
TOM LXXII, 2019, Nr 12 cz. II, grudzień Rok założenia 1928

Aluna Publishing



Zasady prenumeraty miesięcznika  
Wiadomości Lekarskie na rok 2020

Zamówienia na prenumeratę przyjmuje Wydawnictwo Aluna:

– e-mailem: prenumerata@wydawnictwo-aluna.pl
– listownie na adres:

Wydawnictwo Aluna
ul. Z.M. Przesmyckiego 29, 05-510 Konstancin-Jeziorna

Prosimy o dokonywanie wpłat na numer rachunku Wydawnictwa:
Credit Agricole Bank Polska S. A.: 82 1940 1076 3010 7407 0000 0000

Cena prenumeraty dwunastu kolejnych numerów: 240 zł/rok (w tym VAT)

Cena prenumeraty zagranicznej: 120 euro/rok.
Cena pojedynczego numeru – 30 zł (w tym VAT) + koszt przesyłki.

Przed dokonaniem wpłaty prosimy o złożenie zamówienia.

Wiadomości Lekarskie  is abstracted and indexed in: PubMed/Medline, EBSCO, SCOPUS, Index 
Copernicus, Polish Medical Library (GBL), Polish Ministry of Science and Higher Education.

Copyright: © ALUNA Publishing. 

Articles published on-line and available in open access are published under Creative Com-
mon Attribution-Non Commercial-No Derivatives 4.0 International (CC BY-NC-ND 4.0) allowing 

to download articles and share them with others as long as they credit the authors and the 
publisher, but without permission to change them in any way or use them commercially. 

The journal Wiadomości Lekarskie is financed under Contract No. 888/P-DUN/2019 
by the funds of the Minister of Science and Higher Education.

The Journal has been included in the register of journals published by The Polish 
Ministry of Science and Higher Education on July 31st, 2019 with 20 points awarded.



© Aluna Wiadomości Lekarskie 2016, tom LXIX, nr 4

605

Pediatria
Prof. dr hab. med. Ewa Małecka-Tendera 
(SUM Katowice)

Dr hab. med. Tomasz Szczepański 
(SUM Katowice)

Położnictwo i ginekologia
Prof. dr hab. med. Jan Kotarski 
(UM Lublin)

Prof. dr hab. med. Andrzej Witek 
(SUM Katowice)

Stomatologia
Prof. dr hab. Maria Kleinrok 
(UM Lublin)

Polskie Towarzystwo Lekarskie
Prof. dr hab. med. Waldemar Kostewicz 
(Prezes ZG PTL) 
Prof. dr hab. med. Jerzy Woy-Wojciechowski
(Prezes Honorowy PTL)

Prof. emerytowany dr hab. med. Tadeusz Petelenz
(O. Katowicki PTL)

Koordynator projektu
Agnieszka Rosa
tel. 694 778 068
amarosa@wp.pl

Redakcja zagraniczna
dr n. med.  Lesia Rudenko
l.rudenko@wydawnictwo-aluna.pl

Wydawca
Wydawnictwo Aluna
ul. Przesmyckiego 29
05-510 Konstancin-Jeziorna
www.aluna.waw.pl

Prenumerata
prenumerata@wydawnictwo-aluna.pl
www.wiadomoscilekarskie.pl/prenumerata

Opracowanie graficzne
Piotr Dobrzyński (www.poligrafia.nets.pl)

Nakład do 6 tys. egz

© Copyright by Aluna Publishing

Wydanie czasopisma Wiadomości Lekarskie w formie papierowej jest wersją  
pierwotną (referencyjną). Redakcja wdraża procedurę zabezpieczającą  
oryginalność prac naukowych oraz przestrzega zasad recenzowania zgodnie  
z wytycznymi Ministerstwa Nauki i Szkolnictwa Wyższego.

Czasopismo indeksowane w:
PubMed/Medline, EBSCO, MNISW (11 pkt),  

Index Copernicus, PBL, Scopus

Redaktor naczelny
Prof. dr hab. med. Władysław Pierzchała 
(SUM Katowice)

Zastępca redaktora naczelnego
Prof. zw. dr hab.  med. Aleksander Sieroń 
(SUM Katowice)

Redaktor wydania
prof. dr hab. Maria Majdan
prof. dr hab. Mirosław Jabłoński

Redaktor statystyczny
dr n. med. Lesia Rudenko

Rada naukowa
Redaktorzy tematyczni:
Chirurgia

Prof. dr hab. med. Krzysztof Bielecki 
(CMKP Warszawa)

Prof. dr hab. med. Stanislav Czudek 
(Onkologickié Centrum J.G. Mendla Czechy)

Prof. dr hab. med. Marek Rudnicki 
(University of Illinois USA)

Choroby wewnętrzne
Prof. dr hab. med. Ryszarda Chazan, pneumonologia i  alergologia 
(UM Warszawa)

Prof. dr hab. med. Jacek Dubiel, kardiologia 
(CM UJ Kraków)

Prof. dr hab. med. Zbigniew Gąsior, kardiologia 
(SUM Katowice)

Prof. dr hab. med. Marek Hartleb, gastroenterologia 
(SUM Katowice)

Prof. dr hab. med. Jerzy Korewicki, kardiologia 
(Instytut Kardiologii Warszawa)

Dr hab. med. Krzysztof Łabuzek, farmakologia kliniczna, diabetologia 
(SUM Katowice)

Prof. dr hab. med. Tadeusz Płusa, pneumonologia i alergologia 
(WIM Warszawa)

Dr hab. med. Antoni Wystrychowski, nefrologia 
(SUM Katowice)

Choroby zakaźne
Prof. dr hab. med. Andrzej Gładysz 
(UM Wrocław)

Epidemiologia
Prof. dr hab. med. Jan Zejda 
(SUM Katowice)

Neurologia i neurochirurgia
Prof. dr hab. med. Henryk Majchrzak, neurochirurgia 
(SUM Katowice)

Prof. dr hab. med. Krystyna Pierzchała, neurologia 
(SUM Katowice)

Redaktor naczelny
Prof. dr hab. med. Władysław Pierzchała 
(SUM Katowice)

Zastępca redaktora naczelnego
Prof. zw. dr hab. n. med. Aleksander Sieroń 
(SUM Katowice)

Sekretarz redakcji
Joanna Grocholska

Redaktor statystyczny
Ewa Guterman

Rada naukowa

Redaktorzy tematyczni:

Chirurgia

Prof. dr hab. med. Krzysztof Bielecki 
(CMKP Warszawa)

Prof. dr hab. med. Stanislav Czudek
(Onkologickié Centrum J.G. Mendla Czechy)

Prof. dr hab. med. Marek Rudnicki 
(University of Illinois USA)

Choroby wewnętrzne

Prof. dr hab. med. Marek Hartleb, gastroenterologia 
(SUM Katowice)

Prof. dr hab. med. Jacek Dubiel, kardiologia 
(CM UJ Kraków)

Prof. dr hab. med. Zbigniew Gąsior, kardiologia
(SUM Katowice)

Prof. dr hab. med. Jerzy Korewicki, kardiologia
(Instytut Kardiologii Warszawa)

Dr hab. med. Antoni Wystrychowski, nefrologia
(SUM Katowice)

Prof. dr hab. med. Ryszarda Chazan, pneumonologia 
i alergologia (UM Warszawa)

Prof. dr hab. med. Tadeusz Płusa, pneumonologia 
i alergologia (WIM Warszawa)

Choroby zakaźne

Prof. dr hab. med. Andrzej Gładysz 
(UM Wrocław)

Epidemiologia

Prof. dr hab. med. Jan Zejda 
(SUM Katowice)

Neurologia i neurochirurgia

Prof. dr hab. med. Krystyna Pierzchała, neurologia
(SUM Katowice)

Prof. dr hab. med. Henryk Majchrzak, neurochirurgia
(SUM Katowice)

Pediatria

Prof. dr hab. med. Ewa Małecka-Tendera 
(SUM Katowice)

Dr hab. med. Tomasz Szczepański 
(SUM Katowice)

Położnictwo i ginekologia

Prof. dr hab. med. Jan Kotarski 
(UM Lublin)

Prof. dr hab. med. Andrzej Witek 
(SUM Katowice)

Stomatologia

Prof. dr hab. Maria Kleinrok 
(UM Lublin)

Polskie Towarzystwo Lekarskie
Prof. dr hab. med. Jerzy Woy-Wojciechowski 
(Prezes PTL)
Prof. emerytowany dr hab. med. Tadeusz Petelenz
(O. Katowicki PTL)

Kontakt z redakcją i wydawnictwem
Joanna Grocholska
e-mail: j.grocholska@blue-sparks.pl

Wydawca
Blue Sparks Publishing Group Sp. z o.o.
ul. Obornicka 15/4, 02-948 Warszawa
tel. (22) 858-92-53
Zarząd: dr Anna Łuczyńska − prezes
Reklama i marketing: Agnieszka Rosa
tel. 662-116-020
e-mail: a.rosa@blue-sparks.pl

Zamówienia na prenumeratę:
e-mail: prenumerata@blue-sparks.pl
lub tel. (22) 858-92-53

Projekt okładki: Dorota Cybulska
Opracowanie gra� czne: Tomasz Białkowski

Nakład: do 6000 egz.

© Copyright by Blue-Sparks Publishing Group

Wydanie czasopisma Wiadomości Lekarskie w formie papierowej jest wersją 
pierwotną (referencyjną). Redakcja wdraża procedurę zabezpieczającą ory-
ginalność publikacji naukowych oraz przestrzega zasad recenzowania prac 
zgodnie z wytycznymi Ministerstwa Nauki i Szkolnictwa Wyższego.

Czasopismo indeksowane w: 
Medline, EBSCO, MNiSW (6 pkt), Index Copernicus, PBL.

Czasopismo Polskiego Towarzystwa Lekarskiego

Pamięci 
dra Władysława 
Biegańskiego

Wiadomości 
Lekarskie

WL_1_2013.indb   1 27.03.2013   12:23

Editor in-Chief:
Prof. Władysław Pierzchała

Deputy Editor in-Chief:
Prof. Aleksander Sieroń

Statistical Editor:
Dr Lesia Rudenko

Editor of Issue: 
Vitalii M. Pashkov
Vladyslava S. Batyrgareieva

Polskie Towarzystwo Lekarskie:
Prof. Waldemar Kostewicz – President PTL
Prof. Jerzy Woy-Wojciechowski – Honorary President PTL
Prof. Tadeusz Petelenz

Kris Bankiewicz	 San Francisco, USA

Christopher  Bara	 Hannover, Germany

Krzysztof  Bielecki	 Warsaw, Poland

Zana Bumbuliene	 Vilnius, Lithuania 

Ryszarda Chazan	 Warsaw, Poland

Stanislav Czudek	 Ostrava, Czech Republic

Jacek Dubiel	 Cracow, Poland

Zbigniew Gasior	 Katowice, Poland

Andrzej Gładysz	 Wroclaw, Poland  

Nataliya Gutorova	 Kharkiv, Ukraine

Marek Hartleb	 Katowice, Poland

Roman Jaeschke	 Hamilton, Canada

Andrzej   Jakubowiak	 Chicago, USA

Oleksandr Katrushov	 Poltava, Ukraine

Peter Konturek	 Saalfeld, Germany

Jerzy Korewicki	 Warsaw, Poland

Jan Kotarski	 Lublin, Poland

George Krol	 New York, USA

Krzysztof Łabuzek	 Katowice, Poland

Henryk Majchrzak	 Katowice, Poland

Ewa Małecka-Tendera	 Katowice, Poland 

Stella Nowicki	 Memphis, USA

Alfred Patyk	 Gottingen, Germany

Palmira Petrova	 Yakutsk, Russia

Krystyna Pierzchała	 Katowice, Poland

Tadeusz Płusa	 Warsaw, Poland

Waldemar Priebe	 Houston, USA

Maria Siemionow	 Chicago, USA

Vladyslav Smiianov	 Sumy, Ukraine

Tomasz Szczepański	 Katowice, Poland

Andrzej Witek	 Katowice, Poland 

Zbigniew Wszolek	 Jacksonville, USA

Vyacheslav Zhdan	 Poltava, Ukraine

Jan Zejda	 Katowice, Poland

Managing Editor:
Agnieszka Rosa 	 amarosa@wp.pl

International  Editor:
Lesia Rudenko	 l.rudenko@wydawnictwo-aluna.pl

Distribution and Subscriptions:
Bartosz Guterman	 prenumerata@wydawnictwo-aluna.pl

Graphic design / production:
Grzegorz Sztank	 www.red-studio.eu

Publisher:
ALUNA Publishing
ul. Przesmyckiego 29, 05-510 Konstancin – Jeziorna
www.aluna.waw.pl www.wiadomoscilekarskie.pl
www.medlist.org

International Editorial Board – in-Chief: 

Marek  Rudnicki	 Chicago, USA 

International Editorial Board – Members:



© Wydawnictwo Aluna

2396

Wiadomości Lekarskie 2019, tom LXXII, nr 12 cz. II

REGULAMIN PRZYJMOWANIA I OGŁASZANIA PRAC 
W WIADOMOŚCIACH LEKARSKICH

1.	�� Miesięcznik Wiadomości Lekarskie jest czasopismem Polskiego Towarzystwa 
Lekarskiego, ma charakter naukowo-edukacyjny. Zamieszczane są w nim prace 
oryginalne, kliniczne i doświadczalne oraz poglądowe w języku polskim lub an-
gielskim oraz innych językach (za zgodą redakcji).

2. 	� Publikacja pracy w Wiadomościach Lekarskich jest płatna. Od stycznia 2017 roku 
koszt opublikowania artykułu wynosi 1000 zł plus 23%VAT. Jeżeli pierwszym 
autorem pracy jest członek Rady Naukowej czasopisma lub zespołu recenzentów 
– za druk nie pracy nie pobieramy opłaty, jeśli zaś jest kolejnym współautorem 
– opłata wynosi 500 zł plus 23%VAT. Wydawca wystawia faktury. Opłatę należy 
uiścić po otrzymaniu pozytywnej recenzji, przed opublikowaniem pracy. Z opła-
ty za publikację zwolnieni są członkowie Polskiego Towarzystwa Lekarskiego 
z udokumentowaną opłatą za składki członkowskie za ostatnie 3 lata.

�3. 	� Prace zapisane w formacie DOC (z wyłączeniem rycin, które powinny stanowić 
osobne pliki) należy przesłać pocztą elektroniczną na adres redakcji: Agnieszka 
Rosa - amarosa@wp.pl. 

4.	� Objętość prac oryginalnych – łącznie z rycinami i piśmiennictwem – nie może 
przekraczać 21  600 znaków (12 stron maszynopisu), prac poglądowych – do 
36 000 znaków (20 stron). 

5.	� Strona tytułowa powinna zawierać:
	 – tytuł w języku angielskim i polskim,
	 – pełne imiona i nazwiska autorów,
	 – afiliację autorów,
6.	� Praca oryginalna powinna mieć następującą strukturę: wstęp, cel pracy, materiał 

i metody, wyniki, dyskusja i wnioski, które nie mogą być streszczeniem pracy. 
Przy zastosowaniu skrótów konieczne jest podanie pełnego brzmienia termi-
nu przy pierwszym użyciu. W pracach doświadczalnych, w których wykonano 
badania na ludziach lub zwierzętach, a także w badaniach klinicznych, należy 
umieścić informację o uzyskaniu zgody komisji etyki badań naukowych.

7.	� Streszczenia zarówno w języku polskim, jak i angielskim powinny zawierać 200-
250 słów. Streszczenia prac oryginalnych, klinicznych i doświadczalnych powin-
ny posiadać następującą strukturę: cel, materiał i metody, wyniki wnioski. Nie 
należy używać skrótów w tytule ani w streszczeniu.

8.	� Słowa kluczowe (3-6) należy podawać w języku angielskim  i polskim, zgodnie 
z katalogami MeSH (Medical Subject Headings Index Medicus http://www.nim.
nih.gov.mesh/MBrower.html). Słowa kluczowe nie mogą być powtórzeniem ty-
tułu pracy.

9.	� Materiał ilustracyjny - ryciny, wykresy, rysunki, fotografie, slajdy - powinien być 
opisany cyframi arabskimi i zapisany jako pliki JPG, TIFF lub EPS o rozdzielczości 
300 DPI (nie w plikach tekstowych). Ich opisy  należy przesłać w osobnym pliku. 
W tekście muszą znajdować się odniesienia do wszystkich rycin (w nawisach 
okrągłych). 

10. 	�Tabele – ich tytuły (nad tabelą) i  treść - powinny być zapisane w programie 
Microsoft Word, ponumerowane cyframi rzymskimi. Wszystkie stopki dotyczące 
tabeli powinny znajdować się poniżej tekstu tabeli. W tekście pracy należy umie-
ścić odniesienia do wszystkich tabel (w nawiasach okrągłych).

11.	� W  wykazie piśmiennictwa ułożonym według kolejności cytowania nale-
ży uwzględnić wyłącznie te prace, na które autor powołuje się w  tekście. 
W  pracach oryginalnych nie powinno być więcej niż 30 pozycji, a  w  po-
glądowych nie więcej niż 40 pozycji. Każda pozycja powinna zawierać: 
nazwiska wszystkich autorów, pierwsze litery imion, tytuł pracy, skrót 
tytułu czasopisma (wg Index Medicus), rok, numer, stronę początkową 
i  końcową. Przy pozycjach książkowych należy podać: nazwisko autora 
(autorów), pierwszą literę imienia, tytuł rozdziału, tytuł książki, wydaw-
nictwo, miejsce i  rok wydania. Dopuszcza się cytowanie stron interneto-
wych z  podaniem adresu URL i  daty użycia artykułu oraz o  ile to możliwe 

nazwisk autorów. Każda pozycja piśmiennictwa powinna mieć odwołanie 
w tekście pracy umieszczone w nawiasie kwadratowym, np. [1], [3−6].  
Pozycje zapisuje się w sposób zaprezentowany w Załączniku nr 1 do niniejsze-
go regulaminu umieszczonym na stronie internetowej czasopisma. 

12.	� Po piśmiennictwie należy podać adres do korespondencji, nazwisko i imię pierw-
szego autora, adres, numer telefonu oraz adres e-mail.

13.	� Do pracy należy dołączyć oświadczenie podpisane przez wszystkich autorów 
określające udział poszczególnych autorów w przygotowaniu pracy (np. koncep-
cja i projekt pracy, zbieranie danych i  ich analiza, odpowiedzialność za analizę 
statystyczną, napisanie artykułu, krytyczna recenzja itd.), a także oświadczenie, 
że biorą oni odpowiedzialność za treść. Ponadto należy zaznaczyć, że praca nie 
była publikowana ani zgłaszana do druku w innym czasopiśmie.

14.	� Jednocześnie autorzy powinni podać do wiadomości wszelkie inne informacje 
mogące wskazywać na istnienie konfliktu interesów, takie jak:

	 – �zależności finansowe (zatrudnienie, płatna ekspertyza, doradztwo, posiadanie 
akcji, honoraria),

	 – zależności osobiste, 
	 – �współzawodnictwo akademickie i inne mogące mieć wpływ na stronę mery-

toryczną pracy,
	 – �sponsorowanie całości lub części badań na etapie projektowania, zbierania, 

analizy i interpretacji danych  lub pisanie raportu.
	� Konflikt interesów ma miejsce wtedy, gdy przynajmniej jeden z autorów ma po-

wiązania lub zależności finansowe z przemysłem bezpośrednie lub za pośrednic-
twem najbliższej rodziny. Jeśli praca dotyczy badań nad produktami częściowo 
lub całkowicie sponsorowanymi przez firmy, autorzy mają obowiązek ujawnić 
ten fakt w załączonym oświadczeniu.

15.	� Każda praca podlega weryfikacji w systemie antyplagiatowym (zapora  
ghostwriting).

16.	� Redakcja przestrzega zasad zawartych w Deklaracji Helsińskiej, a także w Inter-
disciplinary and Guidlines for the Use of Animals In Research, Testing and Educa-
tion, wydanych przez New York Academy nof Sciencees’ Adhoc Resarch. Wszyst-
kie prace odnoszące się do zwierząt lub ludzi muszą być zgodne z zasadami etyki 
określanymi przez Komisję Etyczną.

17.	� Czasopismo recenzowane jest  w trybie podwójnej, ślepej recenzji. Nadesłane 
prace są oceniane przez dwóch niezależnych recenzentów, a  następnie kwali-
fikowane do druku przez Redaktora Naczelnego. Recenzje mają charakter ano-
nimowy. Krytyczne recenzje autorzy otrzymują wraz z  prośbą o  poprawienie 
pracy lub z decyzją o niezakwalifikowaniu jej do druku. Procedura recenzowania 
artykułów jest zgodna z zaleceniami Ministerstwa Nauki i Szkolnictwa Wyższego 
zawartymi w opracowaniu „Dobre praktyki w procedurach recenzyjnych w na-
uce” (Warszawa 2011).

18.	� Redakcja zastrzega sobie prawo redagowania nadesłanych tekstów (dokony-
wania skrótów i poprawek). Prace są wysyłane do akceptacji autorów. Poprawki 
autorskie należy przesłać w terminie 3 dni od daty wysłania wiadomości e-mail 
(pocztą elektroniczną). Brak odpowiedzi w podanym terminie jest równoznacz-
ny z akceptacją przez autora nadesłanego materiału. 

19.	� Przyjęcie pracy do druku oznacza przejęcie praw autorskich przez Redakcję Wia-
domości Lekarskich. 

20.	� Autorzy otrzymują nieodpłatnie plik PDF wydania, w którym znajduje się ich 
praca, a na życzenie - egzemplarz drukowany. Plik elektroniczny przeznaczony 
jest do indywidualnego użytku autora, bez prawa do rozpowszechniania bez 
zgody redakcji.

21.	� Prace przygotowane niezgodnie z regulaminem zostaną zwrócone autorom do 
poprawienia. 

22.	� Redakcja nie odpowiada za treść zamieszczanych reklam.
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INTRODUCTION
Protecting the person’s rights in the field of health care is an 
important element of the state’s activities. At the same time, 
the person’s rights to health care, in particular a patient’s 
right, may be violated by medical professionals. One of 
the most common causes of patient’s rights violation is a 
medical error. For example, a study commissioned by the 
Directorate-General for Health and Consumers found that 
8–12% of patients admitted to a hospital in the European 
Union had adverse events while receiving health care; 
most of the events could have been prevented. The main 
events were health care-associated infections, medication 
errors, surgical errors, medical devices failures, errors in 
diagnosis and failure to act on the results of a test. A Danish 
study on adverse events in 2018 found that 9% of patients 
suffered harm, while a recent unpublished Polish study 
(2015) reported that 7.2% had adverse events [1]. In the 
U.S. medical errors account for 9.5% percent of all deaths 
in the country, which is making errors the third leading 
cause of death after heart disease and cancer [2]. There are 
no statistics available in Ukraine to assess the real situation 
of patients’ rights violations due to medical errors, but there 
is little reason to believe that the problem is significantly 
different from that of other countries. Taking into account 

the above, we believe that the study of jurisdictional mech-
anisms of patients’ rights’ protection affected by a medical 
error appears to be particularly relevant.

THE AIM
Solving the scientific problem of identifying the most effec-
tive jurisdictional mechanisms for protecting the patients’ 
rights affected by medical errors and generalizing scientific 
approaches to understanding the essence of medical error.

MATERIALS AND METHODS
To achieve this aim and to provide scientific substantiation 
of the research results, such methods of scientific knowl-
edge as dialectical, comparative legal method; methods of 
analysis and synthesis; formal-logical (dogmatic) method; 
statistical method and generalization method were used. 
The empirical basis of the research is the statistics of the 
Prosecutor General’s Office of Ukraine within 2014-2018 on 
the quantity of reported criminal offenses; statistics provided 
by the State Judicial Administration of Ukraine within 2014-
2018 regarding the number of convicted persons for crimes 
in which the medical subject is a special subject, statistics 

LEGAL MECHANISMS OF PATIENT’S RIGHTS PROTECTION
DOI: 10.36740/WLek201912201  

 
Oleksandra H. Yanovska, Viktor V. Horodovenko, Anna V. Bitsai
SUPREME COURT, CONSTITUTIONAL COURT OF UKRAINE, KYIV, UKRAINE

ABSTRACT
Introduction: Human life and health are considered to be of the highest social value, with particular emphasis on health care. However, the patient’s rights are pretty often 
violated by medical professionals. According to statistics, a medical error is recognized as one of the most common causes of patient’s rights violations in Europe and the United 
States. That’s why the research of jurisdictional mechanisms of patients’ rights protection in the context of medical error, seems particularly relevant.
The aim: To propose the effective jurisdictional mechanisms of the patients’ rights affected by medical error protection and to summarize scientific approaches for understanding 
the essence of medical error.
Materials and methods: The research used a set of general scientific and special methods of scientific cognition, in particular, dialectical; comparative legal; analysis and 
synthesis; formal-logical (dogmatic); statistical and generalization. The empirical base of the study is the statistics of the Prosecutor General’s Office of Ukraine and the State 
Judicial Administration of Ukraine within 2014-2018, generalization of the practice of the Constitutional Court of Ukraine, as well as statistics in the field of protection of 
patients’ rights of some countries of Europe, USA and Japan, as well as the authors’ own experience who serve as a judge and a judge assistant of the Supreme Court, a judge 
of the Constitutional Court of Ukraine.
Results: It is argued that the most effective jurisdictional mechanisms for protecting the patients’ rights affected by a medical error include: criminal, civil and constitutional 
ones. Summarizing national and foreign positions of scholars and practitioners, four main approaches to the interpretation of the “medical error” concept are highlighted.
Conclusions: In order to protect the patients’ rights adequately, including those affected by a medical error, the state must guarantee the right of access to jurisdictional protection 
mechanisms, as well as establish a system of non-jurisdictional mechanisms for the protection of health rights.

