial integrity and maintain 
the integrity of criminal proceedings, courts must deter-
mine when a defendant is responsible for alleged criminal 
acts, and when the insanity defense is applicable. For every 
criminal offence, two requirements must be established: 
the actus reus and the mens rea [2, p. 685]. While the actus 
reus denotes an overt or proscribed act, mens rea on the 
contrary is concerned with the criminal intent to perform 
the actus reus [3].

That's why defining of mental condition of the person 
committed criminal offence has crucial importance for 
criminal proceedings (namely in case of establishing  
mental derangement – for application of necessary com-
pulsory measures of medical care). Mental derangement 
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and criminal offence committed is a double-egged sword 
which ignited a lot of discussion between psychiatrists and 
lawyers. If sensible middle is found, it is possible to devel-
op special rules of behavior with people who committed 
criminal offences having mental derangements.

THE AIM
The aim of this article is to present a complex analysis of 
theoretical and practical aspects of mental derangement 
study as a mandatory element of limited sanity and for-
mulation of new approaches to such state's assessment.

MATERIALS AND METHODS
An analysis of criminal legislation and researches made by 
scientists from Brazil, Denmark, Great Britain, Portugal 
and the USA concerning mental derangements of persons 
who committed crimes and were considered as having lim-
ited sanity, publications in mass media, analytical materials, 
judicial practice (with the purpose to define certain types 
of crimes and types of mental derangements of such group 
of people) has been made.

For comparison analysis within the framework of study 
of problems of mental derangement as a mandatory ele-
ment of limited sanity 1422 court verdicts were selected 
from Unified Register of Court Rulings of Ukraine as at 
August 2020 concerning persons who committed criminal 
offences under circumstances which allow to consider such 
persons as having limited sanity.

The method of statistical analysis, system structural 
method, method of legal phenomenon system analysis 
and comparative method were applied during the research.

REVIEW AND DISCUSSION
The concept of responsibility is in focus when we consider 
the human rights of people with mental health problems. 
It is a general principle of law “that the person liable to be 
punished should at the time of his crime have had the ca-
pacity to understand what he is required by law to do, and 
to control his conduct in the light of such decisions. Nor-
mal adults are generally assumed to have these capacities, 
but they may be lacking where there is mental disorder or 
immaturity, and the possession of these normal capacities 
is very often signified by the expression 'responsible for 
his action' ” [4]. If someone is not responsible for his/her 
actions then it is argued they should not be punished for 
them and instead diverted to the appropriate services [5].

It should be stressed that in some foreign countries peo-
ple with mental illness are over-represented in the criminal 
justice system. The 2011-2012 Annual Report of the Cor-
rectional Investigator found that 36 % of federal offenders 
were identified at admission as requiring psychiatric or 
psychological follow-up, and 45 % of male inmates and 69 
% of female inmates received institutional mental health 
care services [6]. The over-representation of people with 
mental illness in the corrections system may be increasing 

over time. Between 1997 and 2010, symptoms of serious 
mental illness reported by federal offenders at admission 
increased by 61 % for males and 71 % for females [7]. No-
tably the partial excuse of diminished responsibility due to 
intoxication – in 2013 in Germany, out of 935,788 accused, 
749 (0,08 %) were found totally irresponsible and 17,968 
(1,9 %) partially irresponsible [8].

However, only some states are keeping records of men-
tally ill persons who committed criminal offences and 
are treated during their sentence. For example, there is 
no record of persons having limited sanity in Ukraine. 
Instead Department of Criminal Punishments of Ministry 
of Justice of Ukraine is registering data on restraint mea-
sures commutation, custodial sentences, non-custodial 
sentences, judgments of acquittal, quantity of convicted 
men, women, juveniles, persons sentenced for life im-
prisonment. Meanwhile, according to statistics 1,2 mln of 
Ukrainians (e.g. more than 3 % of the population) suffer 
from mental derangements, and this number is growing 
every year. Ukraine is ranked first in Europe on quantity of 
mental derangements among population – almost 2 mln of 
our fellow countryman become patients of mental health 
clinics every year [9, p. 105].

Study of mental derangement as a mandatory element of 
limited sanity, requires two aspects to be considered. The 
first one (psychiatric) means that person to whom state 
condemnation (in the form of criminal responsibility) 
is applied may have mental derangement that does not 
deprive him (or her) of the ability to understand meaning 
of his (or her) actions and control them. Whereas such 
derangements belong to mentality, consciousness and are 
of critical importance for defining the matter of sanity, they 
should be taken into account by court in a certain way. The 
second (legal) consists of constant tendency to measure of 
punishment individualization and – due to this – increased 
attention to the subjects of crime. That's why combination 
of these circumstances define the main goal to be achieved 
by introducing the institute of limited sanity – establishing 
legal grounds and mechanisms that enable understanding 
by court (via forensic psychiatric examination of the defen-
dant) the meaning of the latter's mental disorder (which 
does not excluded his (or her) sanity) for resolve the issue 
of his (or her) guilt and responsibility.