	� KEY WORDS: criminal-legal jurisdictional mechanism of protection, civil-legal jurisdictional mechanism of protection, constitutional jurisdictional mechanism of 
protection, medical error, patient’s rights

Wiad Lek 2019, 72, 12 cz. II, 2399-2403

ORIGINAL ARTICLE
PRACA ORYGINALNA



Oleksandra H. Yanovska et al. 

2400

within 2016-2018 regarding the amount of compensation to 
victims of criminal offense; results of generalization of the 
practice of the Constitutional Court of Ukraine in the field 
of health; statistics on protection of patients’ rights in some 
countries in Europe, US and Japan, as well as the authors’ 
own experience who serve as a judge and a judge assistant 
of the Supreme Court, a judge of the Constitutional Court 
of Ukraine. In addition, the authors used their own previous 
experience in advocacy, including the protection of patients’ 
rights affected by medical error, and as practicing lawyers 
whose combined experience is over 20 years.

RESULTS
According to Article 13 of the European Charter of Patients’ 
Rights, every person has the right to complain of suffering 
and damage and to receive a response or other appropri-
ate reaction. According to Article 80 of the Basics of the 
Healthcare Legislation, persons who are guilty of violations 
of health care legislation are subject to civil, administrative 
or criminal liability under the legislation. Thus, in the event 
of a patient’s rights being violated, the patient may have re-
course to various jurisdictional mechanisms to protect his/
her rights. Depending on the type of violation, the case may 
be heard by a court in criminal proceedings, administrative 
or civil proceedings, as well as in an administrative offense 
case. In addition, if all domestic remedies are exhausted, the 
person may also apply to international courts or judicial au-
thorities, in particular the European Court of Human Rights. 
Let’s review the most effective, in our opinion, jurisdictional 
mechanisms for patient’s rights protection in Ukraine.

Criminal-legal jurisdictional mechanism of protection of 
the patient’s rights. The Criminal Code of Ukraine (herein-
after – the Criminal Code of Ukraine) establishes criminal 
liability for a number of crimes with special subject, such 
as medical professionals.

Thus, according to the statistics of the General Prosecutor 
Office of Ukraine [3] under Art. 131 of the Criminal Code 
of Ukraine – a misconduct that caused infection with hu-
man immunodeficiency virus or other incurable infectious 
disease - pre-trial investigation was initiated in 2014 in 
19 criminal proceedings; in 2015 there were also 19 such 
proceedings; in 2016 - 4; in 2017 - 19; in 2018 - 2. However, 
according to the State Judicial Administration, from 2014 
till 2018, no person was convicted under this article. 

Under Art. 137 of the Criminal Code of Ukraine – a 
misconduct in the field of protection of life and health of 
children - in 2014, 380 criminal offences were registered, 
6 persons of them were convicted; in 2015 – there were 
485, 1 convicted; 529 criminal offences were in 2016, 2 
convicted; 546 were in 2017, 5 convicted; 352 were in 2018; 
3 convicted.

According to Art. 139 of the Criminal Code of Ukraine 
- failure to assist sick person by medical professional - 226 
criminal offenses were recorded in 2014; in 2015 - 257; 
in 2016 - 318; in 2017 - 22; in 2018 - 222. According to 
the State Judicial Administration, from 2014 till 2018, no 
person was convicted under this article. 

From 2014 till 2018, pre-trial investigation was conduct-
ed in 20620 criminal proceedings under Art. 140 of the 
Criminal Code of Ukraine – a misconduct of medical or 
pharmaceutical professionals. At the same time, only 35 
persons were convicted of committing this crime, which 
is less than one percent of the total number of conducted 
investigations. From 2014 till 2018, no criminal offense was 
reported under Art. 141 of the Criminal Code of Ukraine 
- violation of the patient’s rights.

Thus, by analyzing the statistics, the authors can con-
clude that this category of crimes is small enough. The 
main reason for such a situation is that theorists and 
practitioners consider the lack of an effective methodology 
for investigating health crimes, difficulties in establishing 
the evidence base and establishing a causal link between 
the medical professionals’ actions and a harm caused to a 
patient, etc. After all, the fact of referring patients to law 
enforcement agencies with the corresponding statements 
is not yet sufficient reason to believe that actions of medi-
cal professionals have indeed an available composition of 
concrete crime.

At the same time, despite a few of medical professionals 
who have been convicted of violating patient’s rights, we 
still believe that criminal-legal jurisdictional mechanism 
for protecting health rights should be applicable. Although, 
according to the experience of Japan [4], excessive crimi-
nalization of medical professionals’ actions does not solve 
existing problems, but creates additional ones. Therefore, 
along with criminal law, there must be other jurisdictional 
mechanisms of patients’ rights’ protection.

Special mention should be made of patient’s inalienable 
right to bring a civil action in criminal proceedings, which 
is the only way of compensation for the damage caused by 
the crime (property and / or moral) in the criminal process.

However, according to the prescriptions of part 7 of Art. 
128 of the Criminal Procedure Code of Ukraine, if the 
patient has not filed a civil claim in criminal case, or his/
her civil claim is left without consideration, he/she has the 
right to bring this claim in civil procedure.

Civil-legal jurisdictional mechanism of protection of 
the patient’s rights. The main mechanism for protecting 
patient’s rights in civil proceedings is to bring a lawsuit. 
A key requirement of a claim is the ability to indemnify 
property and non-pecuniary damage caused to a patient 
by actions or omissions of medical professionals and / or 
healthcare facility.

Questions about indemnification to a patient in civil 
proceedings may arise from both contractual and tort 
relationships. For example, if the failure to provide or 
improperly provide medical care does not cause harm to 
patient’s health or life, at the same time the contractual 
terms for provision of health care services are not fulfilled 
properly and / or not fully implemented, then contractual 
civil liability arises. In the case of failure to submit health 
services delivery that has harmed the patient’s health or life 
(provided that medical services contract was concluded), 
contractual and tort liability are combined. If, however, 
the failure to submit health services delivery has harmed 
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the patient’s health or life (but no health care contract has 
been concluded), tort will arise under Art. 1195, 1166, 
1167 of the Civil Code of Ukraine (hereinafter - the Civil 
Code of Ukraine).

However, if a medical professional has been prosecuted, 
a patient as a victim of a criminal offense may also file 
a lawsuit under Art. 1177 of the Civil Code of Ukraine. 
This provision establishes the obligation to indemnify 
(compensate) the harm to an individual who is a victim of 
a criminal offense. In this case, both property and non-pe-
cuniary damage are liable to compensation. However, it is 
a prerequisite for a patient to seek legal enforcement of a 
court order to prosecute a medical professional.

The general conditions of liability, including medical 
professionals and health care institutions, for causing 
property and non-pecuniary damage are defined in Art. 
1166 and 1167 of the Central Committee of Ukraine. Thus, 
in order to bring medical professionals to civil liability, 
the following conditions must be combined at the same 
time: unlawful decisions, actions or omissions of a medical 
professional; causing harm (property and / or moral) to a 
patient with adverse effects on life or health; causal link 
between decisions, actions (omissions) and such harm; 
fault of a medical professional.

It should be noted that in the legal relations for the com-
pensation of harm, including, in the provision of medical 
care, there is a presumption of guilt of an offender. That is, 
a patient does not prove the guilt of a medical professional 
and / or health care institution, and the medical profession-
al and / or health care institution prove the lack of guilt. 
An example is the decision of the Civil Court of Cassation 
within the Supreme Court in Case No. 537/4429/15-c 
of 14 March 2018 [5], which granted a cassation appeal 
and received non-pecuniary damage from a maternity 
ward caused by a physician’s misconduct of this medical 
institution.

According to court statistics, in 2016, victims of criminal 
offenses, including crimes committed by medical profes-
sionals, were fined to 63 258 308 UAH, including 17 059 
606 UAH for moral harm; in 2017 - 67 306 352 UAH, of 
which 15 541 203 UAH for moral harm; in 2018 - 85 206 
547 UAH, including 16 640 387 UAH for moral harm. 
Therefore, we believe that analysis of statistics shows that 
compensation for harm to a patient as a victim of a crim-
inal offense is an effective jurisdictional mechanism for 
protection of his/her non-property rights and ensures the 
restoration of property rights.

Foreign experience on this issue appears to be interest-
ing in the study context of criminal-legal and civil-legal 
jurisdictional mechanisms of protection of patients’ rights 
affected by a medical error.

For instance, in the United States aggrieved patients that 
sustain injuries and damages due to doctor error have legal 
recourse under civil tort law, which allows the patient (the 
plaintiff) to initiate a lawsuit in court against the doctor 
and/or the hospital (the defendants) where the negligent 
treatment was provided, in order to recover monetary 
damages [6]. Also, the nurses and physicians involved may 

face some sort of administrative sanctions, however, and 
medical professionals in the US rarely have to be concerned 
about the risk of criminal proceedings. On the other hand, 
a case of death due to an error can be considered a crime, 
but it would have to be a major, gross or reckless one. If 
a medical accident is to become a criminal case, it would 
be limited to a case such as murder or when a drunken or 
drug-addicted physician was involved in an operation [4].

In Sweden victims of medical accidents have full access to 
traditional litigation, yet practically all cases are settled out 
of court, often with (full) support of their physician(s) [7].

The continental legal system is characterized by the use of 
criminal-legal mechanisms of protection of patients’ rights, 
which constitute the criminal offense of negligent or careless 
acts of medical professionals who have harmed the patient’s 
health or caused his/her death. For example, the Criminal 
Code of the Republic of Slovenia contains Article 179, which 
establishes liability for negligent treatment. Under this Ar-
ticle, a medical professional that violates the practices and 
rules of medical science and profession, and whose conduct 
negligently causes a significant deterioration in health of a 
patient can be sentenced to imprisonment up to three years. 
Paragraph 3 of Article 179 stipulates that if the patient dies, 
the sanction includes imprisonment from one to eight years. 
The offence is classified in Chapter 20 of Crimes Against 
Human Health, where the central protected right is public 
health and public confidence in health system [8].

A similar approach can be seen in the Criminal Code of 
the Republic of Croatia, which provides for special offence 
of negligent medical treatment by Article 181.

The criminal law of Japan contains the composition of the 
crime named “professional negligence”. At the same time, 
according to scientists, criminal penalties for professional 
negligence resulting in damage to health or death of patient 
is widely interpreted by courts and covers medical error [4].

Based on the above, as well as summarizing the provisions 
of the laws of certain foreign countries, we can state that in 
the English-American (in particular, in the US) legal system 
and in the Scandinavian jurisdictions there are civil-legal 
mechanisms that are able to protect the rights in civil litiga-
tion and extrajudicial mechanisms, including those related 
to insurance and alternative ways of conflict resolution 
applied. At the same time, both in continental legal system 
and in some other countries (Japan in particular), along 
with civil jurisdictional mechanisms of protection there are 
also criminal laws that provide for the possibility of criminal 
prosecution of medical professionals due to their negligence 
or carelessness that caused harm to patient’s health or life.

Constitutional jurisdictional mechanism of patient’ rights’ 
protection. The Constitutional Court of Ukraine has a spe-
cial role in the protection mechanism of patient’s rights in 
the field of health care in Ukraine. This judicial authority 
is empowered to exercise constitutional control over the 
observance of individual rights, including healthcare scope.

An appeal form to the Constitutional Court, within 
which a person (patient) can defend his/her rights, is a 
constitutional complaint. In a constitutional complaint, a 
patient asks the Constitutional Court about unconstitu-
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tionality of the law of Ukraine (its provisions), which was 
applied by the court in a final judicial decision in a case 
(criminal, civil, administrative) affecting the rights and 
interests of such patient, and which in his/her opinion vi-
olates their constitutional rights in the field of healthcare.

Constitutional representation is another appeal form to 
the Constitutional Court which, although it may not be 
personally implemented by a patient as a physical person, 
is equally important to a person and a state legal system.

Analyzing the case law of the Constitutional Court of 
Ukraine, it is possible to outline the following key de-
cisions made in cases on constitutional representations 
that were of importance for the protection of patients’ 
rights, they are:
– �Decision of October 30, 1997, № 5- зп., where the Con-

stitutional Court interpreted the meaning of medical 
information concept and determined the revealing 
specifics of such information;

– �Decision of November 25, 1998, No. 15-рп., where the 
Constitutional Court declared unconstitutional the 
provisions for approving the list of paid services that 
can be provided in public health care institutions and 
for allowing medical institutions to accept payment from 
patients for other medical services provided as voluntary 
compensation;

– �Decision of May 29, 2002, No. 10-rp /2002, where the 
Constitutional Court concluded that the provisions of 
part three of Article 49 of the Constitution of Ukraine 
should be understood so that medical care in state and 
communal health care institutions is provided to all 
citizens regardless of its volume and without their pre-
vious, current or subsequent calculation for providing 
such help.

The above decisions of the Constitutional Court have 
played an important role in establishment and protection of 
person’s rights in the field of health care, including patient’s 
rights, since these decisions have resulted in changes of 
existing legislation that have significantly improved legal 
regulation in this area.

Thus, the role of the Constitutional Court of Ukraine 
among jurisdictional mechanisms for the protection of 
patients’ rights is to ensure the supreme legal force of the 
Constitution of Ukraine and to prevent amendments and 
additions to the Constitution of Ukraine, which result in a 
narrowing of scope or content of the relevant right.

DISCUSSION
Due to the lack of a clear definition of the term “medical 
error” in the national legislation of Ukraine and foreign 
countries, scientific discussions on the content and essence 
of this concept in the legal doctrine are ongoing. At the 
same time, having examined the positions in domestic and 
foreign literature and practice, we consider it possible to 
distinguish the main scientific approaches to interpretation 
of the “medical error” concept, according to which this con-
cept meaning is: legitimate and justified actions (inactivity) 
of medical professionals, due to circumstances objective 

and / or subjective in nature that have led to adverse health 
or life effects of a patient [9; 10; 11; 12; 13; 14; 15]; iatrogeny, 
that is, any adverse effects of various medical effects on a 
patient, resulting from both erroneous and correct actions 
of a doctor [16; 17; 18]; a kind of defect in the provision 
of medical care [19; 20]; negligence and / or dishonesty of 
medical professionals [21; 22; 23].

CONCLUSIONS
In democratic countries, human life and health are rec-
ognized as the highest social value. That is why it is the 
direct responsibility of every state, including Ukraine, 
to ensure that effective jurisdictional mechanisms are in 
place to protect patients’ rights, including those who have 
suffered from a medical error. In our opinion, the most 
effective jurisdictional mechanisms for protecting the 
patients’ rights affected by a medical error are: criminal 
law, civil law and constitutional law mechanisms. At the 
same time, as international experience shows, there is also 
a need to create an effective system of non-jurisdictional 
mechanisms for protection of patients’ rights, which must 
include different insurance systems and alternative means 
of dispute settlement, in particular mediation.
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INTRODUCTION
The pharmaceutical sector is one of the fastest growing 
and most profitable segments of the global economy. At 
the same time, the promotion of drugs on the market from 
producer to consumer has a significant specificity that dis-
tinguishes pharmaceutical products from the vast majority 
of other goods and services. This specificity lies in the fact 
that the consumer, as a rule, due to the lack of specialized 
knowledge, does not have the opportunity to choose the 
necessary product independently, and physicians make 
this choice for him. 

In countries where the health care system is at a suffi-
ciently high level, the decision to purchase a particular 
medicine is made by the doctor, primarily paid by the state, 
insurance companies, or other entities, while the patient is 
the final consumer. Ed Schoonveld, in his book “The Price 
of Global Health: Drug Pricing Strategies to Balance Patient 
Access and the Funding of Innovation” (2015) draws an 
analogy with as an unusual “dinner for three”. This author 

proposes to imagine three people going to a restaurant, 
where the first makes a meal choice from the menu, the 
second is consuming the meal and the third is paying the 
bill. In drug terms, the doctor prescribes the drug, the pa-
tient takes the drug and the insurance agent pays the bill 
[1, p. 21]. In countries where patients bear the bulk of the 
financial cost of buying medicines (for example, Ukraine), 
such a “dinner” will be “for two”. In this situation, the doctor 
decides to prescribe the medicine (choosing the product), 
but the patient or his or her family makes the payment. But 
the essence does not change – the product is not chosen 
by the one who pays for it. This feature determines a high 
level of corruption risks in the relationship between phar-
maceutical manufacturers and HCPs.

Studies show that there are cases of pharmaceutical 
companies using improper drug marketing, putting their 
financial interests above the interests of patients. With 
such marketing, direct and indirect bribing of doctors is 
used to maximize the promotion of drugs on the market. 
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ABSTRACT
Introduction: Improper healthcare marketing is a part of institutional corruption in the pharmaceutical markets, which causes significant harm to public health. Legal measures 
are an importent component of the mechanism for preventing this phenomenon.
The aim: The purpose of the article is to raise awareness and stimulate serious discussion about the necessity to improve the preventative role of law in the field of healthcare 
marketing by adjusting liability for offenses in this area.  
Materials and methods: This study is based on the analysis of international law, medical and criminal legislation, juridical practice, criminal and medical law legal doctrine, 
physicians survey results and expert interviews. Dialectical, comparative, analytic, synthetic and system analyses research methods were used, also for interpretation purposes.
Results: The study showed the effectiveness of the US fight against improper healthcare marketing by applying millions and billions of fines to the largest pharmaceutical 
companies in the world, which led to a reduction in corruption in this sphere. Legal restrictions on the activities of medical sales representatives of pharmaceutical companies 
are justified by the Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human 
use, as well as in the German legislation (Medicinal Products Act). 
An analysis of Articles 299a and 299b of the German Criminal Code (StGB), as well as the practice of their application, showed their effectiveness. Still, there are problems in 
delimiting these offenses from the legal provision of drug information. The lack of anti-corruption regulation of drug promotion in Ukraine negatively affects the situation in this area. 
Conclusions: The legal mechanism for the prevention of improper healthcare marketing at the national level should include the following measures: a) strict legal regulation of 
the rules for the promotion of medicines; b) anti-corruption restrictions on the activities of medical sales representatives of pharmaceutical companies; b) the criminal liability of 
pharmaceutical companies for corruption in the implementation of healthcare marketing; c) the criminal liability of representatives of pharmaceutical companies and Healthcare 
professionals (HCPs) for active and passive briberies; d) legal support for professional self-regulation aimed at creating ethical standards of conduct in the pharmaceutical markets.
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These problems exist both in low-income countries (for 
example, Pakistan [2], India [3]), and in countries with 
high levels of economic development (for example, the 
USA, Canada [4]). 

Thus, in the research Transparency International 
“Corruption in the Pharmaceutical Sector. Diagnosing the 
Challenges” (2016) states that the marketing of medicines, 
which is primarily an interaction between the pharma-
ceutical industry and (HCPs), constitutes a large part of 
pharmaceutical company expenditure [5]. MA. Gagnon, 
in his research “Corruption of pharmaceutical markets: 
addressing the misalignment of financial incentives and 
public health” (2013) notes that “in the United States, the 
pharmaceutical industry spends up to $42 billion in pro-
motion towards physicians every year, which is, on aver-
age, $61,000 per physician to influence their prescribing 
habits and generate profits.” [4] In many cases, payments 
made by pharmaceutical companies to HCPs in the guise 
of paying for drug information are corrupted and built to 
increase sales unjustifiably through improper advertising. 
This activity leads to an unjustified increase in the cost of 
medical services, which reduces the availability of treat-
ment. As a result, the level of trust in physicians decreases, 
the number of people self-medicating increases, as well 
as the risk of harming the life or health of patients due to 
excessive use of drugs.

At the same time, the line between the legitimate in-
forming of medical professionals about drugs and indirect 
bribery is not clear enough. The legal regulation of these 
relations in different countries is significantly not the same. 
Moreover, it ranges from fairly loyal legislation (Ukraine) 
to severe restrictions with the establishment of criminal 
punishment for receiving and giving illegal remuneration 
(Germany). 

Thus, the study of German and Ukrainian experience 
in preventing improper healthcare marketing is relevant.

THE AIM
The purpose of the article is to raise awareness and stimu-
late serious discussion about the necessity to improve the 
preventative role of law in the field of healthcare marketing 
by adjusting liability for offenses in this area.  

MATERIALS AND METHODS
This study is based on the empirical and analytical data of 
the WHO, European Commission, NGO “Transparency 
International”, Directive 2001/83/EC of the European 
Parliament and of the Council of 6 November 2001 on the 
Community code relating to medicinal products for human 
use, legislation of Ukraine and Germany, legal practice of 
the USA, Germany and Ukraine, physicians survey results, 
expert interviews, criminal and medical law legal doctrine. 
Totally 26 laws and papers were analyzed, 75 physicians 
were surveyed, and 8 experts were interviews. Dialectical, 
comparative, analytic, synthetic and system analyses re-
search methods were used, also for interpretation purposes.

RESULTS 

THE USA LEGAL PRACTICE
Over the past ten years, the United States has taken deci-
sive steps to combat pharmaceutical corruption, including 
through the promotion of drugs. Such actions have sig-
nificantly affected the situation in the world as a whole. 
Thus, in 2009, American pharmaceutical giant Pfizer Inc. 
and its subsidiary Pharmacia & Upjohn Company Inc. 
have agreed to pay $2.3 billion to resolve criminal and 
civil liability arising from the illegal promotion of certain 
pharmaceutical products. The company illegally promoted 
four drugs – Bextra, an anti-inflammatory drug that Pfizer 
pulled from the market in 2005; Geodon, an anti-psychotic 
drug; Zyvox, an antibiotic; and Lyrica, an anti-epileptic 
drug – and caused false claims to be submitted to govern-
ment health care programs for uses that were not medically 
accepted indications and therefore not covered by those 
programs. The civil settlement also resolves allegations that 
Pfizer paid kickbacks to health care providers to induce 
them to prescribe these drugs [6]. In 2012 Pfizer H.C.P. 
Corporation, an indirect wholly owned subsidiary of Pfizer 
Inc., has agreed to pay a $15 million penalty and more 
than $26.3 million in disgorgement of profits to resolve an 
investigation of Foreign Corrupt Practices Act violations in 
connection with improper payments made to government 
officials, including publicly-employed regulators and health 
care professionals in Bulgaria, Croatia, Kazakhstan and 
Russia. In these countries, Pfizer H.C.P. Corporation has 
developed and implemented special corruption programs, 
such as “Incentive Trips” (Bulgaria), “Consulting Agree-
ment” (Croatia), and “Hospital Program” (Russia). Thus, 
Pfizer Russia employees were allowed to provide incentives 
that were calculated as 5% of the value of certain Pfizer 
products purchased by the hospitals. Pfizer Russia used 
the Hospital Program to make cash payments to individual 
government healthcare professionals to corruptly reward 
past purchases and prescriptions of Pfizer products, and 
to corruptly induce future purchases and prescriptions [7].

In 2011 The U.S. Securities and Exchange Commission 
(SEC) charged Johnson and Johnson (J&J) with violating 
the Foreign Corrupt Practices Act.  The SEC alleges that 
subsidiaries of the New Brunswick, N.J.-based pharma-
ceutical, consumer product, and medical device company 
paid bribes to public doctors in Greece who selected J&J 
surgical implants, public doctors and hospital administra-
tors in Poland who awarded contracts to J&J, and public 
doctors in Romania to prescribe J&J pharmaceutical 
products. J&J subsidiaries also paid kickbacks to Iraq to 
obtain 19 contracts under the United Nations Oil for Food 
Program. J&J agreed to settle Cases Brought by SEC and 
Criminal Authorities by paying $ 70 million [8]. In 2012 
Global health care giant GlaxoSmithKline LLC (GSK) 
pleaded guilty and paid $3 billion to resolve its criminal 
and civil liability arising from the company’s unlawful 
promotion of certain prescription drugs, its failure to 
report certain safety data, and its civil liability for alleged 
false price reporting practices. GSK paid millions of dollars 
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to doctors to speak at and attend meetings, sometimes at 
lavish resorts, at which such drugs as Wellbutrin and Paxil 
were routinely promoted [9]. James M. Cole, Deputy U.S. 
Attorney General, emphasizing the importance of this 
multi-billion dollar settlement, said: “At every level, we 
are determined to stop practices that jeopardize patients’ 
health, harm taxpayers, and violate the public trust – and 
this historic action is a clear warning to any company that 
chooses to break the law.” [9]

EUROPEAN UNION LEGISLATION
The Directive 2001/83/EC of the European Parliament and 
of the Council of 6 November 2001 on the Community code 
relating to medicinal products for human use contains provi-
sions on how to inform HCPs about drugs. Recognizing the 
need for such information, paragraph 47 of the Preamble states 
that the advertising of medicinal products to persons qualified 
to prescribe or supply should be subject to strict conditions 
and effective monitoring, referring in particular to the work 
carried out within the framework of the Council of Europe. 
The requirements that must be met by informing HCPs about 
medicines, including by medical sales representatives, as well 
as general approaches to establishing sanctions for violations 
of these requirements, are recorded in Art. 91-99 Directive. 
So, in particular, Art. 94 contains the following prohibitions: 
Where medicinal products are being promoted to persons 
qualified to prescribe or supply them, no gifts, pecuniary 
advantages or benefits in kind may be supplied, offered or 
promised to such persons unless they are inexpensive and 
relevant to the practice of medicine or pharmacy (р. 1). 
Hospitality at sales promotion shall always be reasonable in 
level and secondary to the main purpose of the meeting and 
must not be extended to other than health professionals (p. 2). 
Persons qualified to prescribe or supply medicinal products 
shall not solicit or accept any inducement prohibited under 
paragraph 1 or contrary to paragraph 2 (p. 3). [10] In 2017 
Updated Study on Corruption in the Healthcare Sector. Final 
Report was published by European Commission. [11] In this 
report, improper marketing, the facts of which were revealed 
in Lithuania [11, p. 61] and Poland [11, p. 81-82], are indicated 
as types of corruption in healthcare sector. 