When defining limited sanity, it is of utmost importance 
to answer properly the question of the ability of a subject to 
realize the actual nature and public danger of the actions 
(inaction) or to direct them, psychiatrists based on medical 
and legal (psychological) criterion of sanity / insanity rely 
on data obtained from a pathopsychological examination 
[10, p. 44].

World Health Organization specialists point out that 
mental health should be seen as a valued source of human 
capital or well-being in society. It contributes to individual 
and population health, happiness and welfare, enables 
social interaction, cohesion and security, and feeds na-
tional output and labor force productivity. We need good 
mental health to succeed in all areas of life [11]. In this 
way person's mental health is a complex phenomenon 
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mainly consist of his (or her) social and communication 
skills; consequently, mental health status does not defined 
exclusively by presence or absence of mental derangement. 
Regarding this, mental disorders represent disturbances 
to a person's mental health that are often characterized 
by some combination of troubled thoughts, emotions, be-
havior and relationships with others. Examples of mental 
disorders include depression, anxiety disorder, conduct 
disorder, bipolar disorder and psychosis [12]. In addition 
to this, there are three basic approaches to deal with mental 
disorders as grounds for excluding criminal responsibility: 

(1) The overwhelming majority of legal orders accept 
mental disorder as separate ground – mostly labeled “ex-
cuse” or “defense” – for excluding criminal responsibility. 
Although the criteria look very similar, the resulting prac-
tical differences range from very restrictive application, 
notably in the English-speaking world, to fairly frequent 
use in some civil law countries.

(2) A small group of legal orders – a couple of Ameri-
can states – admits mental disorders only insofar as they 
constitute mistake or involuntariness, i.e. negate the re-
quirement of intent or, rather in theory than in practice, 
of a voluntary act.

(3) Another small group – mainly Sweden which, how-
ever, is gradually returning to the mainstream – adopted a 
unified system of social control in which mental disorders 
are only relevant to determine the suitable kind of treat-
ment of the offender [13, p. 51; 14, p. 168-181; 15; 16, p. 26].

It all proves that main argument in favor of limited sanity 
concept means the absence of clear boundaries between 
different in severity mental derangements. On the contrary, 
there are gradual transitions that cause confusion – to 
consider such person sane, or having limited sanity, or 
insane. This is also stressed by M. Rahmdel, who notes that 
the problem is that certain people suffer from less severe 
mental illnesses that, while still debilitating, are neither 
medically nor psychologically categorized as insanity. That 
is, although these illnesses influence both their faculty of 
decision-making and their behavior, the law recognizes 
these people as being fully criminally liable. Thus, appar-
ently the former law held more conformity with scientific 
rules. In practice, courts regard such cases as instances of 
mitigating circumstance [17, p. 202].

It should be stressed that the International Statistical 
Classification of Diseases and Related Health Problems 
(ICD-10), approved by the World Health Organization 
in 2007, stipulates mental and behavioral disorders in 
chapters F00-F99. These include, among others, F00-F09. 
Organic, including symptomatic, mental disorders (F00. 
Dementia in Alzheimer's disease, F01. Vascular demen-
tia, F02. Dementia in other diseases classified elsewhere, 
F06.  Other mental disorders due to brain damage and 
dysfunction and to physical disease), F10-F19. Mental 
and behavioral disorders due to psychoactive substance 
use (F10. Mental and behavioral disorders due to use of 
alcohol, F11. Mental and behavioral disorders due to use 
of opioids, F12. Mental and behavioral disorders due to use 
of cannabinoids, F13. Mental and behavioral disorders due 

to use of sedatives or hypnotics), F20-F29. Schizophrenia, 
schizotypal and delusional disorders etc. [18].

Most researchers, defining medical criterion of lim-
ited sanity, examine all mental derangements that does 
not exclude sanity (in other words – does not reach the 
psychotic level) at the moment of certain person's crime 
commitment. This is about endogenous, exogenous mental 
diseases, vascular disorders, infectious lesions, psychoac-
tive substances dependence, statuses conditioned by devel-
opmental pathology. But despite of nosological belonging 
of mental derangement the main thing is to determine, 
firstly, whether the person had mental derangement at the 
moment of crime commitment, and secondly, what was 
such derangement's level of influence upon the decision 
to commit crime.