GERMANY LEGISLATION AND LEGAL PRACTICE
StGB criminalizes public health corruption, such as taking 
bribes (§299 а) and giving bribes in the healthcare sector 
(§299 b). Thus, according to Section 299a whosoever as a 
member of a healthcare profession for which a state-reg-
ulated professional education in order to practice his pro-
fession or use his professional title is established requests, 
allows himself to be promised or accepts an advantage for 
himself or for a third party while practicing that profession, 
in order to 
1. �when prescribing pharmaceuticals, remedies, aids or 

medical devices or 
2. �at the purchase of pharmaceuticals, remedies, aids or 

medical devices which are intended for direct applica-

tion by the member of the healthcare profession or its 
professional assistant or 

3. �when assigning patients or test materials 
unfairly give preference to another in the national or 
foreign competition shall be liable to imprisonment of no 
more than three years or a fine.

Section 299b of the StGB is actually a mirror image of 
section 299a of the StGB, which establishes liability for ac-
tive corruption, i.e. an act of offering, promising or granting 
a benefit under circumstanced which were described in 
§299а. According to Section 300 StGB aggravated cases 
of taking and giving bribes in the healthcare sector an 
offender under sections 299a and 299b shall be liable to 
imprisonment from three months to five years. [12]

It should be noted that the StGB was added by sections 
299a and 299b based on the German Act on Fighting Cor-
ruption in the Healthcare Sector (Gesetz zur Bekämpfung 
der Korruption im Gesundheitswesen) [13], which entered 
into force on June 4, 2016.

The decision to develop such a document was taken in re-
sponse to a gap in the criminal law established by the German 
Federal Court of Justice (Bundesgerichtshof). Thus, for several 
years, a practice called “prescription management” was carried 
out in Germany, according to which physicians received a 
percentage of the selling price of the respective manufacturer 
as a bonus for prescribing certain drugs of the manufacturer. 
These payments were each reported as fees for fictitious sci-
entific lectures. The Regional Court of Hamburg found that 
the pharmaceutical consultant handed over to the physicians, 
under such circumstances, 16 checks for a total of about 18,000 
euros. One of the physicians was charged and found guilty 
under section 1 §299 StGB, and a pharmaceutical consultant 
under section 2 §299 StGB for taking and giving bribery in 
commercial practice [14].  This sentence was appealed to the 
5th Senate of the Federal Court of Justice, which on July 20, 
2011 sent the case to the Supreme Senate to decide whether 
the health practitioners are officials in the sense of §11 StGB 
or persons authorized by hospital insurance companies in 
the sense of §299 StGB [15]. On March 29, 2012 the Federal 
Court of Justice in its decision declared that in dependent 
health practitioners could not be held criminally liable as 
perpetrators of the corruption offences in force at that time 
since they are neither public officials nor employees or agents 
of a business [16]. Based on this decision, the 5th Senate of 
the Federal Court of Justice overturned the sentence of the 
Regional Court of Hamburg [17].

This gap in criminal law was eliminated by adding Articles 
299a and 299b to the StGB. After that, the provisions of these 
norms began to apply to all corruption actions in the health 
sector committed by both private physicians and physicians 
working in medical institutions. Criminal liability has been 
established for any benefit that HCPs receive from pharma-
ceutical companies, and pharmaceutical companies give it 
to unfairly favor others in national or foreign competition.

Based on the § 30 Administrative Offenses Act (Ord-
nungswidrigkeitengesetz) [18], as well as the Medicinal 
Products Act (Arzneimittelgesetz ) [19], a pharmaceutical 
company may be fined for bribing HCPs.
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PROFESSIONAL SELF-REGULATION
Professional self-regulation is a significant component of 
the prevention of improper healthcare marketing. So, from 
January 1, 2017, the MedTech Europe Code of Business 
Ethics has become mandatory for corporate members 
of MedTech Europe. The organization’s website says that 
it regulates all aspects of the industry’s relationship with 
HCPs and Healthcare Organizations, to ensure that all 
interactions are ethical and professional at all times and to 
maintain the trust of regulators, and – most importantly 
– patients. [20]

In Germany on February 16, 2004 Voluntary Self-Con-
trol Association for the Pharmaceutical Industry (FSA) 
was founded by the members of the Association of Re-
search-based Pharmaceutical Manufacturers. There are 
no fewer than 56 well-known pharmaceutical companies 
in FSA, which cover at least 75% of the pharmaceutical 
market in Germany. The association has developed and 
adopted three codes: 1) FSA Transparency Code – member 
companies commit themselves to publish all monetary 
benefits to health professionals and medical institutions; 2) 
FSA-Codex Expert Groups – for the benefit of the patient, 
it regulates the ethical cooperation of drug manufacturers 
with doctors, pharmacists and other medical professionals; 
3) FSA Code Patient Organizations – establishes binding 
rules for a trusting, transparent and ethical cooperation 
of patient self-help organizations and pharmaceutical 
companies. The provisions of these codes in Germany 
are corporate rules, for violation of which the FSA may 
imposes a fine on a legal entity. [21]. 

In Ukraine, on September 15-17, 2010, the VII National 
Congress of Pharmacists of Ukraine adopted the Code of 
Ethics for a pharmaceutical worker, an integral part of 
which is the Rules for the proper promotion by pharmaceu-
tical companies of medicines to healthcare professionals. 
[22] However, these rules are declarative, there are no 
sanctions for their violation, and therefore they should be 
considered instead as wishes.

UKRAINIAN LEGISLATION AND LEGAL PRACTICE
In Ukrainian legislation, the relationship between phar-
maceutical companies and healthcare providers regarding 
drug information is not regulated. The Law “On Medicines” 
[23], adopted back in 1996, does not even address this 
problem, in no way regulating the activities in Ukraine of 
the army of thousands of sales representatives of pharma-
ceutical companies.

The Ministry of Health of Ukraine tried to fill this legal 
vacuum on October 9, 2013 by approving the regulation 
“Medicines. Good Promotion Practices.” [24] It was based 
on the provisions of the Directive 2001/83/EC of the Eu-
ropean Parliament and of the Council of 6 November 2001 
on the Community code relating to medicinal products for 
human use [10]. This regulation established the rules for 
the promotion of medicines, including rules on the interac-
tion of pharmaceutical companies and their medical sales 
representatives with HCPs in such activities. However, it 

lasted less than two months and was canceled on November 
18, 2013, so far, the legal vacuum remains.

Bribery of an employee of an enterprise, institution, or 
organization (both active and passive) in Ukraine is a crime 
under Article 354 of the Criminal Code of Ukraine (CCU). 
[25]. Theoretically, bribing a doctor by a representative 
of a pharmaceutical company to unfairly give preference 
to another in the national or foreign competition should 
be punished under this rule. However, an analysis of the 
judicial practice of Ukraine (it was carried out by studying 
the Unified State Register of Judicial Decisions) showed 
that there is no practice of applying this article in cases of 
improper marketing in healthcare.

THE RESULTS OF UKRAINIAN EXPERT 
INTERVIEWS AND PHYSICIAN SURVEYS
 As part of this research in September 2019, eight experts 
with more than 20 years of experience in healthcare were 
interviewed based on anonymity. Interviews were given by 
three heads of municipal hospitals, three heads of pharma-
ceutical companies, one employee of the central office of The 
State Service of Ukraine on Medicines and Drugs Control, 
and one medical lawyer in the field of pharmaceutical law.

All interviewed experts drew attention to the fact that 
the activities of medical sales representatives of phar-
maceutical companies in Ukraine are widespread. Their 
communication with HCPs occurs regularly, but it is 
carried out in a legal vacuum, without any law regulation. 
Experts note that, as a rule, medical sales representatives 
are not perceived by doctors as high-level professionals, 
carriers of new knowledge about medicines. Physicians 
generally consider them unhappy medical professionals 
who quit their profession due to a lack of skills or desire 
to get higher wages.

The main task of medical sales representatives is to in-
crease sales of pharmaceutical products manufactured by 
their company. To this end, they need to convince HCPs of 
the quality and effectiveness of these products and, where 
possible, encourage them to prescribe such products to 
patients more frequently. 

There are various ways of influencing HCPs, but these 
have changed significantly over the past ten years. All 
experts noted that 10-15 years ago, direct bribery of phy-
sicians was widespread, where they received a cash reward 
of about 5% of the cost of medicines they prescribed to 
patients. In some clinics, doctors were even offered medi-
cines at wholesale prices, which they sold to patients with 
their interests. None of the experts remembered a single 
case in which a physician and a sales representative were 
liable for taking or giving illegal remuneration.

Over the past ten years, the situation in Ukraine has 
begun to change, because medical representatives of large 
American and European pharmaceutical companies, as a 
rule, refuse such practice. Representatives of Ukrainian 
pharmaceutical companies are more focused on working 
with large pharmacy chains, which, receiving products at 
lower prices, take on obligations in terms of sales.
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In the area of ​​relations with HCP, pharmaceutical com-
panies make extensive use of sponsorship of scientific 
events that advertise their products, pay for the lectures 
of doctors who share positive experiences with the use of 
such products, and pay for the travel of doctors to scien-
tific events, including abroad. Medical representatives also 
provide doctors with free samples of medicines, as well as 
souvenirs and some other products with a company logo 
that they can use at the workplace.

Experts pointed to serious corruption risks for pharma-
cies located in hospitals and other medical institutions. 
Since patients buy more than 90% of medicines in Ukraine, 
most of the medications prescribed for patients with inpa-
tient treatment are purchased in such pharmacies. This sit-
uation makes it possible to quickly determine the number 
of prescriptions of a particular medicine made by a doctor 
and, accordingly, provide material incentives for doctors.

The next stage of this research was a physician survey to 
determine their attitude to the activities of medical sales 
representatives of pharmaceutical companies. In October 
2019, 75 doctors from the Poltava and Sumy regions were 
interviewed. The results of the survey of physicians show 
that the majority of respondents (97.3%) had experience of 
direct communication with medical sales representatives 
of pharmaceutical companies. Only two physicians from 
the Sumy region with work experience from 1 to 3 years 
made an exception. Most of the interviewed physicians 
(69.3%) consider such experience useful for themselves. 
However, direct communication with medical represen-
tatives was named as the most productive way to obtain 
information only by eight physicians (10.7%), while others 
prefer to receive information from highly qualified doctors 
and pharmacists, both in personal communication and 
at conferences, seminars, and advanced training courses. 

DISCUSSION
Marc-André Gagnon (Corruption of Pharmaceutical 
Markets: Addressing the Misalignment of Financial Incen-
tives and Public Health, 2013) concludes that institutional 
corruption in the pharmaceutical sector is caused by the 
misalignment of private profit-maximizing objectives with 
public health needs. Based on the analysis of a business 
model promoting harmful practices, this author recom-
mends such means of realigning financial incentives in 
order to foster therapeutic innovation and promote the 
rational use of medicines: 1) fines and criminal penalties for 
illegal conduct; 2) tax policy to promote specific corporate 
activities; 3) new forms of prescription drug pricing, such 
as reference-based pricing and value-based pricing [4]. 

At the same time, German researchers B. Bahner (2017) 
[26]  and H. Diener (2018) [27] assess the new criminal 
laws on corruption in healthcare (sections 299a and 299b 
of StGB) as contradictory. In their opinion, these laws are 
not clear enough. Therefore, today, in Germany, there is 
no decision on which types of cooperation between HCPs 
and the pharmaceutical industry are legal and which are a 
crime. Such a situation does not contribute to the protec-

tion of patients for whom these laws were created. 
Researchers at drug promotion practices Nilan T. Jacob 

(2018) [28] and V. Sasirekha (2018) [29] emphasize that 
the pharmaceutical sector is suffering from a poor reputa-
tion. These authors believe that greater transparency and 
accountability must be ensured in all aspects of HCPs and 
industry relationships. The key to sustainable growth is 
ethical business practice. 

CONCLUSIONS
The high level of corruption risks in healthcare marketing, 
due to the specific consumption of pharmaceutical prod-
ucts, requires adequate legal measures to prevent offenses. 

Incorrect healthcare marketing is a corruption crime, for 
which a penalty has been established for both individuals 
and legal entities. Not only HCPs and sale representatives 
but also heads of pharmaceutical companies should be 
punished for the commission of such crimes. 

It is necessary that the criminal law on the punishment 
for such crimes will be clear and make it possible to dis-
tinguish offenses from the legitimate informing of HCPs 
by representatives of pharmaceutical companies. At the 
same time, the activities of medical sales representatives 
of pharmaceutical companies should be regulated in such 
a way as to ensure transparency of the costs of informing 
about medicines, as well as minimize personal communi-
cation of such representatives with HCPs.

Reputable professional organizations, realizing the dan-
gers of improper pharmaceutical marketing, are taking 
steps to create ethical standards in this area, as well as to 
monitor their implementation by drug manufacturers. 
Such measures are, in many cases, effective, especially 
where such professional organizations have government 
support (for example, in Germany).

Given the high level of globalization of the pharma-
ceutical business, effective measures to prevent unfair 
marketing used in countries with a high level of economic 
development (USA, Germany, etc.) have a positive impact 
on the situation in the pharmaceutical markets in other 
countries, including Ukraine.
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INTRODUCTION
Turning to health providers for patient’s diagnosis, pre-
vention and treatment, there’s always the possibility for 
serious unexpected effects. Although the standards of 
modern treatment allow us to choose such methods that 
will be beneficial for the patient’s recovery, but individual 
specific features of a patient’s organism and other factors 
might have an impact on the usual course of treatment and 
compel a doctor to risky methods. Being allowed to take 
risks, physicians should be aware of the state’s obligation to 
exclude their liability in case of the adverse effects of risky 
treatment. In order to protect the fundamental rights and 
freedoms of the patient from medical errors during the 
treatment process, as well as to guarantee the professional 
right of the physician to take risks, it is necessary to be 
aware of the reasons for its justification in each particu-
lar situation, the commencement of the risky action, its 
motivation and objectives, with an assessment of which 
often arise difficulties. Therefore, it is important to regulate 
medical risks in the treatment properly, while taking into 
account the interests of both patients and physicians at 
taking risks. Clarification of the outlined issues is possible 
on the basis of international experience.

THE AIM
To find out the state of regulation of medical risk at the 
international level and in the legislation of the individual 
European countries, to formulate the concept of justified 
medical risk, to analyze the basic signs of medical risk as a 
basis for effective protection of the doctors’ rights in their 
practical activity.

MATERIALS AND METHODS
International Acts of the World Medical Association 
(hereinafter - WMA), legislation of certain European 
countries (Poland, Germany, France Italy), scientific 
works, judgments of the European Court of Human 
Rights (hereinafter - ECHR), 96 sentences of national 
courts of Ukraine under art. 140 of the Criminal Code 
(hereinafter referred to as the Criminal Code) of Ukraine 
for the «Inadequate delivery of professional duties by a 
medical or pharmaceutical worker», the results of a survey 
among 92 medical specialist.

This article is based on dialectical, comparative, analyti-
cal, formal-logical, statistical and complex methods of sci-
entific research and sociological method (questionnaire).
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RESULTS AND DISCUSSION
According to researcher Z. Gladun, the basis for regulat-
ing the relationship between the patient and the doctor or 
other medical workers is the norms of morality and ethics, 
which over time have developed into a separate area of ​​
knowledge, called medical ethics. From his point of view, 
the relations between the patient and the doctor or other 
health care workers are regulated by both legal and moral 
and ethical standards, which in this sphere of relations 
acquire the character of medical-ethical, deontological 
norms [1, p. 9-10].

Practical application of Art. 2 of the Convention on 
Human Rights and Fundamental Freedoms (hereinafter 
referred to as the Convention), which establishes, in es-
sence, the negative and positive obligations of the State to 
ensure the right to life. And if a negative obligation means 
to abstain from the unlawful deprivation of a person’s 
life, then a positive one is to protect a person’s right to 
life through the statutory provisions regarding criminal 
liability for the unlawful deprivation of a person’s life. 
Besides, as the ECHR notes in the case of «W v. the United 
Kingdom»1987, the responsibility for the deprivation of 
life should extend to the actions of individuals as well as 
those acting on behalf of the state [2, p. 166]. This means 
that any negligence or carelessness in providing health 
care services, which leads to negative consequences and 
violates the human right to life is a ground for liability 
of the health care provider for violation of Art. 2 of the 
Convention.

The private life of a person is also under the protection 
of art. 8 of the Convention which is filled not only with the 
individual’s personal space but also, in the interpretation of 
the ECHR (Niemitz v. Germany decision 1992), is much 
broader than the traditional Anglo-American concept of 
«privacy» and includes both the moral and the physical 
integrity [2, p. 294-295]. For example, in the case of Cso-
ma v. Romania in 2013, the ECHR held that the violation 
complainant’s right to privacy occurred because she was 
not included in the choice of medical treatment and the 
absence of notification of a possible risk during the medical 
procedure [3].

In order to protect the patient’s right to life and health, 
medical reform has been undertaken in most European 
countries, the main focus of which is standardization and 
protocolization of patients’ treatments and it allows the 
doctor to choose the most appropriate treatment option. In 
practice, there are cases where a physician chooses more 
risky method of patient’s treatment than the others pre-
scribed by appropriate protocols to improve the patient’s 
condition [4, p. 1839]. Therefore, the cornerstone of the 
issue under consideration is the attitude of the legislator 
towards physicians who, when applying risky therapies, 
there is a risk of being prosecuted for the harm caused to 
the patient’s health whose protected rights and freedoms 
may be violated at risk. Therefore, the study will look 
one-sided if it focuses only on patients and their right to 
life and health, without taking into account the professional 
rights of doctors.

In order to protect the rights of physicians in their med-
ical activities, more attention should be paid to cases in 
which the physician harms a patient, but it is not related 
to a medical negligence. One such case is a medical risk. 
Doctors who exercise the right to risk need additional 
safeguards and protection in the event of a negative con-
sequences if the risk is justified.

The WMA has adopted a number of acts that regulate 
general health care issues and, to some extent, regulate 
medical risk issues. The analysis of international instru-
ments makes it possible to conclude that medical risk 
is considered in the context of: 1) the patient’s right to 
information about treatment; 2) implementation of med-
ical activities; 3) conducting medical research. This article 
discusses international instruments that regulate medical 
risk when performing medical activities.

The right of a doctor to medical risk is enshrined in the 
International Code of Medical Ethics of the WMA: «A 
doctor should act only in the best interests of the patient 
when he or she uses such types of care that may impair 
the patient’s physical or mental state» [5]. This leads to 
the conclusion that a doctor can apply risky therapies in 
order to save a patient’s life, keep an organ in function, 
etc., by first comparing the risky action and its potential 
outcome.

In order to protect the doctor while his medical activity, 
the WMA adopted a Declaration on the independence 
and professional freedom of the doctor, which stated that 
«Doctors should have the professional freedom to provide 
care to their patients without external influences. The 
professional prescriptions of the physician, as well as his 
freedom in making clinical or ethical decisions in treating 
and assisting patients, should be safeguarded and protect-
ed»[6]. Therefore, the doctor may exercise the right to 
professional freedom , while making decisions and choose 
a treatment method that is risky, taking into account the 
condition and features of the patient’s illness.

Thus, by analyzing WMA acts, we can conclude that they 
envisage the doctor’s obligation to provide medical care,  
the doctor’s right to medical risk and freedom in making 
professional decisions, which are interrelated elements. 
However, the lack of detailed regulation of medical risk, 
a clear indication of when it starts and ends leads to arbi-
trariness when considering criminal proceedings and the 
unlawful prosecution of doctors. C. Rodriguez and other 
authors in their article point out that the lack of detailed 
regulation of medicinal risk in the legislation does not 
contribute to its correct enforcement [7, p.10, 11].

The doctor’s right to medical risk is enshrined in the laws 
of individual European countries. For example, in part 1 of 
art. 34.1 of the Polish Law on the Profession of the Doctor 
and the Dentist states that a doctor may perform surgery 
or apply a method of treatment and diagnosis that creates 
an increased risk for the patient only after having received 
the patient’s consent [8]. At the same time, paragraph 7 of 
this article states that a doctor may decide on risky actions 
without the consent of the patient in the event that delay 
in obtaining consent may threaten negative consequences. 
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A similar provision is contained in articles 42 and 43 of 
the Fundamentals of the Legislation of Ukraine on Health 
Care [9].

It is also known that the patient’s consent to any manip-
ulation is mandatory, and the violation of this prescrip-
tion is a ground for compensation for the harm caused 
to a patient. M. Paszkowska emphasizes that the patient’s 
consent to the use of risky treatment is a guarantee for 
the protection of both the healthcare provider and the 
doctor himself from criminal liability [10, p. 1240]. Other 
researchers believe that the intervention is possible without 
the consent of the patient, if such intervention is in the best 
interests of the patient. Consent matters when a patient has 
received the necessary information about his or her health 
condition and has been aware of the risks and consequences 
of medical intervention [11, p. 324].

In order to evaluate the category of medical risk in the 
doctor’s practical activity and to increase the level of pro-
tection of their rights, an anonymous survey was conducted 
among doctors of different specialties from Kiev, Kharkiv, 
Donetsk, Mariupol, Odessa, Lviv, Uzhhorod, which was 
conducted from April to September 2019. 92 respondents 
took part in the survey: 24 of them are dentists, 10 sur-
geons, 10 ophthalmologists, 6 cardiologists, 7 therapists, 
12 neurologists, 2 pediatricians, as well as 3 psychiatrist, 1 
otolaryngologist, 1 endocrinologist, 1 endoscopist, 5 der-
matologist. Those who took part in the survey, 9% exercise 
their professions from 5 to 10 years; 30% - from 10 to 20 
years; 45% - from 20 to 30 years; 10% - from 30 to 40 years; 
6% - 40 years and more.

The questions included in the questionnaire were aimed 
at clarifying the level of understanding of the concept of 
medicinal risk, its purpose and the commencement. For 
each of the questions, doctors were offered several options, 
one of which provided the opportunity to express their 
own position.

The first question was aimed at assessing the understand-
ing of medical risk as a phenomenon in practice, namely: 
«What do you think is medical risk?» And several options 
were suggested: A) the possibility of adverse effects of treat-
ment over a period of time; B) deviation from the protocol 
or standard of treatment; C) a specific set of actions taken 
by the physician at his or her own discretion in the event of 
a critical condition of the patient, if the course of the disease 
or medical procedure is atypical and it’s impossible to act 
in accordance with the prescribed rules; D) another option.

Among those interviewed, 43 people (47%) believe that 
option C most accurately describes «medical risk» as a 
phenomenon, 37 people chose option A (40%), 7 persons 
(8%) chose option D and only 5 person chose option B 
(5%) (Fig. 1).

It is also important to determine when medical risk 
begins. To clarify this, a question was formulated as 
follows: «When do you think a medical risk begins?», 
and the following options: A) from the moment of iden-
tification of circumstances that have a potential negative 
impact on a patient’s life and health; B) from the moment 
of deviation from the protocol or standard of treatment; 

C) from the onset of adverse effects on the life and health 
of the patient; D) another option. Of those questioned, 
17 people chose option A, 14 people chose option C, 3 
people chose option D, 1 person chose option B. 3 peo-
ple, who chose option D, indicated that determining the 
commencement of  medical risk  is a difficult task, as risk 
always exists (Fig. 2).

In order to confirm or refute the thesis of how often med-
ical risk occurs in the practice, the questionnaire separately 
revealed whether respondents or their colleagues had to 
take risks. The survey showed that 82% of doctors had to 
take risks personally, 16% did not take risks personally, 
but they did encounter risks in the practice of their own 
colleagues. 2 of the respondents chose the option «No, I  
did not encounter cases of risk neither in my own practice 
nor in the practice of my colleagues», which demonstrates 
the inalienability of medical risk in the practice of doctors.

To the question: «Are you consciously ready to take a 
medical risk?» 75% answered that they are ready to take a 
medical risk in any case, 25% are ready to take a risk only 
in exceptional cases, and none of the doctors answered that 
they are not ready to take a medical risk.

The following question was aimed at analyzing the 
goal of medical risk in the practice and was formulated 
as follows: «What can make you to take a medical risk?» 
And the following options were suggested: A) to save the 
patient’s life and health if other ways are ineffective; B) the 
potential promotion and recognition as a specialist; C) the 
opportunity to gain experience, even if it is negative; D) all 
of the above-mentioned.