Research on the topic: “Crime, psychiatric diagnosis 
and victims' profiles: a study with the sample of a crim-
inal-psychiatric ward in São Paulo” was carried out by 
E. H. Teixeira and P. Dalgalarrondo in 2005. The records of 
269 patients were analyzed, considering only male patients 
whose medical reports had already been included in the 
criminal-psychiatric records. Psychotic disorders were the 
most common findings (58 %). The most common type 
of crime was murder or murder attempt (52,8 %), with a 
significant correlation between psychotic disorders and this 
type of crime (p < 0.05). These crimes led to death in 89,7 
% of the cases, and in 34,5% the victim was a close rela-
tive. Mentally retarded patients committed proportionally 
more sexual crimes when compared to psychotic patients 
and considering only sexual crimes or murder attempts 
(p<0.05). In 78,5 % of all sexual crimes the victims were 
under 14 years old [19, p. 192-194].

Meanwhile according to the data received by J. Garbayo 
and M. J. Relvas Argôlo, the most prevalent diagnosis were 
psychotic disorders (67 %) followed by mental retardation 
(15,2 %), disorders due to the use of psychoactive substanc-
es (7,3 %), personality disorders (4,5 %), among others. 
Most of them (71 %) had been under previous psychiatric 
treatment [20, p. 247-252]. A group of scientists headed 
by S. Fazel, comparing the risk of increase of criminal 
behaviour among patients with established diagnosis “ep-
ilepsy” and among general population, has recorded such 
index increase 1,5 times among former [21].

We selected 1422 court verdicts from Unified Register 
of Court Rulings of Ukraine concerning persons who 
committed criminal offences under circumstances which 
allow to consider such persons as having limited sanity. It 
was observed that from 1406 persons who were actually 
consider as such 185 were registered as psychiatrists' pa-
tients with a diagnoses of mental deficiency, 222 – schizo-
phrenia, 296 – imbecility, 74 – dementia combined with 
emotional-volitional instability, 148 – oligophrenia with 
psychopathic-like behavior, 148 – organic personality 
disorder, 185 – abnormal personality, 111 – epilepsy, 37 – 
exhibitionism and post-traumatic stress disorder. Thus it is 
possible to conclude that person considered as having lim-
ited sanity can have any mental or behavioral derangement, 
but the most common are F06. Other mental disorders due 
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to brain damage and dysfunction and to physical disease, 
F20. Schizophrenia, F65. Disorders of sexual preference, 
F70-F79. Mental retardation, F80. Specific developmental 
disorders of speech and language.

V. Batyrgareieva also underlines that mental disorders 
are common among the recidivists. By the results of her 
research 52,9 % recidivists who were subjected to forensic 
psychiatric examination were found to have certain psy-
chical anomalies which do not exclude sanity. The most 
common of them were mental and behavioral derange-
ments caused by use of psychoactive substances (namely 
alcohol and drugs). Proportion of recidivists with mental 
anomalies classifies to the chapter F1 of ICD-10 is 59,6 % 
among all examined by specialists [22]. Moreover, 22,2 % 
of all examined and found to have mental anomalies clas-
sifies to the chapter F6 of ICD-10 are also recidivists [22].

In the meantime either foreign scientists' researches or 
court rulings analyzed by us have no mention of ICD-10. 
That's why we consider as argumentative the conclusion 
that separation of legal from medical descriptors has the 
obvious advantage of freeing the law from the vagaries of 
the development of the medical sciences – avoiding the 
problems created by outdated terminology which plague 
Paragraph 20 of the German Criminal Code ('pathological 
mental disorder, profound consciousness disorder, debility 
or any other serious mental abnormality'). On the other 
side, the separation has the obvious disadvantage of poten-
tially missing essential features of the relevant phenomena 
and of creating permanent problems of translation in the 
legal evaluation of expert opinions [13, p. 53]. On the con-
trary, explanations of certain types of mental derangements 
given in criminal legislation would allow avoiding com-
plications in application of punishment to such persons.