The survey found that most doctors (88 people) chose 
option A, i.e. they are ready to take a medical risk in order 
to save a patient’s life and health, only 1 person chose option 
C (an opportunity to gain experience, though negative), 
3 person chose option D (all listed) and none of the re-
spondents chose option B (opportunity to gain experience, 
although it is negative) (Fig. 3).

 When researching the concept of «medical risk» it 
should be noted that the regulation of treatment meth-
ods at international and national levels allows the doctor 
to choose alternative methods, taking into account the 
ratio of potential risk of the performed procedure and 
its results. In each of the methods, there is to varying of 
degrees specified element of risk (for example, identifying 
circumstances that were not known to the doctor before 
the medical manipulation), and therefore it is possible to 
expect the probability of negative consequences of the 
performed procedure.

By an order No. ACZ 1329-1317 dated 11 April 2018 of 
the Appeals Court of Civil Affairs in Poznan, it was stated 
that even if the medical service or treatment was carried 
out with proper adherence of professional duties, regula-
tions and medical knowledge, the possibility of occurrence 
negative consequences for the life and health of the patient 
can’t be excluded. In this case, it is a medical risk [13].

However, the onset of adverse effects is preceded by 
the physician’s choice of a treatment or modalities for the 
implementation of medical procedure that may cause such 
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effects. This means that the most accurate characterization 
of the concept of risk was given by the 47% of the inter-
viewed  doctors, who said that the medical risk is a certain 
set of actions that the doctor does at his own discretion in 
the critical condition of the patient, if the disease or medical 
procedure is atypical and it is impossible to act according 
to the rules provided.

If a physician chooses a method of treatment, diagnosis 
or surgery that carries an increased level of risk, he or she 
may use the right to medical risk, which is a form of action 
related to the risk provided under art. 42 of the Criminal 
Code of Ukraine [12].

From the point of view of justified medical risk, the fol-
lowing can be traced in the criminal codes of individual 
countries as a circumstance that excludes criminal liability 
for harm to a patient. For example, the general concept 
of justified risk is established in Part 1 of art. 42 of the 
Criminal Code of Ukraine: «Risk is considered justified if 
the goal that was set could not be achieved by this action 
(or omission), which is not connected with risk, and the 
person who permits the risk reasonably expected that 
the measures that he or she had taken were sufficient to 
prevent harm to the patient’s legally protected interests» 
[12]. Similarly, in most European countries, justified risk 

is recognized as a circumstance that excludes criminal 
liability. Something similar is the way of defining the risk 
in art. 33 of the Criminal Code of Latvia and in art. 34 of 
the Criminal Code of the Republic of Lithuania [14].

In proving the existence of justified medical risk, the 
criminal liability of the doctor is excluded due to the ab-
sence in his or her actions of a sign of the illegality of his or 
her behaviour. The basis of a medical risk is its justification, 
which is determined by three elements, the presence of 
which in conjunction is the basis for the mandatory exclu-
sion of criminal liability for the harm caused to the patient.

Firstly, it is the existence of an objective situation that 
necessitates the achievement of a significant socially useful 
purpose and which may present a risk. The most frequently 
in medical practice the objective situation is the risk of a 
patient’s death, a declining health, the likelihood of organ 
loss, or other serious health effects.

Secondly, the inability to achieve the goal of preserving 
a patient’s life, significantly improving his or her health 
and so on by risk-free actions. For example, an atypical 
disease course or unforeseen worsening of a patient’s 
health condition is the basis for choosing more risky 
treatment because the less risky methods and procedure 
will not lead to the desired results and the patient’s life 

Fig 1.  Definitions of medical risk
А. the possibility of adverse 
effects of treatment 
over a period of time
В. deviation from the protocol 
or standard of treatment
С. a specific set of actions 
taken by the physician at 
his or her own discretion 
D. another option

Fig 2.  Medical risk start
А. from the moment of 
identification potential 
negative impact for patient
В. from the moment of 
deviation from the protocol 
or standard of treatment
С. from the onset of adverse 
effects on the life and health
D. another option

Fig 3.  Goal of medical risk
А. to save the patient’s life and 
health if other ways are ineffective
В. the potential promotion and 
recognition as a specialist
С. the opportunity to gain 
experience, even if it is negative
D. all of the above-mentioned
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must be preserved. However, if it is established that the 
physician had and was aware of a real possibility to ap-
ply non-risky methods, but he or she decided to apply, 
on the contrary, risky methods of treatment, then he or 
she could be held liable on a general basis for the harm 
caused to the patient.

As an example, it can be used the court sentence No. 
0110/1844/2012 of 1 October 2012, Kirovsky District Court 
of the Autonomous Republic of Crimea,  where the surgeon 
was found guilty of committing crime under part 1 of art. 
140 of the Criminal Code of Ukraine, for improper per-
formance of professional duties by a medical professional. 
The surgeon, as the doctor on duty, decided to  puncture 
the soft tissue of the upper third of the left shoulder and 
further surgical procedure for the patient who was in 
treatment. As the result of these actions, it caused damage 
to the patient’s left axillary artery, which led to external 
bleeding, resulting in death. The investigation revealed 
that the doctor did not examine the patient and was not 
convinced of the ineffectiveness of other treatments that 
were less risky than surgery [15].

Thirdly, the implementation of the necessary measures 
by a doctor, which gave him sufficient reason to reasonably 
expect to prevent harm to the patient’s legally protected 
interests. This means that those risky actions that either do 
not cause or although do harm to the patient are considered 
justified, but this harm is due to other factors that could not 
have been foreseen at the time of the risky intervention. At 
the same time, if the inevitability of causing harm is known 
to the physician in advance, then the justification of the 
risk is excluded and he or she is liable on a general basis. 
A. Nafsika and R. Allison emphasize that before making 
a decision on risk, it is necessary to consider all possible 
options for the course of events taking into account a spe-
cific situation [16, p. 146].

As already mentioned, in case where there are all three 
of the above-mentioned elements of risk justification exist, 
the physician has grounds to exercise the right to a med-
ical risk, which in turn is characterized by the following 
features. The first indication is the socially useful goal of 
risky action, which in medical risk cases is to save the pa-
tient’s life and (or) significantly improve his or her health 
condition. It is this purpose that legitimate the risky action, 
regardless of whether it has been achieved. According to an 
anonymous survey, the driving force for a doctor’s decision 
to exercise the right to risk is to preserve the patient’s life 
and health.

The second sign of a risky act in the case of a medical 
risk is the nature of such an act, which means that such 
act outwardly coincides with the crime under the coun-
try’s criminal code. In Ukraine, this crime (corpus delicti) 
is covered by Part 1 of art. 140 of the Criminal Code of 
Ukraine, which establishes responsibility for the non-com-
pliance or improper performance of professional duties by 
a medical or pharmaceutical worker due to their negligent 
or careless attitude, if it has caused grave consequences for 
the patient. By doing so, the doctor threatens or actually 
harms the patient’s life or health. However, due to the lack 

of wrongful act, the act of the physician is not a crime [12].
To illustrate, we give the following example. The judg-

ment of the Court of Appeal in Szczecin No. I ACa 6/17 
of 12 April 2017, the surgeon’s actions were recognized as 
justified medical risk. To stop the degenerative changes and 
eliminate the cause of cervical instability, it was decided 
to have surgery that led to dysphonia, which is a frequent 
occurrence in this type of surgery. The court acknowledged 
that the surgeon had acted in compliance with the protocol 
of the operation and the damage caused was far less than 
the potential threat to the patient’s life [17].

The following indication of a risky action is its timeliness, 
which is that such an act must be committed only during 
the existence of time of a risk justification. In assessing 
timeliness, a number of factors should be considered, such 
as age, condition, underlying and additional diseases, their 
duration, etc. If a risky act was committed before or after 
the end of time of a justifiable risk, then the risky act cannot 
be considered justified.

Particular attention should be paid to the moment when 
the medical risk status begins. Of those interviewed respon-
dents, 56% chose option A (from the moment of finding 
circumstances that have a potential negative impact on the 
life and health of the patient), 32% chose C (since the ad-
verse effects on the life and health of the patient), 9% chose 
D (other variant), 3% - B (since deviation from protocol 
or standard of treatment). Choosing option D, 8 doctors 
stated that determining the onset point of medical risk was 
a difficult task, as risk always exists. This point of view is 
not new, and many scientists agree. For example, N. Rah-
man and others argue that when performing any medical 
procedure and treatment plan, there are internal risks that 
may arise from the atypical disease of the patient or when 
proven treatments do not help [7, p.3]. From the point of 
view of criminal law, the moment of commencement of a 
risky act is directly physician’s actions or omissions, which 
are risky, with the purpose of saving patient’s life or health.

The Criminal Code of Ukraine does not specify the limits 
of justifiable risk, which gives grounds to conclude that  
when the risk is justified the harming is legitimate and 
covers both the infliction of injures of various severity and 
causing the death of a patient, but only if it was impossible 
to use non-risky methods of treatment and the doctor rea-
sonably expected that the measures taken were sufficient 
to prevent harm to the patient’s legally protected interests. 

The results has made it possible to see that the medical 
risk is present in the practical activity of each of the doc-
tors, and the main purpose is to save the life and health 
of the patient.

The analysis of court judgements shows that due to the 
insufficient regulation of risk, its onset and basic features 
of most of the concepts are evaluative, which leads to an 
absence of uniformity in judicial practice in matters of doc-
tors’ risk and the unlawful criminal prosecution of doctors.

When considering a problem of medical risk, we should 
take into account the object of causing harm, which in the 
case of risky action advocates the legally protected interests 
of the person, first of all the life and health of the patient.
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CONCLUSIONS
A person and his or her life are the supreme value, and 
an illegal attempts on one’s life and health is a criminal 
offence. Physicians’ actions aimed at protecting and main-
taining the patient’s life and health, due to the presence of 
a number of factors (such as weakened immunity, allergic 
reaction, etc.), make it impossible to apply the treatment 
to such a patient, even if this treatment has low level of 
risk. Instead, the use of risky methods often leads to pa-
tient’s death, deterioration of the health, loss of organs or 
their dysfunction, etc. However, justifiable medical risk 
eliminates liability for damage caused to the patient, since 
justified risky intervention is always done to preserve the 
life and health of the patient.

The questionnaire of physicians focused on the main 
aspects of justified medical risk, which made it possible to 
formulate the concept of justified medical risk, the moment 
of its initiation and to identify implementation trends of 
justified risk in practice.

Based on the identification of key features, we can con-
clude that justified medical risk is the physician’s risky 
action or omission within international and national stan-
dards, protocols and instructions for diagnosis, prevention 
and treatment that are supposed to be done to preserve a 
patient’s life, significantly improve his or her health, keep 
the organ or organ system in function, if the goal cannot 
be achieved by other, non-risky actions or omissions, and 
the doctor reasonably expects that the measures taken by 
him or her are sufficient to prevent harm to the patient’s 
legally protected interests.
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INTRODUCTION 
In medical and legal literature, it has been often raised the 
issue of increasing the number of “medical errors” that 
have led to complications of the disease, misdiagnosis, and 
sometimes even the death of a patient as a result of doctors’ 
actions. Patients, dissatisfied with the quality of health care 
services, or their relatives are applying to the court to protect 
their violated rights, achieve compensation, punish the guilty 
person and, in case of not finding protection at the national 
level, have to seek justice in supranational courts, and in 
particular the ECHR. It should be noted that the term “legal 
error” is absent in traditional legal terminology. Most often it 
is used in everyday communication. Often, when examining 
complaints of maladministration of positive obligations to 
ECHR citizens by doctors or the state, a violation of Art. 2 
“The Right to Life”, Art. 3 “Prohibition of Torture”, Art. 8 “The 
Right to Respect for Private and Family Life” of the Conven-

tion for the Protection of Human Rights and Fundamental 
Freedoms (hereinafter referred to as the Convention) is stated. 
Considering the severity and urgency of the problems raised 
on the one hand, and the delicacy of them on the other hand, 
since in some cases the finding of a “physician error” is only a 
subjective view of the patient, the authors decided to choose 
the non-standard approach and conducted a blitz survey of 
three individuals’ groups: medical professionals, patients and 
lawyers; inviting them to express their views on the concept 
of “medical error”, as well as referring to the case law of the 
ECHR, they highlight the positive obligations of the state to 
ensure the proper functioning of the health care system.  

THE AIM 
The aim:of the article is to analyze the views of medical 
professionals, patients and lawyers on the phenomenon 
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Introduction: The problem of medical errors is always relevant in medical literature and law. Meanwhile, it is understood diametrically opposite by doctors, patients, and lawyers. 
This has a negative impact on patients’ trust in medical professionals, and sometimes leads to criminal prosecution for a so-called “medical error”, which in fact is conscientious 
deception, not a crime, and should exclude criminal liability.  
The aim: The aim of this work is the illustration of diametrically opposed approaches to understanding the essence of the concept of “medical error” from patients’, doctors’, and lawyers’ 
views that are often generated by subjective approaches and results in distrust between doctors and patients, medical professionals and lawyers. The aim of the article is also to realize the 
ECHR’s approach to understanding the essence of a medical error and distinguishing it from the negligence that should lead to liability of the medical professionals. 
Materials and methods: In this research a legal doctrine, scientific works, provisions of international legal acts, in particular, the Convention for the Protection of Human 
Rights and Fundamental Freedoms were used, as well as the practice of the ECHR (12 relevant ECHR decisions), where the Court considered cases related to “medical errors” 
and formulated positive obligations of the state in the field of health care were analyzed. A complex set of general and special methods of cognition was used to achieve the 
aim, they are comparative legal method, systemic and structural method, methods of generalization, analysis and synthesis, sociological method, hermeneutical method, etc. 
Results: A survey of patients, medical professionals and lawyers conducted by the authors (300 persons), analysis of doctrinal approaches are illustrated the gap between the 
doctrinal approaches existing in the understanding of the essence of the “medical error” phenomenon and the perceptions of the medical services recipients, which indicates 
the need of understanding the essence of the phenomenon of medical error in order to increase the confidence in the medical profession, the inadmissibility of doctors liability 
for a medical error.  
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of “medical error” for the sake of awareness of the people 
who use medical services, their providers and lawyers, that 
is, people who form their views on the basis of the national 
legislation. The hypothesis introduced by the authors is 
that a misconception about the concept of “medical error” 
has been formed in society, which leads to the distrust of 
patients to doctors, and sometimes to the doctors’ criminal 
liability. In addition, the aim of the article is to analyze the 
case law of the ECHR, in which it considered the issues 
of “medical errors” that led to the violation of the ECHR, 
an awareness of the ECHR’s attitude to this phenomenon. 

MATERIALS AND METHODS 
In this research a legal doctrine, scientific works, provisions 
of international legal acts, in particular, the Convention 
for the Protection of Human Rights and Fundamental 
Freedoms were used, as well as the practice of the ECHR 
(12 relevant ECHR decisions), where the Court considered 
cases related to “medical errors” and formulated positive 
obligations of the state in the field of health care were an-
alyzed. A complex set of general and special methods of 
cognition was used to achieve the aim, they are comparative 
legal method, systemic and structural method, methods of 
generalization, analysis and synthesis, sociological method, 
hermeneutical method, etc.

RESULTS 
The concept of “medical error”. The term “medical error” 
is quite often used in everyday discourse, it is hard to define 
when it was put into circulation. Being aware of its content 
is not difficult for the average citizen, because every adult in 
general understands what the issue is about. The authors of 
the article conducted a blitz survey of three groups of persons: 
1) average citizens who were treated in hospitals or consulted 
by doctors (100 persons) during the last year; 2) lawyers (100 
persons including 56 attorneys, 18 judges, 26 prosecutors); 3) 
100 doctors, paramedics and nurses. Respondents were asked 
several questions, one of which was: “How do you under-
stand the concept of “medical error”?” The answers differed 
significantly depending on the group to which the persons 
who agreed to answer was belonged. Various approaches to 
the essence understanding were identified by patients. By 
“medical errors”, for example, they referred to “any actions (or 
omissions) by doctors that had adverse effects on the patient”; 
“misdiagnosis”; “failure to provide assistance (or qualified 
assistance)”; “doctor’s indifferent attitude to the patient”; 
“unprofessionalism”; “unskillfulness”; “undesirable treatment 
outcome”; “defect in the provision of medical care associated 
with improper treatment”; “violation of medical ethics”; “acci-
dent”; “negligence”; “doctor’s inattention”; “guilty act or omis-
sion of a doctor”; “conscious actions of a doctor”; “improper 
medical manipulation”; “negligence in the performance of 
professional medical duties, resulting in insufficient medical 
care or due diligence”; “untimely provision of medical care”; 
“incomplete examination of the patient”; “procrastination in 
providing medical assistance”; “failure to provide a full range 

of medicines for the patient’s recovery”. As we could see, all the 
approaches are diverse, but they share one thing – patients are 
deeply convinced that these actions (or omissions) result in 
harm to a patient’s health, disability, or death. No respondent 
indicated that the cause of the medical error could be objective 
circumstances, and that the doctor could be mistaken and be 
convinced of the correct diagnosis and treatment.

Moreover, 86 people supported the introduction of criminal 
liability of doctors for medical errors that, in their opinion, 
will give an important social effect in the form of increasing 
doctors self-demand and their responsibility for the result of 
their activity.  

This patients’ approach testifies a deep gap between the doc-
trinal approaches to the awareness of the phenomenon essence 
of “medical error” and the perceptions of the medical services’ 
recipients. In our opinion, it is rather situational-emotional; 
however, it illustrates dissatisfaction with the quality of med-
ical services provided, social tension and desire to change the 
situation by introducing more stringent measures for doctors 
and medical staff.  

As for doctors’ answers to the question of how they consider 
the “medical error” concept, they have shown much more 
weight, professionalism and unity in their views, emphasizing 
that this is a “conscientious misconception.” Summarizing 
the doctors’ responses on the question that has been asked 
leads to the conclusion that they consider another aspect of 
the medical error, namely, an “undesirable treatment out-
come”; “automated diagnosis error”; “the result of improper 
organization of the treatment or work of a medical facility”; 
“coincidence of circumstances during treatment due to ex-
ternal (or objective) factors”; “failure to achieve the desired 
result during treatment due to patient neglect of the doctor’s 
prescriptions”; “an accident that does not depend on the 
will of the doctor”; “the unpredictable course of the disease”. 
Generalizing fact in the approaches of physicians was that a 
medical error is existing in the faithful actions of the doctor 
and completely eliminates their guilt, since even in case of a 
negative impact on the health of a patient or their life and the 
causal connection between treatment and these consequences, 
the doctor doesn’t want them to occur. That is why a medical 
error should exclude any liability, including criminal liability.  

Among the lawyers there were much more polar thoughts. 
Some of them (16 persons) understood medical error as an 
unlawful act (or omission) of a doctor, which is most often 
done with indirect intent, resulting in harm to the patient’s 
health, disability or even death. And a prerequisite is a direct 
causal link between the doctor’s action (or omission) and the 
unlawful consequences. 

The second group of lawyers (11 persons) stated that the 
concept under consideration is a complex assessment category 
and, before qualifying the doctor’s actions, it is necessary to 
take into account all the factual circumstances and familiarize 
themselves with the job descriptions.    

A third group of lawyers (73 persons) stated that there was 
no definition of “medical error” in the legislation, so this 
phrase could not be considered legal. Moreover, based on 
the etymology of this concept, “medical error” is a conscien-
tious assumption, and misconception regarding the clinical 
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diagnosis of the patient, intended treatment, etc., so criminal 
liability for the “medical error” is inadmissible.  

Analysis of the medical and legal sources gives reason 
to state even more divergence in the views of scientists on 
the concept of “medical error”. In particular, according to 
Yu.D. Sergeev and S.V. Erofeev, the medical literature con-
tains at least 65 definitions and characteristics of medical 
(medicinal, therapeutic, diagnostic, technical, tactical, prog-
nostic, etc.) errors [1, p. 13-14]. In the medical literature, the 
most common approach is I.V. Davydovskiy’s, who in 1941 
has defined medical error as “a conscientious deception of a 
doctor based on the imperfection of the medical science and 
its methods, or as a result of an atypical course of the disease 
or inadequate training of the doctor, if it does not contain the 
elements of negligence, inattention and medical ignorance” 
[2, p. 3-5, 16-18].   

Case law of the European Court of Human Rights on 
medical errors.  

The ECHR case of Vo v. France is indicative in this regard 
[3]. The applicant, Mrs. Thi-Nho Vo, who is of Vietnamese 
origin, attended the hospital for a medical examination 
scheduled during the sixth month of pregnancy. The same 
day another patient with a similar name (Mrs. Thi Thanh 
Van Vo) was due to have a contraceptive coil removed at the 
same hospital. The doctor mistakenly mistook the applicant 
for her namesake and proceeded to remove a contraceptive 
coil without examining the patient beforehand. During the 
procedure, the doctor pierced the amniotic sac causing the 
loss of a substantial amount of amniotic fluid. After examining 
the patient, the doctor ordered a scan, after which he realized 
that there had been a case of mistaken identity. The applicant 
was hospitalized urgently, but the doctors concluded that it 
was necessary to terminate the pregnancy. Further, the case 
on charges of negligent harm to the applicant’s health and 
the death of the child had been prosecuted and subsequently 
brought to court. 

An act of amnesty was applied to the crime against the ap-
plicant’s personality. As regards the act on the fetal fetus, the 
Court of Cassation of France refused to classify the doctor’s 
actions as killing the unborn fetus by negligence. 

Not assessing the ECHR’s approach to interpreting the right 
to life of an unborn child within the meaning of Art. 2 of the 
Convention, as it is beyond the scope of the article, we note 
that in this case the Court uses the notion of “medical error” 
and negligence: “The artificial termination of a pregnancy 
against the will of the mother (and father) as a result of med-
ical negligence or medical error is a gross assault on the rights 
of the patient, since in this case the rights of the mother and 
the child clearly coincide” [3]. Thus, in the present case, the 
ECHR distinguishes between the concept of “medical error” 
and negligence, which in this context is a crime committed by 
negligence in the form of carelessness that is, the doctor did 
not foresee the possibility of occurrence of socially dangerous 
consequences of his actions, although he should and could 
have foreseen them.  

In another case, R.R. v. Poland [4], a violation of Art. 3 
“Prohibition of Torture” by the Convention was found, which 
was associated with procrastination of doctors in establishing 

diagnosis and diagnostic procedure. In particular, after the 
ultrasound had detected suspected genetic abnormalities in 
the development of the fetus, the applicant decided to have 
an artificial termination of pregnancy. She has repeatedly 
sought medical advice from doctors and requested a genetic 
examination to determine the fetal disease and severity of 
the disease, which are legal prerequisites for an abortion. The 
applicant repeatedly appealed to the doctors to expedite the 
research and diagnosis and lengthy process by doctors who 
refused to make decisions, delayed the resolution of her prob-
lem. The referral to the genetic examination and its results, 
which confirmed the presence of the disease, were received 
within the period at which, under Polish law, the abortion 
was no longer allowed, so the applicant gave birth to a sick 
child. Despite the fact that the national courts addressed by 
the applicant upheld the claims of a violation of her rights, in 
the applicant’s view, they had avoided analyzing the systemic 
problem of the application of Polish law in the form of un-
timely decisions on the necessary researches by doctors and 
awarded her insufficient compensation. 

The ECHR noted that the nature of the circumstances 
surrounding a woman’s decision to terminate her pregnancy 
were of considerable importance. The procedures provided 
must ensure that doctors make their decisions promptly. 
The legislation clearly imposes on doctors the obligation to 
provide patients with clear information about their condition, 
diagnosis, methods of diagnosis and treatment, predictable 
consequences, decisions about their use, possible results of 
treatment. In addition, the Court concluded that there was 
an unreasonable procrastination in the decision to conduct 
an examination of genetic abnormalities in the development 
of the fetus, the results of which are a prerequisite for legal 
abortion, the need to undergo painful uncertainty about the 
health of the fetus, its future, future family and the prospects 
of raising a child suffering from an incurable disease violate 
Article 3 of the Convention [4]. 

As it was mentioned above, patients consider failure to pre-
scribe the necessary treatment when it is available as a “medical 
error”. However, the ECHR does not always consider such a 
situation as a violation of patients’ rights. In particular, in the 
case of Hristozov and Others v. Bulgaria [5], ten applicants 
complained to the Court that they had been denied the access 
to experimental medicines whose authorization had not yet 
been obtained. Having exhausted a number of conventional 
anticancer drugs, applicants received information from a private 
clinic about free-of-charge experimental drugs developed in 
Canada. They asked the respondent state to allow them to use 
this medicine. They were denied in it, because of the fact that 
such a drug authorization could only be granted if the medicine 
was authorized in another country. They were indeed allowed 
for “compassionate use” in a number of countries, but they were 
not officially authorized in any country.

In this case, the ECHR noted that “Suffering from a natural 
disease may fall under Article 3 if they are compounded by 
treatment-related measures for which the authorities may be 
held responsible... However, the severity threshold in such 
situations is high, because the alleged harm comes not from 
the actions or omissions of the authorities, but from the illness 
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itself.” The refusal to prescribe such treatment does not reach 
a degree of severity to characterize it as inhuman treatment. 
Article 3 of the Convention does not impose on the State an 
obligation to close the gap between the levels of care in dif-
ferent countries. Therefore, such refusals cannot be regarded 
as insulting or degrading to the applicants.

It is essential in this situation to strike a fair balance between 
the competing interests of the individual and society as a 
whole, with due regard for the limits of the discretion of the 
state. The applicants’ interest was “the freedom to choose as 
an extreme measure of untested treatment that could have 
posed a threat, but which the applicants and their doctors 
considered appropriate in these circumstances as an attempt 
to save their lives.” Counter-public interest is threefold: it is, 
first of all, to protect patients from the threats posed by illicit 
treatment; second, to ensure compliance with the regulatory 
framework governing the use of illicit drugs; third, to ensure 
that the development of medical products is not at risk, such 
as reduced patient involvement in clinical trials. 

Therefore, not giving mortally ill citizens the opportunity to 
use experimental medicines that are not allowed in any other 
state for treatment purposes does not violate Article 3 of the 
Convention and is therefore not a doctors’ error.   

Key findings were made by the ECHR in the well-known 
case of Lopes de Sousa Fernandes v. Portugal, in which the 
Court stated that “criminal-law remedies must be available 
where it is established that the negligence attributable to 
State officials or bodies goes beyond an error of judgment or 
carelessness, in that the authorities in question, fully realizing 
the likely consequences and disregarding the powers vested 
in them, failed to take measures that were necessary and suf-
ficient to avert the risks inherent in a dangerous activity” [6].

The ECHR also examined a number of cases in which sit-
uations related to negligence committed by medical workers 
were evaluated – prescribing drugs for a disabled child, despite 
his mother’s disagreement [7]; death of an elderly woman 
from bronchopneumonia [8]; death of a pregnant woman 
suffering from ulcerative colitis [9]; death in the hospital 
associated with pulmonary complications and patient refusal 
of treatment [10]; the death of a pregnant woman due to the 
refusal of the doctor to perform an emergency operation due 
to the impossibility of payment [11]; the death of a newborn 
in an ambulance after they were refused treatment at several 
state hospitals [12]; death after a heart attack caused by the 
prescription of a drug [13].  

Moreover, the ECHR in the case of Oyal v. Turkey stated that 
the state should ensure that the injured party provided with 
remedies in civil proceedings, either alone or in combination 
with criminal defense in criminal proceedings, which will 
establish the responsibility of doctors and ensure appropriate 
civil legal protection in case of medical negligence [14]. 

Thus, a generalization of the ECHR’s practice leads us to 
conclusion that the Court distinguishes between a medical 
error and negligence, which is very important for the doctrine 
and for the purpose of establishing the liability of doctors, 
and emphasizes the possibility of prosecuting doctors in 
cases where the actions of a doctor go beyond error, there is 
a negligence of doctors. 

DISCUSSION 
Certainly, the problem of medical errors is not new to scientific 
discourse. However, it is known that the concept of “medical 
error” still raises many disputes and cannot be considered re-
solved. Moreover, it should be noted that the awareness of this 
concept essence differs significantly depending on the field in 
which it is considered. In particular, scientists assume “med-
ical error” as a crime or disciplinary act [15, p.10]; “failure to 
perform a planned action not in the way originally intended, 
or to use the wrong plan of action to achieve a goal that does 
not preclude intentional or negligent actions that cause harm 
to the patient” [16, p.64]; “the failure of a planned action to be 
completed as intended (an error of execution) or the use of a 
wrong plan to achieve an aim (an error of planning)” [17, p. 
302]; “an unintended act (either of omission or commission) 
or one that does not achieve its intended outcome” [18]; “a 
preventable adverse effect of medical care, whether or not it 
is evident or harmful to the patient” [19]; “an act of omission 
or commission in planning or execution that contributes or 
could contribute to an unintended result” [20]; “an act of 
commission (doing something wrong) or omission (failing 
to do the right thing) that leads to an undesirable outcome or 
significant potential for such an outcome” [21]; “a failure in the 
treatment process that leads to, or has the potential to lead to 
harm to the patient” [22]. There is an approach according to 
which scientists propose to introduce the notion of excusable 
and non-excusable medical error [23]. Scientists also consider 
it necessary to abandon this concept because it is not legal and 
leads to a confusion of terminology [24].  

The above points of view on the concept under consid-
eration clearly illustrate the polarization in approaches, 
which leads to complexity in the professional activities of 
medical professionals, in the law-enforcement process, and 
which is also important, does not promote trust between 
patients and doctors.   

CONCLUSIONS 
1. �The conducted research leads to the conclusion that both 

medical and legal sciences are still far from the unity of 
views on the concept of “medical error”, differentiating it 
from other concepts, such as “accident”, “conscientious 
misconception”, “adverse outcome of treatment”, as well 
as crimes involving medical professionals, such as “illicit 
medical activity”, “improper performance of professional 
duties that have caused the person to contract the human 
immunodeficiency virus or other incurable disease”, “fail-
ure to provide assistance to a person in a life-threatening 
condition”, “failure to assist a patient by medical staff”, 
“violation of the patient’s rights”, etc. It is sometimes very 
difficult to differentiate between a true medical error that 
is related to a bona fide misconception and a crime.   

2. �The development of the state and society, the proclamation 
of a person, their life and health of the highest value attests 
to the need of improvement scientific approaches, requires 
states to fulfill positive obligations aimed at ensuring the 
proper functioning of the state health care system, the 
implementation of measures aimed at preventing med-
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ical errors and, if available, conducting prompt and full 
investigations within a reasonable time. 

3. �An analysis of the medical literature and ECHR practices 
gives us a reason to conclude that a medical error occurs 
when the guilt of medical workers in the form of intent 
or negligence can be completely excluded. It is the result 
of a conscientious delusion based on the imperfection 
of the medical science itself, its methods, and means of 
diagnosis or the result of an atypical course of the disease. 
The finding of a medical error completely excludes the 
criminal liability of doctors.

4. �In any case, the problems of “medical errors” significantly 
affect the authority of a medical institution, a particular 
doctor, the state as a whole and have serious consequences 
for patients. 
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INTRODUCTION
Non-compete practice is a widespread phenomenon of 
nowadays’ employment relations. Taking start from USA/
United Kingdom [1, p. 646-47] it is covering now more and 
more new countries, involving new and new professions 
and spheres. And whereas in some technologically-based 
and innovative areas such non-compete clauses are jus-
tified, in others – they seem nothing, but restriction (or 
even violation) of employee’s rights [2]. It is obvious that 
employer wants to eliminate (or at least minimize) the com-
petitive effect of his former employee, because: a) employee 
is a “carrier of confidential information”, b) employee is 
a “business instrument”, c) employee is an “investment 
object”, d) employee is a potential competitor.

But there can be not just employer VS employee inter-
est. What if (and it often true) the public interest is also 
engaged? What if this public interest is far surpassing local 
employer/employee interests? Will such non-compete 

clause be enforceable and if yes – what criteria must be 
used for its enforceability?

MATERIALS AND METHODS
This study is based on German, British, Spain, Swiss, 
USA regulation acts, scientific researches and opinions of 
progressive-minded people in this sphere. The article is 
based on dialectical, comparative, analytic, synthetic and 
comprehensive methods.

RESULTS AND DISCUSSION
The classical example of abovementioned problematics is 
exercising of non-compete provisions in healthcare. So, 
what is a case of non-compete practice in healthcare?

A physician restrictive covenant, also referred to as a 
“non-compete agreement” or “non-compete clause” is a 
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clause or section in a physician’s contract whereby the 
physician (employee) agrees not to engage in his or her 
chosen profession in competition with the employer. Such 
restriction concerns public and private medical practices. 
Specialty of healthcare area problematic in non-compete 
context is based not only on potential violation of medial 
personnel’s’ right or employer’s right, but on probable af-
fection of patients’ right and interest in general, which are 
a part of public interest. 

Non-compete agreements may have social benefits in 
some situations: serve as an instrument to protect trade 
secrets thus stimulate innovation; reducing of worker exit 
probability could increase quality of medical services due 
to training of employees etc. But also, there are risks to 
employee, to employer and to society as a whole.

That is why the key issues of non-compete clauses for 
physicians are both legal and ethical. The most experienced 
countries in terms of non-compete clauses implementation 
is USA where such practice in modern concept arises in 
the beginning of XX century, Germany and some others 
[3 p. 229]. Although there’s a variety of approaches among 
different states, all of them are based on the same main 
characteristics: 1) the scope: types of agreements and types 
of non-compete terms in the agreement; 2) the model of 
law-enforcement practice in terms of non-compete clauses 
implementation, their enforceability. We will start the dis-
cussion from the general positions on non-compete clauses 
then extrapolating them on healthcare sphere.

Non-compete clauses is widely applicable and could be 
founded in employment agreements, partnership agree-
ments, and agreements for the sale of a medical practice [4]

Analyzing the sense of non-compete clause in general we 
can assume that it includes seven main points: the subject; 
the form; the time; the territory; the scope and type of 
restrictions; “buy out” of the clause and the compensa-
tion. These characteristics are the core of non-compete 
clause, and, taking into account the principle of freedom 
in terms of agreement conclusion, it is up to law enforce-
ment practice to determine minimal and maximal limits 
of such restrictions.

Subject. Subject who covered by non-compete clause 
must be identified – it is obvious and needs no clarifica-
tions. More interesting is that not every employee, not 
every medical staff member really needs to be bounded by 
such restrictions because of their minimal or absent im-
pact on competition because of no connection with some 
sensitive commercial information of employer. But often 
such approach of limiting the subjects scope is not used 
by employers and they tend to cover with non-compete 
restrictions as much as possible. Such practice is highly 
discussed now in the US [5] and we have some positive 
restrictive examples in the EU countries (Germany and 
Belgium for instance) where the applicability of restriction 
is grounded on the rate of annual incomes of employee and 
some other restrictions [6].

Form. Non-compete clause by its restrictive nature must 
be clear, understandable and interpretable, so, it is obvious 
that such demands could be fulfilled only in the form of 

written mutual agreed provision, which can be a part of the 
existing agreement or a separate clause between the parties. 
But the terms of non-compete clause and agreement for 
their execution must be formally accepted by both parties. 
Such concept is general among the countries because of the 
fact that non-compete agreement (or clause) must meet 
general contractual requirements [7] 

Time. Another term of non-compete clause is the period 
during which employee agrees not to compete with his 
employer as during the contract term, but such term can’t 
be unlimited. The practice of such term is pretty common 
and varies between one to three years after the contract ter-
mination. European practices are the same with US in this 
regard [8] and it usually determine the term of restriction 
during the employment and for a period of time afterward. 
Court might further limit the duration of a non-compete 
restriction as he thinks appropriate to different periods, 
for example – a period of time needed to hire and train a 
new employee; the time needed for vanishing of custom-
ers’ association between former employee and employer’s 
business; period of time for confidential information to 
become obsolete etc.

Territory. The territorial scope could not be unlimited 
or not strictly defined, different countries use different 
approaches, it could be distance range (circle with the 
center – main office of the employer), it could be the admin-
istrative division (city, county, region etc.), it could be ZIP 
postal code area or else. Main point - it must be reasonable 
geographical area considering the size of the employer’s 
market and the size of the area serviced by the employee.

Scope and type of restrictions. Types of prohibited or 
restricted activities must be clearly defined, be connected 
with employee functions. Such provisions could not be 
broad or not properly defined. Moreover, their definition 
must be connected with category of employer’s “legitimate 
business interest” in terms of how they impact each other.

 “Buy out” clause. The employee must have the right 
to buy-out from restriction by paying to employer some 
contractually predefined fee. Such clause renews the “sta-
tus quo” of both parties and legitimates further possible 
competition and also needs to be “reasonable”.

Compensation. Non-compete clause could not be just 
one-way obligation for the employee, such an agreement 
should be mutually favorable and not providing of com-
pensation for employee for the restrictions bearing by 
him on the basis of non-compete agreement might be the 
reason of such contract (or clause) invalidity. Such practice 
is applicable in some US states, Germany, Belgium [9] and 
other countries.

So, what is the specialty of non-compete clauses regula-
tion for physicians? The answer to this question depends on 
the approach chosen and may highly vary among different 
countries.

In US there are different approaches among the states as 
to how applicable non-compete agreements at all and how 
special is their regulation for such sensitive category of em-
ployees like physicians [10]. There are states that prohibit 
non-compete provision application, states that threat them 
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as partly-applicable and states that threat such provisions 
as fully-applicable (with some general restrictions) [11].

For the states in US where non-compete clauses are 
enforceable there are three types of law-enforcement 
doctrine: “Red-pencil doctrine” – courts must declare an 
entire non-compete contract void if one or more of its 
provisions are found to be defective under state law or 
precedent; Blue-pencil doctrine – courts delete provisions 
of a non-compete contract that render it overbroad or 
otherwise defective, retaining the enforceable subset of the 
contract; “Equitable reform” doctrine – courts may rewrite 
a non-compete contract so as to render it non-defective 
(this may entail insertions of new text). [5, p. 14].

The complexity of regulation approaches is even higher 
when we are analyzing this problematic in connection with 
physicians and medical professionals because some states 
taking into account the uniqueness of medical profession 
apply special rules to covenants that restricts such medical 
practice because of involvement of public interest, in par-
ticular the potential shortage of doctors in the area, impact 
on the patient’s rights to obtain healthcare treatment, to 
choose a doctor or other medical professional etc.  

Thus, even if it is declared by the state law that non-com-
pete restrictions are generally allowed (as reasonable 
and legitimate) there may be a non-enforcement clause 
with regard to physicians. For example, Massachusetts 
where prohibition of physicians non-compete provisions 
is established since 1977 and any non-compete provision 
restricting “the right of a physician to practice medicine 
in a particular locale and/or for a defined period of time.” 
[12, Ch. 112 § 12X] is illegal. Literally the same with 
Delaware [13, Title 6, Ann. § 2707], Colorado [14, § 8-2-
113], Rhode Island [15, §5-37-33].

There is another approach where some states aree not 
prohibiting non-compete clauses for physicians in general 
applying to them deeper and stricter prescriptions and 
limits. For instance, Tennessee where there are additional 
restrictions for non-compete clauses with physicians in 
terms of duration (no longer than two years), geograph-
ical (not greater than the county of employment or 10 
miles radius) facility restrictions. [16, Ann. § 63-1-148]; 
in Texas non competes for physicians are allowed but 
restrictions must not “deny the physician access to a list 
of the patients seen or treated within one year of termi-
nation of employment; provide access to medical records 
of the physician’s patients upon proper authorization; 
provide for a buyout of the covenant by the physician at a 
reasonable price; and allow the physician to provide con-
tinuing care and treatment to a specific patient or patients 
during the course of an acute illness” [17, Ann. § 15.50]; 
in New Mexico there is a prohibition of agreements with 
restrictions to provide clinical healthcare services (except 
when such restrictions applied to shareholders, owners, 
partners, directors) but also an allowance of non-disclo-
sure and non-solicitation provisions and very interesting 
rule for healthcare practitioners employed by the practice 
for less than three years which may be required, upon 
termination, to pay back certain expenses to the practice 

(including loans; relocation expenses; signing bonuses 
or other incentives related to recruitment; and education/
training expenses).  [18, § 24-1l-1]; in Connecticut there 
is limitation of non-compete clause duration (no longer 
than one year) and territory (not more than fifteen miles 
from primary site) and cause of termination (non-compete 
clause is unenforceable after contract termination without 
the cause). [19, §20-14p(b)(2)]

As we can see, nevertheless of approaches variety there 
is a clear trend for specification of physician’s non-compete 
clauses regulation. US legal concept is clearly based on 
implementing of clear legally prescribed restrictions for 
non-compete with physicians.

European practice being pretty similar in view on what 
non-compete agreement is and what principles it is based 
on however is obviously different in approach chosen 
because of absence of special provisions for physicians’ 
non-compete regulation [8].  

In Germany non-compete provisions are regulated by 
different law acts [9, p. 333-335]. Such practice is regu-
lated by Commercial Code (e.q., sec. 60, 112 HGB) [6], 
German Federal Labor Court (BAG), in AP-No.  7 to § 
611 BGB Treuepflicht [20]; sec. 242 Civil Law Code [21]. 
There are no special rules for physicians or medical staff 
members, specialization of the approach used is based not 
on legal prescriptions (like in USA) but on law enforce-
ment practice, which must observe “reasonableness” [22] 
of restrictions thus taking into account not only the balance 
of employer and employee interests, but also an impact on 
public interest assuming the value of medical profession.

In Spain legal regulation of covenants not to compete is 
different for restrictions during the employment relation-
ship and after their termination. For the first situation such 
restriction is compulsory [23, art. 8.1].  There is also no 
special regulation for medical staff and the “difference” 
is made by law enforcement practice by implementing of 
“reasonableness” evaluation concept.

In Switzerland non-compete agreements regulation 
during the term of the contract is differed among employ-
ment contracts [24, Section 321a],  agency  [24, Section 
418d), partnership [24, Section 536], partnership [24, 
Section 561] and   Limited Liability Company [23, Sec-
tion  818]. After the contract termination such restrictions 
are specifically regulated only in regard of employment 
agreements.  [24, Sections 340]. Reasonableness test is in 
place also but no special rules for physicians.

United Kingdom. The main concept is based on evalua-
tion of any non-compete restrictions between an employer 
and an employee as void on the basis of their contradictory 
nature to public policy. To implement such a restriction 
employer must show legitimate business interest that needs 
such protection and “reasonableness” of restriction – no 
further than the protection of business interest [25; 26; 27; 
28]. The main goal of restriction is not limitation of com-
petition but restriction of unfair use of employer’s trade 
secrets or business connections [26;27] and reasonableness 
of restriction must be evaluated on the date of signing the 
contract (reasonable from beginning) [29]. As in other 
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European countries, in UK we can’t see the legal basis 
for specialization of physicians’ non-compete agreements. 
Such specialization is grounded on law enforcement prac-
tice of evaluation such categories as “legitimate business 
interest”, “public interest”, “employee’s rights” etc.

As we can see from abovementioned, the divergence 
between US and European approaches (however they are 
similar in basic understanding of non-compete at all) is 
obvious – the US model tends to provide legally defined 
special restrictions for non-compete agreements with phy-
sicians while European model tends to rely the specializa-
tion of such agreements on law enforcement and judicial 
practice. But what is uniting both these approaches is the 
goal achieved – the inclusion of public interest as a main 
element of evaluation while qualifying the restriction. So, 
what is the impact of public interest in this scope, what 
question does it bring up in this regard? 

We must say that “public interest” with regard to physi-
cians’ non-compete agreements should be deemed widely 
and include not only the economic aspect (as for “clas-
sical” non-compete restriction) but also the evaluation of 
“medical” impact of them. Nevertheless of “sensibility” of 
abovementioned sphere we can admit that public interest 
category has some aspects that “favors” and “disfavors” 
non-compete agreements with physicians. 

On the “positive side” there are obvious categories of 
the freedom of contract, which is a publicly defended 
principle, investment in employee’s development, decen-
tralization and territorial balance of physicians. 

As to freedom of contract – its value is obvious, but what 
if contract impacts (or even violates) third party’s legitimate 
interests or rights, which is not a party of the contract and 
has no ability to become one? From our view in that scope 
the freedom of contract should be appropriately narrowed, 
because, for example, the right of a patient to choose treat-
ing physician is obviously affected by physician restrictive 
covenants. Current law enforcement practice already has 
such examples of contract’s freedom restrictions on the 
basis of ensuring public interest, so one of those could be 
the impact of physician’s non-compete clause.

Regarding encouraging of investment in development 
of young physicians, non-compete restrictions really could 
guarantee that employer will have the ability to recoup 
capital outlay spent on employee training. Without restric-
tive measures such as non-compete agreements potential 
employers will be less willing to invest in physician 
employees and all that will impact healthcare services 
availability in general.

Talking about decentralization and territorial balance 
of physicians we must admit that non-compete restrictions 
could have positive public impact by encouraging them 
to move to rural areas (or areas with low level of medical 
services) thus providing broader availability of healthcare.

On the “negative side” we can admit pretty obvious 
problematics of impact on public interest [30, p.3] – they 
are patient’s right to freely choose a doctor, a problem 
of healthcare availability (especially when it comes to 
non-compete restrictions for highly-qualified specialists), 

public health, ability to preserve continuity of care in cases 
where it is important (parental care, chronical deceases), 
ethical aspect of restriction itself and so on.

General position of discouraging of non-compete 
agreements for physicians are global [31; 32] and needs 
no clarification. It is obvious that any restriction of physi-
cian’s professional activity inevitably will bring up ethical 
concerns. 

Same with the right to choose a doctor – it is a world-
wide standard, and restriction of it will impact satisfaction 
of the patient, quality of services etc. [30, p.3-4]. The 
resulted impact will depend on the geographical and 
time scales of restriction but the fact of negative effect is 
undoubtful.

Shortage of physicians also could be an example of 
negative impact of non-compete agreements in this sphere 
on public interest. It is obvious that above restrictions 
could create a problem of physician’s shortage in territo-
ries where there was no such problem before and could 
deepen the problem where it already exists. And a lot of 
countries already faced such issue, including US [33, 34], 
Europe [35]

Assuming the abovementioned, what regulative options 
do we have? If we look at the problem more generally 
there are three conceptual approaches as to how to treat 
non-compete agreements (covenants, clauses) with phy-
sicians. Let’s name them: 1) “commercial public interest” 
concept; 2) “invalidity of any restrictions” concept; 3) 
“broadening of reasonability” concept. We are not pretend-
ing on deep analysis of each abovementioned approaches 
due to this could be a basis for the separate research, but 
we will try to accommodate here a brief overview of them.

Lack of legal regulation and law enforcement practice 
in this sphere worldwide is obvious, so the starting point 
in resolving of physician’s non-compete issue will be 
choosing of suitable concept.

“Commercial public interest” concept is based on extrap-
olation of traditional understanding of public interest and 
assessment of impact on it as an economical category. Such 
approach is somehow mixing the interests of employer and 
public interest, and defining public interest as a complex 
of economical (efficiency of business, employment costs in 
case of enforcing of non-compete clause) and socio-eco-
nomical (right to work, standard of living etc.) categories. 
But such an approach gives us no answer to the public 
impact that could not be economically evaluated – public 
health, public safety, healthcare availability etc. Thus, de-
scribed approach couldn’t be deemed appropriate.

“Invalidity of any restrictions” concept is pretty clear 
and is grounded on the point of view that any restrictions 
of physician’s professional activity are anyway against the 
public interest. Universality of this approach has also a 
negative side – not every non-compete agreement poses 
equal threat (or equal unfluence) to public interest.  More-
over, absence of restrictions will more or less initiate rise 
of concerns that encourage non-compete restrictions from 
the point of view of “public interest”, will eliminate all their 
positive social impact. That is why, along with previously 
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mentioned, such model hardly could be effective in long-
term perspective.

“Broadening of reasonability” concept is based on neces-
sity of understanding the definition of “reasonability” as an 
essential criteria of legitimacy evaluation of non-compete 
agreements in broader sense taking into account their 
impact (not only economic) on public interest.  Physicians’ 
restrictive non-compete clauses could not be simply com-
pared to similar commercial covenants because of their 
services nature because of involvement of categories such 
as public health, medical ethics and others. Thus, the law 
enforcement practice must evaluate physicians’ non-com-
pete restrictions with three main points as a base: existence 
of legitimate business interest and employer actions must 
be strictly and truly directed to protect them, non-compete 
restriction is constructed as strictly as possible to protect 
such interests, the public interests are treated widely then 
just an economic category and thoroughly vetted, balanced 
and evaluated. From our view the abovementioned mod-
el by avoiding disadvantages of both previous could be 
deemed as perspective one even regardless of its obvious 
complexity. It is a vice balance of individual (employer and 
employee) and public interests.

CONCLUSION
Beyond the differences between European and US ap-
proaches there’s a clear understanding of non-compete 
clauses’ use unstoppable widening. But while the general 
concept of such restrictions and their enforceability are 
properly determined as in doctrine and law, their enforce-
ment for special categories such as physicians needs partic-
ular attention and specification of law regulation. Because 
restriction (even on the basis of legitimate business interest) 
of physician’s professional activity gives rise to a massive 
scope of concerns, involving those of public interest.

We clearly distinguish that the main regulative difference 
between European and US approaches lies in the instru-
ments used for regulation: US concept favors inclusion of 
special provisions into laws while European one prefers to 
keep non-compete as a unite concept regardless profession 
thus relying the necessity of evaluation of “reasonability” 
of restriction on law enforcement bodies.

Results of research conducted drive us to the conclusion 
that physician restrictive non-compete clauses could not 
be simply compared to similar commercial covenants be-
cause of services nature and involvement of categories such 
as public health, medical ethics and others to the scope. 
Regulation also should not restrict non-compete clauses 
for physicians at all because the side effects of that could 
contradict public interests. From our point of view the 
concept of regulation must be grounded on enhancements 
of understanding the “reasonability” as a special category 
when it comes to physician’s non-compete clauses. Law 
enforcement practice must evaluate if there’s a legitimate 
business interest and employer’s actions truly directed to 
protect them, is non-compete restriction is constructed 
as strictly as possible to protect such interests, are public 

interests treated widely then just an economic category and 
thoroughly vetted, balanced and evaluated. Implementa-
tion of such an approach will be a vice balance of individual 
and public interests.
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INTRODUCTION
The intellectual aspect of conscious human activity implies 
an awareness of its purpose and algorithms of achievement. 
However, the activity itself is considered algorithmic (that 
is, built on an algorithm) if it has a set of logically related 
and undeniable actions sufficient to achieve the intended 
result. Inconsistency of the planned person’s actions with 
rational algorithms of achievement of the specific goal is 
recognized as an error of algorithmization. Such situations 
are particularly dangerous in the field of medical practice, 
where the activities of specialized professionals ensure the 
life and health of people, and irrational actions can have 
fatal consequences.