Equally debatable is an issue of types of criminal offences 
committed by persons with mental derangements (most 
of such studies were conducted by scientists in Russia and 
in the USA). Instead we are interested in results received 
in other countries. According to data obtained by group 
of researches headed by M. P. Pondé, persons with mental 
derangements committed the following crimes in Brazil 
(according to its Penal Code): robbery (Article 157), kid-
napping and extortion (Article 159), rape (Article 213), 
indecent assault (Article 214), theft (Article 155), rioting 
(Article 354), contempt (Article 331), illegal threats (Ar-
ticle 146), fraud (Article 171), conspiracy(Article 288), 
misappropriation (Article 168), extortion (Article 158), 
embezzlement (Article 312), use of fraudulent or coun-
terfeit documents (Article 304), receiving stolen goods 
(Article 180), false identity (Article 309), crimes related to 
counterfeiting money (Article 290), intimidation (Article 
147), escape of a legally imprisoned individual or of an 
individual submitted to a security measure (Article 351), 
corruption of minors (Article 218), resistance (Article 329), 
escaping prison through the use of violence against an indi-
vidual (Article 352), bodily harm (Article 129), fraudulent 
misrepresentation (Article 299), kidnapping (Article 148), 
homicide (Article 121), crime of armed robbery and mur-
der (first-degree murder in accordance with Article 157, 

Paragraph 3 of the penal code), drug trafficking crimes (as 
defined in Article 33 of Brazilian law 11.343/2006), torture 
(as defined in Article 1 of Brazilian Law 9.455/1997), illegal 
possession of weapons (as defined in Article 12 of Brazilian 
Law 10,826/2003) [23, с.10-13]. Other academics studying 
persons who committed crimes and were considered as 
having limited sanity note that such persons prone to vio-
lent crimes against life and health (murder, bodily injury 
etc.), sexual crimes or terrorists crimes.

At the same time joint research of D. J. Vinkers, E. de 
Beurs, M. Barendregt, T. Rinne and H. W. Hoek shows 
that total prevalence of mental disorders is highest when 
the main charge is a crime against property (58,0 %) and 
lowest when such charge is murder (40,0 %; X2 = 5325,6, 
p <0,001). More specifically, the prevalence of psychotic 
disorders was relatively high in relation to battery (17,6 
%) and / or manslaughter charges (16,0 %) and relatively 
low in respect of sexual crimes (3,2 %) and rape (5,6 %; 
X2 = 5325,6, p < 0,001). Developmental disorders were 
especially prevalent in defendants of sexual crimes  (6,9 
%;  X2 = 5325,6, p < 0,001). Personality disorders were 
most common in defendants of battery (53,5  %) and 
property (51,7  %) and least common in defendants of 
sexual crimes (46,1 %) and assault (48,2 %; X2 = 122,01, 
p < 0,001). Cluster B personality disorders were more 
common in defendants charged with violent crimes 
(20,9–23,0 %), whereas cluster C personality disorders  
were  more  common  in  respect of sexual crimes (7,3 %;  
X2 = 122,01,  p < 0,001). An IQ score of 85 and below, or 
intellectual functioning estimated as being below average, 
was more common in rape defendants (14,7 % vs 24,4 %; 
X2 = 200,62, p < 0,001), Alcohol abuse was more common 
in defendants charged with arson (27,3 %) and less com-
mon  in  defendants  where the charges were sexual (8,9 
%) or property related (7,8 %; X2 = 2120,4, p < 0,001). 
Abuse of both cannabis (13,0 %) and hard drugs (24,3 %) 
was especially high in relation to property crimes (X2 = 
2120,4, p < 0.001) [24, p. 308].

Finally, according to the results obtained by J. Garbayo 
та M. J.  Relvas Argôlo murder was the most common 
crime (44 %) followed by crimes against property (26 %), 
sexual crimes (11 %), crimes related to drugs (11 %) 
and others. Intrafamiliar murder was prevailing among 
mentally retarded population and psychotics. The former 
generally committed more sexual crimes than the latter 
[20, p. 247-252].

Similar results were obtained in some ways concerning 
situation in Ukraine. As our research shows, the most the 
most common of them are criminal offences against prop-
erty (584 judgments of conviction, or 41 %, and 30 % of 
them are on charges of theft stipulated by Art. 185 of CC of 
Ukraine). Running second are criminal offences in the field 
of circulation of narcotic drugs, psychotropic substances, 
their analogues or precursors and other criminal offences 
against public health (298 judgments of conviction, or 20,7 
%, and 15,5 % of them are on charges of illicit manufacture, 
making, acquisition, storage, transportation or shipment of 
narcotic drugs, psychotropic substances or their analogues 
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without the purpose of sale stipulated by Art. 309 of CC of 
Ukraine). In third place are criminal offences against public 
safety (221 judgments of conviction, or 15,5 %, and 6,3 % 
of them are on charges of knowingly false information 
about the threat to public safety, destruction or damage to 
property stipulated by Art. 259 of CC of Ukraine).