At all times, qualitative and algorithmic activity of med-
ical specialists was based not only on the latest develop-
ments in medicine, but also on the developments of other 
sciences. However, in recent years, advances in science 
and technology, whose understanding requires specific 
knowledge of other scientific fields, have been increas-
ingly used here by medical professionals. For example, 
in the researches of Melnyk K., Goloskov A. [1], Sanjeev 

Kumar, Gursimranjeet Kaur [2] procedures for diagnos-
ing a patient’s cardiovascular system based on fuzzy logic 
are proposed. Yakubovskaya S., Vysotska E., Porvan A., 
Elchaninov D., Linnik E. have developed a technique for 
predicting the likelihood of recurrent myocardial infarc-
tion based on an interpolation diagnostic polynomial [3].

In the medical field, the practice of using information-an-
alytical technologies and expert systems is becoming more 
widespread. Thus, in the paper of [4] Ramandeep Kaur, 
the author described the methodology of expert system 
for predicting the outcome of heart disease, developed 
on the principles of “decision tree” and agent approach. 
Onuwa A. B. proposed an expert system for the diagnosis 
of malaria [5]. Other expert systems, some of which are 
intended for use in personal mobile devices, are described 
by Furmankiewicz M., Sołtysik-Piorunkiewicz A., Ziuz-
iański P. [6].

In the research of [7] Igor Ogorodnyk, Olena Vusotska, 
Mykola Ternyuk, Nanna Bilovol it is proposed a method 
of structural-parametric synthesis of “Quanton” diagnos-
tic-health complex. In [8] Hanna Dobrorodnia, Olena 
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Vusotska, Marine Georgiyants and others it is described 
the mathematical support for diagnostic system of met-
abolic disorders and influence of gender, territorial, age 
characteristics on metabolic processes’ balance in humans. 
In the research of [9] Lyubov Rysovana, Olena Vusotska, 
Helen Falyova, Marine Georgiyants, Viktoriia Klymenko 
it is proposed the factor analysis’ using to study the risk 
factors of a crisis in family relationships that lead to dy-
scirculatory encephalopathy. Viktor M. Bobyryov, Sergij 
K. Kulishov, Andrij V. Vakhnenko, Olena V. Vlasova have 
proposed a genetic algorithm for deciding on pharmaco-
therapy in patients [10]. Vladyslav A. Smiianov, Natalia O. 
Dryha, Olha I. Smiianova, Victor K. Obodyak., Tatyana 
O. Zudina offered information technology on mobile and 
electronic devices’ using to build a mobile health service 
[11]. Andrzej Kajetanowicz, Aleksandra Kajetanowicz 
provided information on modern information technology 
in the medical field [12].

The first sensory demonstration functionality of the 
Service is to receive the Duodecim solution, so that you 
can use the EBMEDS information system. For the sake of 
the system of information on a patient’s state, you can use 
electronic forms and medical information for a specific 
doctor [13].

The further increase in the amount of specific knowledge 
in methods of providing medical care exacerbates not only 
the problem of understanding non-core information by 
medical professional. The problem of quality of normative 
acts (documents), which unify the standards of the newest 
methods of medical activity, becomes more urgent.

Our collations indicate that documenting the algorithms 
of medical activity is common practice in different countries 
[14]. It is therefore essential for healthcare professionals that 

the texts of these documents be correct. However, unfor-
tunately, legal experts state the imperfection of technique 
of creating legal texts and the presence of errors problem 
in normative acts of different branches of rulemaking. [15]

A rule-making error can be recognized as consistency 
of text or content of a rule of law regarding to its purpose. 
On this basis, there are two types of law’s errors – purely 
textual and substantive (algorithmic). Text-making errors 
are manifested in the apparent inconsistency of rule’s text 
regarding its content. Substantial (algorithmic) errors 
occur when inaccuracies are found in description of goal 
achievement algorithm - it does not meet the logic (algo-
rithm) of the norm.

As for the latter, we must point out that any conscious 
human activity objectively has the following elements: 
1) subjects; 2) subject-matter; 3) algorithm of actions; 4) 
means (tools, resources); 5) time characteristics; 6) territo-
rial characteristics. Accordingly, meaningful (algorithmic) 
errors can be: 1) an error in description of the subjects of 
activity; 2) an error in description of the subject-matter 
(object) of the activity; 3) an error in description of the 
algorithm of actions of the subject of activity; 4) an error 
in description of the means (tools, resources) of activity; 
5) an error in describing the temporal characteristics of 
the activity; 6) an error in describing the territorial char-
acteristics of the activity.

Until recently the quality of displaying the algorithmic 
nature of actions regulated in legal texts was controlled 
solely by mental activity of their developers. But we believe 
that in modern conditions to control the algorithmic pro-
cedures enshrined in legal texts (logical connection, their 
completeness, absence of errors) is already possible with 
the help of information technology (IT).

Table I. IT Graphic Elements based on BPMN.
Graphic Element Graphic image, application example

Start Event of Process 

End Event (Result) of Process

Tasks to perform in the Process

Task sequence

Gateways - cases of branching the Process, when the result of the Task can be different 
(ambiguous), and each of the possible results creates its own Scenario for the 

development of the Process
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Earlier in the research [16], we had already disclosed the 
IT validation of logical connections and completeness of 
textual procedures describing branching processes based 
on visualization using BPMN notation. The effectiveness of 
this technology has been demonstrated through examples of 
verification of regulations’ texts on administrative, judicial 
and tax activity in Australia, the European Union, the Rus-
sian Federation, the United States of America and Ukraine 
[17]. But medical records in these studies were not checked.

THE AIM
Proceeding from the above mentioned, the purpose of the 
article is to demonstrate the ability to use original infor-
mation technology that uses mapping algorithms based on 
BPMN and detects algorithmic errors in medical regulations.

MATERIALS AND METHODS
BPMN (Business Process Model And Notation) nota-
tion, which we propose to use in information technology 
analysis of algorithmic procedures of medical regulations 
(documents), has been used in various fields for a long 
time. This is a graphical language that allows you to display 
processes when modeling workflows in a system under test 
using specification of graphical elements (some of which 
are listed in Table I).

The procedure for analyzing the algorithmic nature of 
legal texts according to the proposed methodology includes 
three stages:
1)	� converting a legal text describing the process into a 

graphical diagram using BPMN’s symbols;
2)	� verification of the developed scheme for algorithmic 

(logical coherence and completeness) – intelligent, 
which is carried out by an expert and software, and/
or by software, such as Microsoft Visio, in accordance 
with the rules laid down in it;

3)	� confirmation or denial of errors found when discussing 
with developers of a text (in case of confirmation, there 
should also be elaboration of proposals for amendments 
to the text of legal norm).

We have tested the algorithm for treating abnormal uterine 
bleeding (hereinafter referred to as AMC) as provided in the 
normative document of the Ministry of Health of Ukraine “Uni-
fied clinical protocol of primary, secondary (specialized) and 
tertiary (highly specialized) medical care. Abnormal Uterine 
Bleeding” (hereinafter – “the Protocol”, unless otherwise noted) 
approved by the order of the Ministry of Health of Ukraine 
No. 353 on 13.04.2016, as amended by No. 994 on September 
23, 2016 [18]. This document provides an overview of existing 
methods for diagnosis and treatment of abnormal uterine bleed-
ing and algorithms for diagnosis and treatment of this patients’ 
pathology in Ukraine. The document presents (page 26) an 
algorithm for therapeutic tactics in abnormal uterine bleeding 

Fig. 1. AUB Treatment Algorithm from the Protocol, with Display of Sheme Elements, for which, According to Results of Logical and Analytical Examination, 
Questions Have Been Raised (red indicated)
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(hereinafter – AUB), depending on etiology, reproductive plans 
and preferences of a patient, performed in the flowchart notation 
FlowChart algorithms. We take notice that this scheme is not 
a graphic representation of regulatory document’s text for its 
explanation, but is a separate methodological unit.

The possibility of using of the proposed information 
technology was confirmed by the conclusion of the De-
partment of Criminology and Criminal Enforcement Law 
of Yaroslav the Wise National Law University of September 
10, 2019 when giving consent to this article’s publication.

RESULTS
The results of our logical and analytical examination of 
AUB treatment regimen under the Protocol are presented 
in Fig. 1, where the corresponding numbers indicate which 
questions were raised (indicated by the arrows in red).

Question 1. According to the scheme, if estrogens are 
contraindicated, it is provided the use of either progestins 
or combination contraceptives. But there are no circum-

stances that determine one of these options. If they are used 
in all cases when estrogens are contraindicated, then these 
warrants should be bundled into one and further options 
for further development of events should be indicated.

Question 2. In the scheme as a result of the conditioned 
process (function) “Combined contraceptives” the arrows 
indicate the options “Progestins” and “Surgical treatment”. 
But why is there no block (rhombus) with conditions of op-
tions’ choise, that is, in which case after the use of combined 
contraceptives it is necessary to apply progestins, and in 
what surgical treatment? Which of these variants is the text 
“No result or poor tolerability” listed between the scheme’s 
elements “Progestins” and “Combined contraceptives”?

Question 3. As a result of Progestins and Combined 
Contraceptive functions only the cases of “No effect or 
poor tolerability” are indicated. But what are the options 
for specialist action if there is an effect?

Question 4. Output process (function) “Anamnesis, lab-
oratory and instrumental studies” as options are specified 
the functions “Organic pathology” and “Inorganic pathol-

Fig. 2. AUB Treatment Algorithm Identical to the Protocol Algorithm (p.26) but Constructed Using BPMN
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ogy”. But these are not the functions, but the conditions 
under which further options are chosen. And they must 
be specified through a block (rhombus) with branching 
conditions (as in the diagram in other cases).

Question 5. Transition to the function “Surgical treat-
ment” comes after detection of no effect or poor tolerability 
during the drug therapy’s use. But why is this option not 
indicated when such therapy is not possible at all, since 
the situation is mentioned in the Protocol’s text (clause 
4.5.3). So why is there no block (rhombus) with branching 
conditions for this case?

The validity of our comments and inquiries was verified 
by the software. Unfortunately, the Protocol flowchart 
under the FlowChart notation (flowchart) could not be 
validated directly by the existing software. Therefore, we 
have constructed an AUB treatment algorithm that is iden-
tical to the algorithm of the Protocol (with duplication of 
the circumstances that raised the issue from the point of 
view of algorithmic scheme design), but using BPMN. The 
result of this work is shown in Fig. 2.

The authors then analyzed this scheme using Microsoft 
Visio software. This analysis’ results are recorded in Fig. 3, 
which is a screenshot from the screen.

The program detected errors of three types, which are 
identical in content to the primary scheme’s errors, which 
are shown in Fig. 2:

1.	 When using Start Event and End Event a task or a 
subprocess that is not a compensation action, must have 
output Sequence Flow – identical to question 3 and 5;

2.	 If an upper level Process uses Start Event, then 
should also be used End Event – identical to question 3;

3.	 Gateway having less than two input Sequence Flows 
must have at least two output Sequence Flows – identical 
to question 1 and 3.

In order to evaluate these issues’ validity and correct 
the identified errors, we have consulted with medical 
professionals.

In Fig. 4 it is presented the algorithm of AUB treatment, 
which takes into account the corrected errors.

The suggested additions are shown here in red text and 
dotted lines. We tested this diagram for errors using Mic-
rosoft Visio – no errors were found.

DISCUSSION
Our research has confirmed that FlowChart notation is 
now a common tool for building flowcharts of algorithms 
reflected in medical records [14]. However, this notation 
is more functionally limited in visualization and analysis 
than BPMN. The example presented in the article demon-
strates the functionality of our proposed technique using 
BPMN and related software to detect algorithmic errors in 
construction of medical activity algorithms. In this case, 
intellectual analysis carried out by a human expert, gives 
a more effective result than program analysis. This is due 
to the fact that human mind is a more sophisticated tool 
in terms of detecting deficiencies in mapping of essential 
circumstances of medical algorithms than any existing 
software that operates on a limited set of rules. This explains 
the lack of comment by Microsoft Visio on the essential 
circumstances of AUB treatment, which we addressed in 
questions 2 and 4.

The research results are the original development of 
a methodology using IT, based on BPMN, and related 
software for the detection of algorithmic errors in the 
construction of medical activity algorithms. 

Our proposed method allows:
−	 to create visual models – schemes of normatively reg-
ulated algorithms of medical practice;
−	 to control the algorithmic nature of regulated processes 
and to detect errors.
Therefore, it can be used to improve the rulemaking in 
the medical field and to improve (comprehensibility) 
regulations’ quality. The functionality and specifications 

Fig. 3. Screenshot of Algorithmic Errors in the AUB Treatment Scheme Detected by Microsoft Visio.
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of BPMN graphical elements make it possible to reflect 
substantially the algorithms of medical activity of arbi-
trary complexity.

The following example of logic analysis has demonstrated 
that the proposed IT can detect errors in the description 
of procedures:
−	 lack of tasks or goals (process break);
−	 lack of description of possible scenarios for develop-
ment of procedure (breaks in logical/technological linkages 
of the process and lack of results’resolution).
It should be borne in mind that it is not possible to 
check the algorithmic nature of schemes executed using 
FlowChart notation without specialized software, unlike 
BPMN schemes, which are sufficiently validated by the 
fairly common Microsoft Visio software from Microsoft 
Office. In these cases, schemes similar to regulations, but 

not BPMN, need to be developed. And then analyze those 
projects, including using Microsoft Visio software.

It is important that the proposed IT can also be used to devel-
op documents with visualization of medical activity algorithms.

CONCLUSIONS
Previously, the authors outlined the article’s purpose - to 
demonstrate the ability to use BPMN to display algo-
rithms and identify errors in regulations that govern the 
activities of health care providers in the performance of 
their duties. We believe that this was demonstrated by the 
logical-analytical examination of the AUB treatment set 
out in the Protocol.

With this paper the authors wanted to draw attention to 
the schemes’ imperfection in legal documents that enshrine 
the algorithms of medical activity and to propose the use 

Fig. 4. AUB Treatment Algorithm, Constructed Using BPMN, Taking into Account the Detected Algorithmic Errors
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of IT based on BPMN for visualization and verification of 
algorithms of such documents.

In favor of the proposed IT is evidenced by the fact that for hu-
mans, a picture remains the universal and most understandable 
means of transfer of meaning (knowledge). It is significant that 
experts – lawyers and medical professionals who participated in 
this research, even in the absence of programming knowledge, 
actually immediately understood the proposed IT and were 
able to use it in their work. Therefore, the proposed IT makes it 
possible to increase the clarity of even those texts where medical 
practice algorithms with non-core information are fixed.
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INTRODUCTION
Modern society is a very complex social organism, in which 
it is possible to distinguish certain links, elements, sectors, 
systems, resources or networks, from which life’s quality of the 
whole society depends directly on uninterrupted and safe  func-
tioning. Therefore, any abnormalities and deviations from the 
normal functioning of these entities, in particular as a result of 
criminal acts, can lead to serious and even irreversible negative 
consequences for both public health and environment at local, 
regional, national and interstate levels. Currently, such entities 
are commonly referred to as critical infrastructure.

For the first time in the world, such objects began to be 
mentioned on the European continent in the late 1990s, due 

to the threat of numerous terrorist challenges. Following 
the tragic events of the terrorist attacks in New York on 
September 11, 2001, the issue of the need to protect critical 
infrastructure has gained new relevance and global scope. 
The National Strategy for the Physical Protection of Crit-
ical Infrastructures and Key Assets was introduced in the 
United States in early 2003 [1].

Critical infrastructure objects are enterprises and in-
stitutions (regardless of ownership) of such sectors as 
energy, chemical industry, transport, banks and finance, 
information technology and telecommunications (elec-
tronic communications), food, health, public services are 
strategically important for the functioning of economics 
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ABSTRACT
Introduction: There are currently a number of energy infrastructure objects in Ukraine, including nuclear power plants whose failure or destruction due to various factors, 
including criminogenic ones, can have serious and even irreversible negative consequences not only for the state’s national security but also for public health and environment 
as a whole at local, regional, national and even interstate levels. In the context of the recent  criminal violence’s escalation that has been observed in Ukraine, such objects can 
be deliberately harmed, which will inevitably lead to an environmental disaster. Therefore, it is obviously necessary to conduct criminological monitoring of threats for public 
health related to possible disruptions in operation of critical infrastructure in the energy sector.
The aim:of this research is to assess the risks for public health resulting from the critical infrastructure’s operation in the energetical field of Ukraine by criminological analysis 
of certain crime types and propose measures to minimize their negative impact on public health.
Materials and Methods: The study is grounded on dialectical, hictorical, comparative, logical, analytical, synthetic, statistical comprehensive and cartographic research methods. 
The calculations and mapping were done using Adobe Photoshop CS6, Microsoft Excel 2016, Microsoft Word 2016 and QuickMap 2.2. The sources of the study are the statistical 
reports of Ukrainian law enforcement agencies, analytical materials of the Organization for Security and Co-operation in Europe, specialized literature on medicine and law.
Results: The country’s energy system, including its nuclear, gas and oil pipelines, belongs to the country’s critical infrastructure, since any disruption to their operations or their 
destruction will inevitably lead to a number of negative consequences, including damage for public health in a large area as a result of environmental pollution. The analysis 
of criminological statistics shows that the real threat to the functioning of such objects in Ukraine is currently represented by criminal acts, which can lead to disruption of the 
analyzed objects (terrorism, cases of illegal handling of weapons, ammunition, or explosives, creation of non-statutory paramilitary or armed formations, etc.). At the same 
time, it has been established and clearly demonstrated by the mapping method that there is an increased level of violence and auto-aggression (suicide) in the areas of nuclear 
energy facilities deployment. This fact does not exclude the negative impact of energy infrastructure functioning on public health.
Conclusion: By the time that critical energy infrastructure facilities operate fully and in a normal mode, it is extremely dangerous to conduct any large-scale military operations in 
Ukraine. Even a minor disturbance in the normal operation of such facilities is a potential danger for public health over a large area. The danger of such objects being violated is also 
emphasized by the fact that under normal rating their impact on public health is evident, which is confirmed by statistics, in particular, on suicides among local community, level of 
pre-meditated murders on the territories of relevant regions, etc. In addition, such objects are a potential target for acts of terrorism, the results of which can also be catastrophic.
In this regard, the development of measures’ system of minimizing the negative impact on mental and physical health of people living in the territory of critical infrastructure’s 
location is particularly relevant.
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and security of state and society [2]. Therefore, failure or 
destruction of objects in these industries can have very 
negative consequences for the national security and defense 
capability of a state, its natural environment, public health, 
etc. Thus, as a result of the notorious accident at the Chor-
nobyl NPP, which happened due to criminal negligence, 
the entire ethnocultural region was destroyed, as 350,000 
residents of the surrounding areas were evacuated from 
the radiation contaminated area. In addition, due to late 
evacuation, people was affected by doses of radiation that 
ten times higher than the allowable limit. Approximately 
600,000 people who eliminated the catastrophe’s effects 
also affected by huge doses of radiation [3]. However, it is 
still unknown how many of them have died or have health 
deviations. There are no relevant researches have been con-
ducted in medical, ecological or any other related aspects.

As we can see, a direct object of critical infrastructure - the 
contry’s energy system, including the nuclear, as well as gas 
and oil pipelines is recognized as a special priority. By the 
way, in any country that is concerned with the protection of 
critical infrastructure, the energy system is classified as such 
[4, p. 9; 5]. As correctly defined in the literature, effective 
identification of critical assets enables protection programs 
to prioritize asset lists (C. Izuakor and R. White, 2016) [6]. 
Detailed risk assessment can then be limited to key assets, 
such as those whose disruptions could have debilitating ef-
fects on security, national economic security, national public 
health and safety, or any their combinations [7].

THE AIM
The aim of this article is to assess the risks to national 
security, environment, public health, etc. related to crit-
ical infrastructure in the energy sector of Ukraine by 
conducting a criminological analysis of certain types of 
crime that could directly or indirectly harm such objects 
and those which, in turn, may be conditioned by some 
adverse effects of such objects’ operation. However, the 
purpose of the article is also to draw public attention to 
the problems of possible interconnection of any pollution 
(including radioactive radiation) due to natural, man-made 
disasters or criminal acts with disorders of human psyche, 
which, in turn, can be cause of criminal acts, for example, 
of a violent nature.

MATERIALS AND METHODS
This study was conducted during 2017-2019 and is based 
on the research’s results: 1)  official statistics data of the 
Department of Information and Analytical Support of 
the Ministry of Internal Affairs of Ukraine and Office of 
Organizational Support of the Unified Register of Pre-trial 
Investigations and Information and Analytical Work of 
Prosecutor General’s Office of Ukraine; 2) analytical mate-
rials from the Organization for Security and Co-operation 
in Europe; 3) quantitative and qualitative indicators of 
crimes against life and health of a person, public safety, as 
well as suicides during modeling an existing situation with 

these offenses in certain regions of Ukraine by visualizing 
the latter with the help of geographical maps and relevant 
tables that perform an additional explanatory function in 
assessing threats to public health in Ukraine in the context 
of protecting the state’s energy infrastructure. The empirical 
and statistical data collected are processed, summarized, 
and analyzed using descriptive statistics capabilities. The 
article is based on dialectical, comparative, analytical, 
synthetic, statistical and comprehensive research methods. 
The calculations and mapping were done using Adobe 
Photoshop CS6, Microsoft Excel 2016, Microsoft Word 
2016 and QuickMap 2.2. Theoretical basis of the article is 
specialized literature on medicine and law.

RESULTS AND DISCUSSION
The specific literature identifies certain types (categories) 
of threats that should be covered by critical infrastructure 
protection. Such threats include: accidents and technical 
failures, in particular, aviation accidents, nuclear accidents, 
fires, accidents in energy supply systems, emissions of 
hazardous substances, system failures, accidents and emer-
gencies caused by negligence, organizational errors, etc.; 
natural hazards, including extreme weather, forest, steppe 
and peat fires, seismic phenomena, epidemics and pan-
demics, space phenomena, hurricanes, tornadoes, earth-
quakes, tsunamis, floods, etc.; malicious acts, in particular, 
malicious acts of groups or individuals such as terrorists, 
criminals and saboteurs, as well as hostilities during war 
[4, p. 12]. As was noted, the subject of our in-depth anal-
ysis is, first, the criminological estimation of public health 
threats in Ukraine, primarily as a result of unlawful acts 
affecting critical energy infrastructure facilities and, sec-
ond, disclosure of a possible link between environmental 
pollution that results from operation of some of these ob-
jects in regular mode, or which has occurred as accidents’ 
results or criminal activities at these objects, and disorders 
of human psyche, that in the etiology of criminal behavior 
as a manifestation of destructive aggression in the broad 
sense may subsequently play some negative role.

The listed threats potentially carry an enormous risk of 
disruption and even collapse in uninterrupted energy sup-
ply of a state with long-term environmental consequences. 
In fact, they determine the likelihood of corresponding 
negative changes in critical infrastructure’s objects. Risk 
is defined as the possibility of loss, damage or injury [8, p. 
90]. Thus, risk is always associated with dangers’ presence 
and threats, the likelihood of any harm to public health 
of a country as a whole and its regions, in particular. The 
criminological assessment of threats to the protection 
of critical infrastructure should be considered as an ef-
fective mechanism for analyzing the state of protection 
of Ukraine’s territory from any criminogenic events. In 
mathematics and economics, analyzing certain types of 
threats, attention is always drawn to identifying potential 
risks based on statistics, scientific, technical and expert 
judgment. Such an approach we used to build the scheme 
and outline the main results of our research.
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It is emphasized that the Organization for Security and 
Co-operation in Europe is in fact calling for the recognition 
of importance of critical energy infrastructure in the mod-
ern world, which in its Decision 6/07 on protecting critical 
energy infrastructure from terrorist attacks determines 
that critical energy infrastructure, including nuclear power 
plants, dams of hydroelectric power plants, oil and gas pro-
ducers, refineries, transmission facilities, supply routes and 
facilities, energy storage facilities as well as hazardous waste 
storage facilities, may be vulnerable to terrorist attack [9].

Today, the energy system of Ukraine consists of compre-
hensive structure of such objects. Among the most valuable 
of them are: 1) an extensive gas transportation system 
extending from eastern to western and from northern to 
southern borders of Ukraine; 2) four operating nuclear pow-
er plants (South Ukrainian NPP – 3,000 MW; Khmelnitsky 
NPP– 2,000 MW; Rivne NPP – 2 880 MW; Zaporizhzhya 
NPP - 6,000 MW [10, p. 22]). The Chornobyl  NPP is still 
partially operational (its capacity before the disaster was 
3,200 MW) [11].

Particular attention should be paid here to those threats 
to public health related to nuclear power, especially when 
it comes to criminal events related to man-made disasters 
or conducting military operations in the territories of those 
countries where such facilities are located. As is known, the 
world’s first nuclear reactor was built in 1942 in the United 
States, and Ukrainian nuclear power was started in 1977, 
when the first Chornobyl NPP was put into industrial oper-
ation [12]. Nowadays, nuclear power plants are operating in 
30 countries. Ukraine ranks 10th in the number of nuclear 
reactors (power units) in the world [10, p. 21].

In 1986, Ukraine suffered the tragic consequences of 
NPP failure, extent and depth of which cannot yet be fully 
determined. Only immediately after the accident in clinical 
cases of mild acute radiation sickness (hereinafter–ARS) 
(1st degree of severity, radiation dose is 0.8-2.1 Gy) the pa-
tients were diagnosed with vascular dystonia and neurotic 
disorders, in cases of moderate ARS (2nd degree of severity, 
2- 4 Gy) also vegetative vascular dystonia was diagnosed; 
with severe ARS (3rd degree of severity, 4.2–6.3 Gy) – acute 
radiation and radiation-toxic encephalopathy, acute psycho-
sis with visual and auditory hallucinations, brain edema, 
and with very severe ARS (4th degree of severity), 6-16 
Gy) – acute radiation and radiation-toxic encephalopathy, 
subarachnoid-parenchymal hemorrhage, marked edema 
and swelling of the brain were diagnosed [13, pp. 48-52]. 
The situation is complicated by the fact that emergency 
radiation is necessarily connected with: 1) non-radiation 
factors, especially psychological and social stress, and 2) 
lack of objective baseline (before exposure) data on human 
health [14]. Among those who suffered the most from the 
Chernobyl accident, 600 thousand liquidators of this acci-
dent. Mental disorders in them are detected twice as often as 
in the rest of population, and suicides among them were 20 
times more; many of them need psychiatric treatment [15].

Interesting data are provided by K. Loganovsky and 
co-authors. They have conducted standardized psychiatric 
interviews using the Composite International Diagnostic 

Interview with 295 clean-up workers and 397 controls 16-18 
years after catastrophe and report on common psychiatric 
disorders, suicide ideation and severe headaches. So, clean-
up workers had significantly higher rates of depression 
(18.0% vs. 13.1%) and suicide ideation (9.2% vs. 4.1%) after 
catastrophe, but not alcoholism or intermittent explosive 
disorder. In the year preceding the interview, depression 
rates (14.9% vs. 7.1%), PTSD (4.1% vs. 1.0%), and head-
aches (69.2% vs. 12.4%) were elevated (Loganovsky et al. 
2008) [16].

Since 1990, the Ukrainian Institute of Social and Forensic 
Psychiatry has conducted a survey of liquidators, which has 
led to the hypothesis that high doses of radiation lead to de-
mentia and give rise to mental illness such as schizophrenia 
[15]. In this regard, it is not for nothing that the long-term 
mental health consequences have been recognized by the UN 
Chernobyl Forum and supported by further evidence-based 
International Studies as one of the major medical and social 
problems of the Chernobyl catastrophe aftermath [17, p. 22 ].

It should be noted that in addition to the obvious impact 
on individual health (leukemia, thyroid cancer, breast cancer, 
other cancers, cataract, mental health) [18, etc.], man-made 
disasters such as Chornobyl or Fukushima (Japan) also have 
obvious but not recognized implications for public health. 
Among the latter: loss of territories for residence and territo-
rial redistribution of population, degradation of population 
structure of radioactively contaminated territories, mortality 
in population of radiologically contaminated territories 
and mortality victims of catastrophes, demographic losses, 
disability, non-cancer health effect ets. [19] The most likely 
emergency scenarios in Ukraine at present are: 1) nuclear 
and radiological accidents and incidents (any event related to 
transportation, storage and use of radioactive materials and 
radiation sources [above all, NPPs and nuclear reactors], in-
cluding the loss and theft of radiation sources and detection 
of hostile sources); 2) nuclear terrorism (first of all capture of 
a nuclear power plant or other civilian object working with 
radioactive materials, its mining and explosion); 3) use of 
tactical and/or strategic nuclear weapons [20, p. 5].

Modern humanity is in a symbolic closed circle: energy 
infrastructure objects have a negative impact on population’s 
health (especially in satellite cities of NPPs, TPPs, etc.), which 
does not exclude outbreaks of unlawful excesses related, in 
particular, to aggression and auto aggression. However, while 
this assumption still requires serious medical and psycholog-
ical research, the impact of criminal actions aimed at work’s 
disrupting of the analyzed objects is quite obvious as they 
always leads to accidents and contamination of the envi-
ronment and therefore irreparable damage to public health.

An analysis of the geography of major critical energy 
infrastructure facilities’ location in Ukraine which are of 
high risk indicates that they are predominantly located in 
the areas of increased criminogenic threats (Fig. 1). Even 
where the crime area is relatively “favorable” as a whole, 
since the level of criminal threats is not high but the energy 
infrastructure of the critical infrastructure is located on its 
territory, the corresponding indicators still tend to reach 
the maximum limit of criminal intensity’s level inherent 



ENERGY INFRASTRUCTURE OBJECTS OF UKRAINE AS A PUBLIC HEALTH THREAT: CRIMINOLOGICAL ANALYSIS

2437

in of one or another criminogenic group. This situation 
threatens the «transition» to the next, less favorable in 
terms of criminogenic, group of indicators.

Indeed, the maps below show that many of these ener-
gy facilities, in particular nuclear and gas transportation 
systems and their networks, are located in regions with 
high levels of terrorist threat, social tension, high rates of 
homicide and suicide (Fig. 2, 3, 4).

Regarding crimes related to terrorism, while in 2013 only 
4 facts were fixated since 2014 more than one thousand 
crimes have been consistently committed (Table I).

Terrorism was a completely new phenomenon for Ukraine. 
If previously such cases were not recorded at all due to their ab-
sence, 894 terrorist acts (Art. 258 of the Criminal Code) and 427 
cases of a terrorist group or terrorist organization establishing 
(Art. 2583 of the Criminal Code) were recorded in 2014. In 2015 

Table I. Dynamics of Terrorist Acts (Art. 258 of the Criminal Code of Ukraine) Committed in Ukraine (2009-2018)
Years 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

Quantity - - - - 4 1 499 1 295 1 865 1 385 950

Fig. 1. Geography of Crime 
Rate in Ukraine per 100,000 
Population in 2018

Fig. 2. Geography of Terrorist 
Acts and Creation of Terrorist 
Groups or  Organizations 
(2017-2018)



Vladyslava S. Batyrgareieva et al. 

2438

it was accounted 1 295 reported terrorist acts (ie + 50%) and 849 
cases of a terrorist group or terrorist organization establishment; 
in 2016 – 1,602 (+ 24%) and 391; in 2017 – 1,283 and 277; in 
2018 – 838 and 175 crimes respectively [21; 22; 23; 24; 25; 26].

The most dangerous in this regard were the territories of 
Donetsk, Lugansk, Odessa, Kyiv and Zaporizhzhya regions. 
It should be reminded that in these territories some of the 
nuclear power plants and most of gas transmission system 
and its networks are located. Even one instance of terrorism 
at, or adjacent to, critical energy infrastructure in these 
areas may be sufficient for a major disaster.

The reality of criminological threats to energy infrastruc-
ture in our country can be amplified by the catastrophic 
depreciation of both one’s own life and that of another 
person. This is clearly indicated by the high intensity of 
homicides and suicides in the regions of Ukraine (Map 
3, 4). Again, this can be a consequence of environmental 
discomfort, which increases the likelihood of human acqui-
sition, including any mental anomalies. Thus, it is possible 
that the influence of oil, gas transmission system, nuclear 
power objects etc. on public health leads to increased levels 
of criminal aggression in the broad sense.

Fig. 3. Geography of Homicide 
Rate in Ukraine per 100,000 
Population in 2018

Fig. 4. Geography of Suicide 
Rate in Ukraine per 100,000 
population in 2018
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This data demonstrates that the most dangerous territories 
for Ukraine are the cities of Kyiv (31) and Kyiv region (18.8), 
as well as Lugansk (30.7), Donetsk (29.5), Mykolaiv (17.2), 
Odessa (12.9), Zaporizhzhia (12.9) and a number of other 
regions of Ukraine (Fig. 3, 4). As we can see, the homicide 
rate per 100,000 of population in some cases far exceeds the 
so-called epidemiological threshold, which is equal to 7.6 
cases per 100,000 of population [27]. If we combine these 
data of criminal statistics with the location’s map of nuclear 
facilities, it can be seen that, with the exception of the Lugansk 
and Donetsk regions, in the mentioned regions or near them 
there are such NPPs as South Ukrainian, Zaporizhzhia (the 
largest in Europe) and Chernobyl . As for the Luhansk and 
Donetsk regions, they are naturally more violent than any 
other region as a result of hostilities.

Regarding suicides, in 2017, Ukraine, as in previous 
years, again ranked 25 countries with the highest suicide 
rates in the world. This figure was 15.3 cases per 100 thou-
sand of population of the country [28], that is, six and a half 
thousand Ukrainians voluntarily died. In 2018, this figure 
was 15.8 cases per 100,000 of people [28]. In this respect, 
the current situation in Ukraine is alarming and does not 
show a stable tendency to reduce the number of such cases.

Thus, the presented results indicate that the territories 
of critical infrastructure locations in the energy sector of 
Ukraine are extremely saturated not only with so-called 
general crime, but also with terrorist offenses, homicides 
and suicides (Map 1, 2, 3, 4). Map 3 and 4 show data that 
our country is in a hazardous area.

CONCLUSIONS
Power plants of various types, including nuclear, oil and gas 
transmission systems, are the most important types of critical 
energy infrastructure in Ukraine, since they are: first, the 
main sources of energy for internal consumption; secondly, 
provide electricity exports to other countries and, accord-
ingly, profits for Ukraine; thirdly, they are the guarantors of 
socio-economic and political stability in some parts of the 
European continent. As long as critical energy infrastructure 
facilities are fully operational and full-time, any large-scale 
military operation is extremely dangerous in Ukraine. At the 
same time, the termination of these facilities can lead not 
only to economic and social, but also to political imbalances 
that can cause negative geopolitical consequences.

The stable functioning of power plants, in particular 
NPPs, oil and gas transportation system of Ukraine and, 
consequently, geopolitical stability in Ukraine, can be hin-
dered by criminological threats such as: 1) high intensity 
of criminal manifestations in some regions; 2)  terrorist 
crimes; 3) high inclination of certain categories of people 
to violence; 4) negative state of social and socio-psycho-
logical situation (high suicide rate, unemployment, social 
tensions, etc.); 5) geopolitical factors etc. In the case of 
man-made accidents, natural disasters and acts of crime 
(both intentional and reckless), negative impact of these 
objects becomes extremely dangerous for public health in 
large territories, taking even the magnitude of the planetary 

character due to environmental pollution. Therefore, a 
large number of people (radiation sickness, cancer, mental 
disorders, etc.) always result from «incorrect» functioning 
or destruction of the critical infrastructure.

Analysis of quantity and geography of committing certain types 
of criminal acts (primarily terrorist acts) in Ukraine confirms the 
existence of a real threat to uninterrupted and safe functioning 
of nuclear facilities, oil refining and gas transportation systems. 
In turn, increased levels of premeditated murders and auto-ag-
gression (suicide) cases are recorded in areas adjacent to nuclear 
facilities (nuclear power plants). Thus, critical energy infrastruc-
ture assets represent both a real and a potential threat to public 
health. In this regard, the development of a system of measures to 
minimize the negative impact on the mental and physical health 
of the population living in the territory of location of the critical 
infrastructure is particularly relevant.
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INTRODUCTION
In March 2014 Russian Federation attempted to annex the 
Crimean Peninsula, as the Ukrainian territory with two regions 
– Autonomous Republic of Crimea (ARC) and Sevastopol City 
and more than two million residing persons. This attempt was 
not recognized neither by Ukraine nor by absolute majority 
of third countries, also as by the international organizations, 
that adopted the relevant acts, like UN General Assembly 
Resolutions 71/205 and 72/190 [1, 2], some resolutions of 
Parliamentary Assemblies of OSCE and Council of Europe, of 
European Parliament [3] etc. As the UN GA acts are obligatory 
for the World Health Organization, for other UN regional and 
specialized bodies, they certainly form the international agenda 
on Crimean issues, including the issues of medical protection 
and health care, medical education, export and import of drugs 
and equipment etc. Further sanction and legal isolation of the 
peninsula created specific conditions for the local medical 
infrastructure and health protection.

At the same time Russia declared the Crimea as its own 
territory, including two “subjects” like “Republic of Crimea” 
(RC) and “Federal Significance City Sevastopol”, and after 
the short “transitional period” from the 1st of January 2015 
has implemented its national legislation in peninsula, includ-
ing Russian medical law, relevant legal and organizational 

standards, protocols etc. Within the territory controlled by 
Ukraine there are medical reforms that started in 2016 with 
perspectives of changing the framework of the post-soviet 
“free” medical aid to the insurance health-care system and 
this transitional period is still not finished. 

Crimean residents (Crimeans) are recognized by both 
conflict parties as “their own citizens”, except thousands that 
refused the Russian citizenship in 2014 and about two hundred 
thousand of persons, resettled from Russia to Crimea, violating 
by this the Ukrainian laws after 2014. So Crimeans may demand 
from de-facto Russian authorities in Crimea provision of the 
health care services and use the ability for the medical aid on 
the controlled territory of Ukraine. Such politic situation caused 
the very specific framework of medical aid system for Crimeans 
and its impact on real healthcare for Crimeans which may be a 
fruitful topic of the scientific researches.

THE AIM
The aim of this article is to determine the current legal and 
organizational policies of Russia and Ukraine regarding 
the health protection provided for the Crimean residents, 
evaluate their results after the five years of Russian effec-
tive control over Crimea. Following such an approach 
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we are going to establish the specification of the relevant 
regulation mechanisms, to compare them with the statis-
tics, presented by the both states, to make prognosis of 
development of the healthcare situation with Crimeans 
for a nearest future. 

MATERIALS AND METHODS
Author analyzed the legal acts and reports regarding to the 
medical, demographic and migration issues for Crimeans, 
issued by international structures, by the Ukrainian bodies 
and Russian de-facto authorities. Special attention were 
paid for the published reports of the Special Monitoring 
Mission of OSCE in Ukraine and UN Human Rights 
Monitoring Mission in Ukraine, to the ICRC activities in 
Ukraine, also as for the reports of the de-facto “Ministry of 
Health Care” of RC, of Mission of the President of Ukraine 
in ARC etc. Analysis of the relevant legislation was done 
by author in full compliance with ethic demands of his 
current job (Legislation Institute of the Verkhovna Rada of 
Ukraine). Moreover, the author used he’s own experience as 
the Permanent Representative of the President of Ukraine 
in the ARC, appointed on this position by the Presidents 
decree on 17th of August, 2017, № 220/2017 and dismissed 
from this post by decree on 2nd of December, 2018 [4] 
with full compliance with demands of Ukrainian public 
service ethic rules.

In this article such key materials as the References and 
Reports, prepared by Mission of the President of Ukraine 
in ARC in 2018 and presented to the Ukrainian govern-
ment, international monitoring missions and available on 
Mission`s website were used [5-8]. The scientific publica-
tions, devoted to the situation in Crimea after 2014, are 
in common concentrated on issues of the international 
humanitarian law and human rights, they do not reflect in 
details the issues of medical law, relevant social care and 
assurance 0f the right to health [9-15]. 

RESULTS
Regarding to data presented by Russian de-facto authori-
ties the healthcare in Crimea (controlled by the “Ministry 
of Health Care” of the RC (“Ministry”)) includes seven 
structural offices (on medical aid for adults, on medical aid 
for children, mothers and resort care, on strategic develop-
ment, on material basis and state programs, on planning 
and economics, on providing drugs, on informatization, 
civil protection and labor security, on legal support and 
licenses, on personnel policy) and three sectors, including 
the medical safety control. 

The “Ministry” governs over 68 hospitals, 12 sana-
toriums, five Crimean educational institutions – four 
“colleges” in Evpatoria, Kerch, Simferopol and Yalta and 
“certification training center” and two “scientific research 
institutions” – on physical methods of treatment, medi-
cal climatology and rehabilitation, also as on children`s 
balneology, physiotherapy and medical rehabilitation, 
also as some “enterprises” like “Krymzdrav”, “Medtekh-

nika”, “Crimean Medical Informational-Analytic Centre”, 
“Medical Prophylactics Center” and regional medical 
library. At the same time, no special governing structure 
devoted to Crimean issues was created by the Ukrainian 
government since 2014 [5]. 

At the same time, the “Ministry” as the part of de-facto 
Russian authorities in Crimea has its goals in realization of 
the “federal and departmental target programs”. In frame-
work of the program “Modernization of the State Health 
Care Departments with their Accordance to the Federal 
Programs” more than 681,7 million Russian rubles from 
state budget are foreseen for 2018-2020. More than 8676,6 
million Russian rubles from state budget were established 
for the “Road Map for Modernization the Regional District 
and Town Hospitals” for 2019-2023 and more than 106,7 
million were granted on 2018-2020 for the program “Ac-
cessible Environment”. Such sums may not be considered 
as sufficient for the development of the Crimean medical 
system. The main annual priority of “Ministry” in 2018 
was the oncology problem treatment, including changes 
in legal regulation, early diagnostic, informatization of the 
oncology hospital units, etc. [6].

Regarding to statistics, provided by “Ministry”, the total 
quantity of the Crimean doctors, comparing between 2014 
and 2017 years, arose from 8000 to 8444 persons (but 
common number of pediatrists and hygienists decreased), 
and medical medieval personnel – from 17821 to 20171 
persons. But at the same time the quantity of Crimean 
medical structures reduced from 117 to 88 including re-
ducing of the number of dispensaries from 61 to 57 and the 
hospital beds of 24/7 hospitals – from 16328 to 15109 also 
as the beds for pregnant women and women after birth, 
reduced in 2014-2017 from 938 to 791. Such paradox may 
be explained by enlarging not the actual medic personnel of 
hospitals but the Crimean medical bureaucracy under the 
Russian control and medical standards, when more persons 
are involved in the same manipulations and procedures. 
At the same time, quantity of registered daily visits to 
Crimean ambulatories and polyclinics arose in 2014-2017 
from 24931 persons per day to 36099 persons per day [6]. 
Such change may be explained by the attempt of Russia 
to implement its own insurance system in Crimea and to 
tight up the account of the patients.

At the same time, regarding to the “Ministry” reports, 
common lack of medical personnel in Crimea is over 25% 
for medicals (doctors) and about 800 for medical medieval 
personnel in cities (no data for the rural area situation was 
presented). Four of abovementioned “colleges” every year 
issue “diplomas” for a thousand of medics but they do 
not stay in Crimea or while staying they are employing in 
pharmacies or other relevant business structures. The only 
medical high school of this region – Crimean State Medical 
University in 2014 was united as “Medical academy” with 
some non-medical Crimean high schools into the so called 
“Crimean Federal University”; now it is subordinated to 
the “”Ministry of Education” of RC [6]. 

Common healthcare situation in Crimea is stabile but the 
active growth of diagnosis during 2014-2017 demonstrates 
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the rise of oncologic diseases (from 6845 to 7481 cases) and 
hepatitis (from 326 to 548 cases), but the venereal diseases 
decreased from 3939 to 1491 cases in four mentioned years 
and also tuberculosis from 1446 to 1186 cases. Moreover, 
number of circulatory system diseases reduced from 57493 
to 44459 cases and of diabetes from 4464 to 3826 new cases 
[6]. Such data changes can`t be explained by the natural, 
hygienic or epidemic grounds and may have the only 
explanation for the quite other diagnostic methodology, 
implemented by the Russian de-facto authorities.

So, this research shows that the attempt of Russia to 
establish its own model of health care in Crimea since 
2014 caused the system medical crisis, connected with 
lack of medic units and personnel, possibly low quality of 
the pharmacy. Ukraine did not reflect the specific duties 
of the Crimean residents in its own medical policy and 
reforming. The needs for the health care of such persons 
that temporarily relocated from peninsula to the govern-
ment-controlled territory stays not well-satisfied.

DISCUSSION
On the other hand, Ukraine made attempts to provide spe-
cial health care services for Crimean only in 2018. By the 
Governmental Prescript on 28th of March 2018 № 218-р the 
Action plan for the realization of some state internal policy 
steps regarding Crimea was adopted. The article 11 of this 
Plan established special tasks for the Ukrainian Ministry 
of Health Care, Ministry of Finances, Ministry of Infor-
mational Policy, National Academy of Medical Science 
and Kherson Regional State Administration in healthcare 
to the Crimeans, which should be generally solved till the 
end of 2018. Those tasks foreseen the improving of Kher-
son regional medical institution capacities for the early 
diagnostic and transferring of persons to the specialized 
medical institutions of the national level. Also, the duty to 
establish the special mechanisms of medical aid and drug 
support for Crimeans to cure hepatitis, heart diseases, 
tuberculosis, diabetes, AIDs on Ukrainian mainland, also 
as the phenylketonuria therapy. This Action Plan`s tasks 
also foreseen the duty to establish special mechanism of 
Crimeans’ registration for providing them with medical 
services on the mainland and promotion of the information 
for the Crimeans [16].

This Action plan has got no financial support from the 
Ukrainian State Budget and de-facto was not realized, nei-
ther in 2018 nor later. Other Ukrainian program document 
of that period, Urgent Action Plan of Counteraction on the 
Russian Aggression from the Temporarily Occupied Terri-
tory of Ukraine in Crimea, of Defense the State, Ukrainian 
Citizens’ and Ukrainian Legal Entities’ Interests in Crimea 
for 2018-2019, approved on 28th of June 2018, foreseen in its 
task 14.6 providing the qualified medic aid to Crimeans on 
the Ukrainian mainland. It established a duty of quarterly 
control of the abovementioned Action Plan realization and 
establish the annual seminar with international structures` 
representatives on the issue of providing vaccines, drugs, 
serosity and establishing the real epidemic situation and 

healthcare state in Crimea. Realization of this duty should 
provide the interregional dissemination of Crimeans for 
getting medic aid on the Ukrainian mainland and reflection 
of the real medical problems of Crimeans in international 
reports and scientific publications [17]. 

Along with the Action Plan, the Urgent Action Plan has 
paid special attention on medical aid for Crimeans tempo-
rarily relocated to the Ukrainian mainland, but not for the 
internally displaced persons (IDPs) from Crimea. As current 
statistic shows, no more than only 40 thousands of such IDPs 
were registered in all regions of the government-controlled 
territory of Ukraine and, according to the reports of Mission 
of the President in ARC there was less than 35 thousands 
of IDPs in June, 2018 and part of such persons after getting 
the IDP certificate has returned to Crimea. Moreover, less 
than one hundred IDP families from Crimea resides in 
the compact residing camps and the epidemiologic and 
sanitary situation for almost all the Crimean IDPs are the 
same as for general residents. In general, IDPs have no dis-
crimination in achieving of medical aid in regions of their 
temporal settlement while do not have special preferences 
in hospitals and policlinics. About 10 thousand of IDPs only 
are registered as patients of Ukrainian mainland medical 
institutions, and only 4 thousand of them get special medic 
aid in 2014-2018 [7]. At the same time more than one million 
persons cross the administrative border between Crimea and 
mainland every year and major part of them are Crimeans, 
temporarily visiting the controlled territory [8]. It shows 
that the strategy of Ukrainian government for providing 
healthcare mechanisms for Crimeans is well-planned but 
not properly realized. So, now we could admit that main 
problems of healthcare and medical aid for Crimeans could 
be determined (and it was done in this original research) 
with perspectives of elaborating of the adequate support 
mechanisms on Ukrainian national level and within inter-
national structures.  

CONCLUSIONS
Modern attempts of Ukraine to provide the special mech-
anisms of medical aid for Crimeans did not lead to certain 
positive result. International organizations with the rele-
vant mandate must pay more attention to the healthcare 
issues of the Crimeans, such circumstances should be 
monitored by the UN and OSCE missions and be covered 
by the ICRC mission in Kyiv. Ukrainian healthcare reform 
must consider the needs for medical aid of Crimeans that 
temporarily relocated from peninsula.