As for other criminal offences, no defendant was con-
sidered according to psychiatric examination reports as 
having limited sanity in cases of intentional murder (Art. 
115 of CC of Ukraine); at the same time every third person 
charged with intentional grave bodily injury (Art. 121 of 
CC of Ukraine) was considered by psychiatric examination 
reports as having limited sanity.

Consequently, we consider at least debatable conclusions 
made by D.J. Vinkers, E. de Beurs, M. Barendregt, T. Rinne, 
H. W. Hoek concerning the fact that mental disorders are 
related to all types of crimes but especially to arson, battery 
and homicidal attempts or threats [24, p. 307], since any 
person having mental derangements and being at extreme 
situation could commit any unlawful actions.

It should be stressed that analysis of crimes committed 
by persons having mental derangements and considered 
as having limited sanity proves that one-third of them 
had been regularly and sufficiently treated as outpatients. 
Almost half of the offenders were diagnosed with alcohol 
abuse/dependence and two-thirds with any substance 
abuse/dependence. Furthermore, almost half were in-
toxicated during the index crime. Antisocial personality 
disorder was diagnosed in 25 % of the offenders. Almost 
half of the offenders were placed in involuntary special care 
for the ID, which lasted approximately 2 years. Among the 
last mentioned, two thirds of the nursing care plans lacked 
recommended structure [25]. In addition other results 
(which are in line with our outcomes) confirm that mental 
disorders are most common for men (almost 90 % from all 
persons considered as having limited sanity); the research 
made by O. Kozeratska shows that the correlation between 
men and women is 96,7 % to 3,3% respectively [26].

Publications on this issues and results obtained during 
our own research demonstrate that mental derangement 
could be taken into account by the court during sentencing 
(naturally as a mitigating circumstance as there is no such 
in the list of aggravating circumstances) and could by the 
ground for application of compulsory measures of medical 
care. However, the mechanism of such taking into account 
is still does not defined. In certain countries (for example, 
in Brazil and Denmark) compulsory measures of medical 
care are very seldom applied to persons who committed 
crimes and have limited sanity; instead they are referred to 
psychiatric clinics for treatment. Application of compul-
sory measures of medical care usually takes place when 
severe psychiatric illness is diagnosed or a violent crime 
was committed. In general they are applied only to 20 % 
of persons who have mental derangements and committed 
repeated crimes.

As to Ukraine, in almost 1000 judgments of conviction 
outpatient psychiatric care was compulsory applied at the 
place of residence, in 222 cases the same took place in 

correctional facilities; almost 200 judgments of conviction 
do not contain any mention of application of compulsory 
measures of medical care.

Consequently we can assume that lawmaker's specifi-
cation of mental derangement as a mandatory element 
of limited sanity in criminal legislation was based on the 
principle of humanity and according to modern foreign 
tendencies of criminal law development inherent to many 
countries around the world. But criminal justice system 
not always has relevant mechanisms of influence on such 
people, and non-application of compulsory measures of 
medical care or correlational programs to them leads to 
commitment of repeated criminal offences.

CONCLUSIONS
This research allows concluding the existence of necessity to 
stipulate the list of mental derangements as a mandatory fea-
ture of limited sanity in criminal legislation. Unfortunately, 
bodies of criminal justice not always consider expedient to 
commission and conduct forensic psychiatric examination 
to establish presence (or absence) of mental derangements 
arguing that such examination is compulsory only in cases 
of certain criminal offences commitment. As a result person 
who was not a subject of such examination is still considered 
sane, could commit another criminal offence, and his (or 
her) mental derangement will become more severe.

Psychological progress in different illnesses diagnostics 
urges lawmakers in different countries to examine the 
possibility to release persons having mental derangements 
from criminal responsibility or consider existence of such 
derangements as a mitigating circumstance. Significance of 
such achievements proves criminal legislation dependence 
on psychology.

We can confidently affirm that persons with mental de-
rangements who are considered as having limited sanity are 
inclined to recidivism of criminal offences. This postulates 
mandatory application of compulsory measures of medical 
care to such persons and normative regulation of duration 
of such application.

Whereas the quantity of people with mental derange-
ments is increasing during last years, the necessity arises 
to develop on state level specific correlational programs 
for persons who are considered as having limited sanity 
to prevent commitment repeated criminal offences by 
them. These programs will help to substantiate approaches 
to treatment schemes, to define people to which urgent 
mental health care is necessary, to coordinate interaction 
between law enforcement bodies and local governance. 
Without such programs introduction the quantity of people 
with mental derangements who are considered as having 
limited sanity will only increase, as it is already observed 
in certain countries.
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