REFERENCES
	 1. 	�UN General Assembly Resolution 71/205. Situation of human rights in 

the Autonomous Republic of Crimea and the city of Sevastopol (Ukraine) 
Available from: https://mfa.gov.ua/mediafiles/sites/vienna/files/
N1645574.pdf [reviewed 2019.08.15] 

	 2.	� UN General Assembly Resolution 72/190. Situation of human rights 
in the Autonomous Republic of Crimea and the city of Sevastopol, 
Ukraine Available from: http://www.un.org/en/ga/search/view_doc.
asp?symbol=A/RES/72/190 [reviewed 2019.08.15]



Borys V. Babin

2444

	 3.	� European Parliament resolution on the Ukrainian prisoners in Russia 
and the situation in Crimea (16 March 2017, 2017/2596(RSP)) Available 
from: http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//
EP//TEXT+TA+P8-TA-2017-0087+0+DOC+XML+V0//EN [reviewed 
2019.08.15] 

	 4.	� Pro zvilnennya B. Babina z posady Postiynoho Predstavnyka Presidenta 
Ukrainy v ARC :  Ukaz Prezidenta Ukrainy [On Dismissing B. Babin from 
Post of the Permanent Representative of the President of Ukraine 
in the ARC, Decree of President of Ukraine] № 405/2018 02.12.2018 
r., Available from: https://zakon.rada.gov.ua/laws/show/405/2018 
[reviewed 2019.08.15] (Ua)

	 5.	� Analitychno-informatziyna dovidka shchodo struktury organiv 
okupatziynoi vlady v Krymu ta organiv derzhavnoi vlady Ukrainy 
z pytan Krymu [Analytical-informational Review on Structure the 
Occupier Power Bodies in Crimea and Ukrainian State Bodies for 
Crimea] Mission of the President of Ukraine in ARC, 2018 Available 
from: http://www.ppu.gov.ua/13727-2/analitychno-informatsijna-
dovidka-shhodo-struktury-organiv-okupatsijnoyi-vlady-v-krymu-
ta-organiv-derzhavnoyi-vlady-ukrayiny-z-pytan-krymu/ [reviewed 
2019.08.15] (Ua)

	 6.	� Analitychno-informatziyna dovidka shchodo stanu okhorony zdorovya 
na tymchasovo okupovaniy teritoriyi Ukrainy v Krymu [Analytical-
informational Review on Level of Health Care on the Ukrainian 
Temporarily Occupied Territory in Crimea] Mission of the President of 
Ukraine in ARC, 2018 Available from: http://www.ppu.gov.ua/13727-2/
analitychno-informatsijna-dovidka-shhodo-stanu-ohorony-zdorovya-
na-tymchasovo-okupovanij-terytoriyi-ukrayiny-v-krymu/ [reviewed 
2019.08.15] (Ua)

	 7.	� Analitychno-informatziyna dovidka shchodo sytuatziyi iz dotrymannyam 
prav shchodo sotsialnogo zakhystu vnustishnyo peremishchenykh 
osib ta osib shcho prybuvayut z tymshasovo okupovanoho Krymu 
[Analytical-informational Review on Situation of Providing the Rights 
for Social Care of the Internally Displaced Persons and Persons, Coming 
from the Temporarily Occupied  Crimea] Mission of the President of 
Ukraine in ARC, 2018 Available from: http://www.ppu.gov.ua/13727-2/
analitychno-informatsijna-dovidka-shhodo-sytuatsiyi-z-dotrymannya-
prav-sotsialnogo-zahystu-vutrishno-peremishhenyh-osib-ta-osib-
yaki-prybuvayut-z-tymchasovo-okupovanogo-krymu/ [reviewed 
2019.08.15] (Ua)

	 8.	� Zvit pro rezultaty diyalnosti Predsavnytztva Prezidenta Ukrainy v ARC 
[Report on the Mission of the President of Ukraine in ARC activities 
in 2018] Mission of the President of Ukraine in ARC, 2018 Available 
from: http://www.ppu.gov.ua/zvity-pro-rezultaty-diyalnosti-
predstavnytstva/zvit-pro-rezultaty-diyalnosti-predstavnytstva-
prezydenta-ukrayiny-v-avtonomnij-respublitsi-krym-za-2018-rik/ 
[reviewed 2019.08.15] (Ua)

	 9.	� Babin B., Grinenko O., Prykhodko A. Legal Statute and Perspectives for 
Indigenous Peoples in Ukraine. In: Indigenous, Aboriginal, Fugitive and 
Ethnic Groups Around the Globe. London: IntechOpen; 2019:1-18. doi: 
10.5772/intechopen.85560

	 10.	� Babin B. Rights and Dignity of Indigenous Peoples of Ukraine in 
Revolutionary Conditions and Foreign Occupation. Evolution of the 
Statute of the Indigenous Peoples of Ukraine, as Legal Grounding for 
Crime. Anthropology & Archeology of Eurasia. 2014;53(3):81-115. doi: 
10.1080/10611959.2014.1024080

	 11.	� Czapliński W., Dębski S., Tarnogórski R., et al. The Case of Crimea’s 
Annexation under International Law. Warsaw: Scholar Publishing House; 
2017, 355 p.

	 12.	� Geiß R. Russia’s Annexation of Crimea: The Mills of International 
Law Grind Slowly but They Do Grind. International Law Studies. 
2015;91(425):325-349.

	 13.	� Grant. T. D. Aggression Against Ukraine: Territory, Responsibility, and 
International Law. London: Palgrave Macmillan; 2015, 283 p.

	 14.	� Marxsen C. The Crimea Crisis. An International Law Perspective. Kyiv-
Mohyla Law and Politics Journal. 2016;2:13-36.

	 15.	� Sayapin S., Hendel N., Tsybulenko E. et al. The Use of Force against 
Ukraine and International Law. Jus Ad Bellum, Jus In Bello, Jus Post 
Bellum. Hague: Asser Press, 2018, 470 p. 

	 16.	� Pro zatverdzhennya planu zakhodiv, spryamovanykh na realizatsiyu 
deyakykh zasad derzhavnoyi vnurtishnyoi polityky shchodo tymchasovo 
okupovanoi teritoriyi Avtonomnoi Respubliky Krym ta m. Sevastopolya 
: rozporyadzhennya Kabinetu Ministriv Ukrainy [On Adoption the Action 
Plan for Realisation Some Grounds of the State Internal Policy for the 
Temporarily Occupied Territory of ARC and Sevastopol:  Prescript of 
Cabinet of Ministers of Ukraine] № 218-р on 28th of March, 2018 r. 
Available from: https://zakon.rada.gov.ua/laws/show/218-2018-p 
[reviewed 2019.08.15] (Ua)

	 17.	� Pro zatverdzhennya planu nevidkladnykh zakhodiv z protydiyi rosiyskyi 
ahresiyi z  tymchasovo okupovanoi teritoriyi Ukrainy v Krymu, zakhystu 
interesiv derzhavy, hromadyan Ukrainy ta ukrainskykh yurydychnykh 
osib v Krymu ta yoho spryamuvannya : rozporyadzhennya Postiynoho 
Predstavnyka Prezydenta Ukrainy v Avtonomniy Respublitzi Krym 
[On Adoption the Urgent Action Plan of Counteraction the Russian 
Aggression from the Temporarily Occupied Territory of Ukraine in Crimea, 
of Defence the State, Ukrainian Citizens’ and Ukrainian Legal Entities’ 
Interests in Crimea for 2018-2019 and Its Transfer] № 17 20.06.2018 r. 
Available from: https://zakon.rada.gov.ua/rada/show/v0017755-18 
[reviewed 2019.08.15] (Ua)

	
This article was done in the framework of the Scientific 
Research Theme “Scientific Legal Providing the Legislative 
Activities” state number 0104U006963 of the Legislation 
Institute of the Verkhovna Rada of Ukraine

ORCID numbers:
Borys V. Babin: 0000-0002-9317-3845

Conflict of interest: 
The Author declare no conflict of interest. 

CORRESPONDING AUTHOR 
Borys V. Babin
Legislation Institute of the Verkhovna Rada of Ukraine,
Kyiv, Ukraine, 
tel. +380639495556,
e-mail:  babinb@ukr.net

Received: 03.09.2019
Accepted: 26.09.2019



© Wydawnictwo Aluna

2445

Wiadomości Lekarskie 2019, tom LXXII, nr 12 cz. II

INTRODUCTION
In today’s realities, most countries of the world are concerned 
about the global problem of deteriorating peoples’ mental 
health. According to the World Health Organization, about 
15% of the world’s population (450 million people) suffer from 
mental disorders and need psychiatric help [1, p. 12]. Recently, 
there has been an increase in the number of socially dangerous 
acts committed by such persons, which makes it necessary to 
apply CMM to them. The legal and factual situation of such in-
dividuals is dualistic: they require not only additional procedur-
al guarantees to implement the protection function in criminal 
proceedings, but also the creation of adequate conditions by the 
state for obtaining qualified psychiatric care. Today, the specific 
nature of its granting is often bordered on violations of human 

rights guaranteed by the Convention. Although the normative 
approach to the provision of psychiatric care in the context of 
the rights, freedoms and legitimate interests of persons with 
mental disorders is substantively changed, the issue of respect 
for their right to liberty and security of person and the right to a 
fair trial (Article 6 of the Convention) remain relevant (Article 
5 § 1 (e) of the Convention). However, it is well-established 
practice of the ECHR to find systematic violations of these 
rights of persons, which determines the relevance of the issue. 

THE AIM
The aim of this study is to analyze international acts con-
cerning the protection of the rights of mentally ill persons 
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Results: summarized and generalized ECHR’s standpoints concerning: a) minimum conditions without which a person cannot be considered as “mentally ill” and imprisoned; 
b) the aspects taken into account by the ECHR within each minimum condition in the context of ensuring the right to liberty and security of person (Article 5 § 1 (e) of the 
Convention); c) the peculiarities of the personal participation of an individual with a mental disorder in the judicial review of the application of CMM in terms of observing its 
right to a fair trial (Article 6 of the Convention). The degree of extrapolation of these standpoints to the activity of psychiatrists was identified and analyzed.
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providing a person with a mental disorder the right to liberty and security of person and the right to a fair trial (in particular, the minimum conditions without which a person 
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when applying compulsory medical measures; to highlight 
and analyze the ECHR’s key positions in the context of re-
spect for the right to liberty and security of person (Article 
5 § 1 (e) of the European Convention on Human Rights 
(hereinafter referred to as the Convention)) and the right 
to a fair trial (Article 6 of the Convention) in criminal 
proceedings concerning the use of CMM; to analyse the 
law enforcement practice and activities of psychiatrist 
experts on compliance with European standards for the 
protection of the rights of persons with mental disorders 
who are subject to criminal proceedings. 

MATERIALS AND METHODS
Rescent scientific researches; provisions of international 
normative acts in the field of psychiatric care; the legal 
position of the ECHR in respecting the rights of persons 
with mental disorders (15 decisions were analyzed in which 
the ECHR addressed these issues in the context of the re-
quirements of Articles 5 and 6 of the Convention); criminal 
procedural legislation of foreign states (Belarus, Kazakh-
stan, Moldova, Russian Federation, Estonia, Uzbekistan, 
Germany); the results of the survey of 20 psychiatrists and 
experts conducted by the authors bein used.

To achieve this aim in the research process a set of gen-
eral scientific and special methods of cognition, including 
comparative and legal method, system and structural 
method, method of generalization, method of analysis 
and synthesis, method of sociological research, method 
of expert evaluation, etc. was used.

RESULTS 
The current model of legal regulation of proceedings for the 
application of CMM, being a specific form of criminal pro-
cedural activity, is based on international standards and case 
law of the ECHR. The peculiarities of judicial proceedings 
against persons with mental disorders and the principles of 
their compulsory treatment are embodied at the level of in-
ternational legal acts, such as: Convention on Human Rights 
and Biomedicine of 4 April 1997; United Nations General 
Assembly Resolution on Principles of the Protection of 
Persons with Mental Illness and the Improvement of Mental 
Health Care, No. 46/119 of 18 February 1992; Recommen-
dation of the Committee of Ministers to the member states 
concerning the legal protection of persons suffering from a 
mental disorder placed as involuntary patients, No. R(83)2 of 
22 February 1983; Recommendation No. 1235 on Psychiatry 
and Human Rights of 1 January 1994; Recommendation 818 
on the Situation of Mental Illness of 08 October 1977, etc.

The right of the person suffering from a mental disor-
der, liberty and security of person (Article 5 § 1 (e) of the 
Convention): key ECHR positions. Case law of the ECHR 
emphasizes that a person cannot be considered “mentally ill” 

and be deprived of his or her liberty unless three minimum 
conditions are met1: 1) the presence of a mental disorder 
requires objective medical examination; 2) the mental 
disorder must be of such a nature or degree as to cause the 
compulsory detention of a person in a psychiatric hospital; 
3) the need for long-term detention in a psychiatric hospital 
depends on the persistence of such a disease.

The analysis and generalization of the case-law allows us to 
identify certain aspects of the ECHR’s consideration of each 
minimum condition when resolving the issue of violations 
of the individual’s right to liberty and security, provided by 
Art. 5 § 1 (e) of the Convention.  

Minimum Condition 1. The presence of mental disorder 
requires objective medical examination. The main mechanism 
for verifying the mental state for the purposes of criminal 
justice is the compulsory psychiatric examination. The 
ECHR has repeatedly emphasized that deprivation of liberty 
of a person who is considered to be mentally ill cannot be 
considered as meeting the requirements of Art. 5 § 1 (e) 
if the decision on such deprivation was made without the 
opinion of a medical expert. Resolving the issue of compli-
ance with this condition, the ECHR considers such aspects 
as: a) compliance with the International Statistical Classifi-
cation of Diseases and Related Health Problems diagnosis; 
b) confirmation of the diagnosis by several independent 
specialists in the field of psychiatry; c) relevance of the ex-
pert’s opinion on the mental state of the person at the time 
of the proceedings. 

Compliance with the International Statistical Classification 
of Diseases and Related Health Problems diagnosis. Today, 
there is a global problem in the diagnosis of mental disorders. 
At international level, in particular the United Nations Gen-
eral Assembly Resolution on Principles for the Protection 
of Persons with Mental Illness and Improvement of Mental 
Care, No. 46/119 of 18 February 1992, diagnosis of a person 
suffering from a mental illness is made in accordance with 
internationally recognized medical standards (Principle 4) 
[5]. A statutory document that is used as a leading statisti-
cal and qualification framework in health care system and 
ensures the uniformity of methodological approaches and 
international verification of materials is the International 
Statistical Classification of Diseases and Related Health 
Problems. That is, when determining a mental illness, the 
diagnosis must meet its diagnostic criteria2. However, in 
some cases that were the subject of the ECHR, expert’s 
opinion was based on an inaccurate diagnosis. Thus, in Case 
of Anatoliy Rudenko v. Ukraine in the course of psychiatric 
examinations, the applicant was diagnosed with a paranoid 
personality disorder. The ECHR noted that such a diagnosis 
could not be considered valid because it did not meet the 
diagnostic criteria of the International Statistical Classifica-
tion of Diseases and Related Health Problems (para. 50) [6]. 
The inaccuracy of the diagnosis was also criticized in Case 
of Raudevs v. Latvia, in which the Court noted that taking 

1 See at: Case of Winterwerp v. the Netherlands, para. 39 [2]; Case of Hutchison Reid v. The United Kingdom, para. 48 [3]; Case of Zaichenko v. Ukraine, para. 73 [4], etc.
2 This position is supported by 68% of the psychiatrists surveyed by us.
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note of the experts’ report that the applicant had “delusional 
plans” in relation to unidentified State officials, the applicant 
was by a final decision in January 2003 ordered to undergo 
compulsory inpatient medical treatment under guard. The 
Court points to the vague reasoning provided by the medical 
experts and national courts in connection with such a radical 
measure (para. 71) [7]. 

Confirmation of diagnosis by several independent specialists 
in the field of psychiatry. The ECHR gives particular impor-
tance to the independent psychiatry specialists’ opinion 
on the mental health of individual. Certainly, the opinion 
of experts from one institution is dangerous in terms of 
the possible manifestation of their bias3. Thus, in Case of 
Anatoliy Rudenko v. Ukraine the ECHR has critically noted 
that all forensic psychiatric examinations, which referred to 
the need of CMM applying, were drawn up by specialists of 
the same hospital, without any other independent opinion 
(para. 113) [6]. 

The relevance (degree of limitation) of the expert’s opinion 
on the mental state of the person at the time of the proceed-
ings. In criminal proceedings concerning the use of CMM, 
the expert’s opinion is the evidence on the basis of which 
the issue of the CMM application to the person is resolved. 
As the expert’s opinion determines the depth of the mental 
disorder, which affects the ability to understand or realize 
the meaning of their actions and the ability to manage them, 
the law enforcers are interested in the medical aspect at first. 
However, it should be noted that psychiatric illnesses can be 
characterized by periods of exacerbation as well as periods 
of remission, so it is important to be guided by the expert’s 
opinion regarding the mental state of the person at the time 
of the case when deciding whether to use CMM. For exam-
ple, in Case of Yaikov v. Russia, the ECHR drew attention 
to the fact that the applicant was admitted to the hospital in 
January 2006 on the basis of the medical report dating back 
to July 2004, that is approximately a year and six months 
gap (para. 64). Thus, having regard to the obsolescence of 
the medical report on the basis of which the applicant was 
confined to the mental hospital, the lack of safeguards under 
the domestic law requiring a review of the medical necessity 
of compulsory medical measures before its execution and 
the delays in the execution of the applicant’s transfer at the 
material time, the Court finds that the applicant’s detention 
was carried out contrary to the principle established under 
Article 5 § 1 (e) that the existence of a mental illness warrant-
ing confinement in a hospital must be established at the time 
of its implementation. There has accordingly been a violation 
of Article 5 § 1 (e) of the Convention (paras. 64-67) [8].4 

Minimum Condition 2. Mental disorder should be of a 
nature or degree that causes a compulsory detention of a 

person in a psychiatric hospital. Addressing the issue of its 
compliance, the ECHR considers such aspects as: a)  the 
nature or degree of mental disorder necessitates the need for 
medical supervision of a person in order to prevent him or 
her from committing acts that directly threaten him or her or 
others; b) compulsory detention in a hospital, clinic or other 
appropriate institution authorized to detain such persons. 

The nature or degree of mental disorder necessitates the 
need for medical supervision of a person in order to prevent 
him or her from committing acts that directly threaten him or 
her or others. In this aspect, the ECHR in Case of Hutchison 
Reid v. the United Kingdom noted that the confinement of a 
mentally ill person may be necessary not only where such a 
person needs therapy, medication or other clinical treatment 
to cure or alleviate his condition, but also where the person 
needs control and supervision to prevent him, for example, 
causing harm to himself or other persons (para. 52) [3].  

Compulsory detention in a hospital, clinic or other appropri-
ate institution authorized to detain such persons (see at: Case 
of L.B. v. Belgium (para. 93)) [9]; Case of O.H. v. Germany 
(para. 79) [10]). The Committee of Ministers of the Council 
of Europe in Art. 1 of Recommendation concerning the 
legal protection of persons suffering from mental disorder 
placed as involuntary patients, No. R(83)2 of 22 February 
1983 stated that compulsory detention means hospitalization 
and detention for the treatment of a person with a mental 
disorder in hospital, other medical institution or appropriate 
place; such detention is not voluntary by the patient [11]. 
Considering this aspect in paragraph 78 of the Case of Pro-
shkin v. Russia, the ECHR noted that prior to the applicant’s 
referral to a psychiatric hospital, he was held in a cell for the 
mentally ill in a pre-trial detention center. Authorities did not 
explain the difference between the conditions of detention 
in a cell for the mentally ill and a regular detention cell. In 
addition, they did not claim that the applicant had received 
ongoing medical care or that his conditions of detention 
had created a setting for therapeutic treatment. The court 
recognized the applicant’s detention cell as an institution 
that was not appropriate for the detention of mentally ill 
persons [12]. However, the ECHR recognizes that a person 
may be temporarily placed in an institution not intended for 
patients with mental disorders before being transferred to a 
proper institution, provided that his stay is not too long (see 
at: Case of Pankiewicz v. Poland (paras.44-45) [13]; Case of 
Brand v. the Netherlands (paras. 64-66) [14]. At the same 
time, the Court notes that a significant delay in the admis-
sion to a psychiatric hospital is due to the delay in starting 
treatment, which may affect the outcome of treatment in the 
future. In particular, in paragraph 79 of Case of Proshkin v. 
Russia the ECHR declared an inadmissible six-month delay 

3 More than 65% of psychiatrists surveyed by us have justified the requirement to confirm the diagnosis by several independent experts.
4 �Absolutely all (100%) of the psychiatrists surveyed by us agreed that when applying CMM, judges should be guided by the expert’s opinion regarding 

the mental state of the person, relevant at the time of the trial. At the same time, the respondents’ positions regarding how long the expert’s opinion 
on the mental state of a person retains their relevance were divided as follows: within one month – 58%; within 6 months – 15%. Responses also 
included variants: «3-4 months», «depending on the situation».

5 100% of psychiatrists surveyed by us indicate that the untimely start of treatment for a mental disorder may affect the results of treatment in the future.
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in the placement of a person in a psychiatric hospital in the 
absence of emergency [12].5

Minimum Condition 3. The need for prolonged stay in a 
psychiatric hospital depends on the persistence of such a dis-
ease. The ECHR considers such aspects as: a) determining 
the need to prolong compulsory hospitalization on the basis 
of current medical findings, taking into account the patient’s 
current condition and the threat to him/her of his/her dan-
gerous behavior to others; b) carring out a judicial review 
of the reasonableness of a person’s stay in a psychiatric care 
facility with the assurance of his/her right to such review on 
his/her own initiative. 

 Determining the need to prolong compulsory hospitalization 
on the basis of current medical findings, taking into account 
the patient’s current condition and the threat to him/her of 
his/her dangerous behavior to others. In this aspect in Case 
of Gajcsi v. Hungary, the ECHR noted that the relevant do-
mestic law emphasises the prerequisite of dangerousness in 
order to justify compulsory hospitalisation and treatment. 
However, it finds that the domestic court decisions in the 
present case were devoid of any assessment of the applicant’s 
alleged or potential “dangerous conduct”. In these circum-
stances, the Court considers that the prolongation of the 
applicant’s compulsory treatment was not prescribed by law. 
There has accordingly been a violation of Article 5 § 1 of the 
Convention (para. 21) [15].

Carrying out a judicial review of the reasonableness of a 
person’s stay in a psychiatric care facility with the assurance of 
his/her right to such review on his/her own initiative. In this 
aspect, the Court reiterated that the key guarantee under 
para. 4 of art. 5 of the Convention is that a person forcibly 
detained in a psychiatric institution should have the right to 
a judicial review at his/her own will (see at: para. 44 of Case 
of Gorshkov v. Ukraine [16]; para. 43 of  Musial v. Poland 
[17], etc.). In doing so, the ECHR noted that para. 4 of Art. 5 
of the Convention requires, first and foremost, the existence 
of an independent remedy whereby the detained person is 
able to appear before a judge who will determine the legal-
ity of the prolonged detention. The access of the detained 
person to a court should not depend on the goodwill of the 
administration of the detention facility and to be used at the 
discretion of the management of the medical facility [16].  

The right of a person suffering from a mental disorder 
to a fair trial (Article 6 of the Convention): key ECHR 
positions. Nowadays the issue of personal involvement of 
a person with a mental disorder in litigation regarding the 
use of CMM is relevant. Procedural safeguards and forms 
of exercise by such persons of the right to personal partici-
pation in a trial are provided at the international standards 
level. Thus, the Convention enshrines the right to a fair 
trial, a necessary element of which is guaranteed by law the 
possibility of the accused’s personal involvement in the trial 
(Art. 6). United Nations General Assembly Resolution on 
Principles of the Protection of Persons with Mental Illness 
and the Improvement of Mental Health Care No. 46/119 

of 18 February 1992 stipulates that the patient, personal 
representative and patient advocate must be entitled to be 
present, to participate and be heard in person at any hearing 
(paragraph 5 of principle 18) [5]. At the present stage, the 
criminal procedural law of many countries provides for 
the possibility of restricting the right of a person suffering 
from a mental disorder to participate in judicial proceedings 
based on the findings of a forensic psychiatric examination 
on the nature and degree of his or her illness (the Criminal 
Procedure Code of the Russian Federation (Art. 441); the 
CPC of Belarus (Art. 445); the CPC of Kazakhstan (Art. 
511); the CPC of Moldova (Art. 496); the CPC of Estonia 
(Art. 400), the CPC of Uzbekistan (Art. 570)) and others. In 
this regard, another approach is demonstrated by the CPC 
of Germany, under §415, which provides for the possibility 
of such a trial without the person of the accused if his/her 
appearance is impossible due to his/her condition or imprac-
tical for reasons of public security or order. However, such 
deviation from international standards is, in essence, is offset 
by the rule of mandatory interrogation of the person by the 
court with the participation of an expert. Interestingly, the 
participation of a defense lawyer and legal representative 
during such an interrogation is optional.

If, on the whole, the legislative approaches of these states 
link the possibility of personal participation in judicial pro-
ceedings with the determination of the nature and degree 
of mental disorder, then the Ukrainian legislator made this 
point quite explicitly in Art. 512 of the CPC; judicial review 
is carried out with the obligatory participation of the person, 
to whom the application of CMM is addressed, his/her legal 
representative and defense counsel. Perhaps the position of 
the Ukrainian legislator is too radical, however, the impor-
tance of ensuring the direct participation in the trial of a 
person suffering from a mental illness is due to at least two 
factors. Firstly, following the principle of immediacy, the 
court, at the time of trial in the process of visual perception 
and verbal communication, has the opportunity to assess 
the mental state of such a person and to make a reasoned 
decision on the use of adequate CMM. Secondly, a person 
suffering from a mental disorder gets the opportunity to 
stand trial, to exercise his or her right to a defense, which is 
part of a fair trial.6 

ECHR case law has formed the following approaches to 
the personal involvement of a person with a mental disorder 
in the proceedings. 
1. �A person suffering from a mental disorder should have access 

to court and be heard in person or through any form of rep-
resentation. In general, the ECHR’s position is dominated 
by the thesis that mental illness may be the cause of the 
restriction or modification of the way this right is exer-
cised, but cannot justify a violation of the very substance 
of its exercise. Therefore, it may be necessary to apply 
special procedural safeguards to protect the interests of 
persons who, because of their mental disability, are unable 
to exercise them on their own (Case of Winterwerp v. The 

6 73% of psychiatrists surveyed by us indicated the feasibility of participation in the proceedings of the person under the question of CMM application.
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Netherlands, para. 60) [2]. However, the ECHR has often 
stated that the presence of a defense lawyer and legal rep-
resentative could not compensate for the applicant’s lack 
of opportunity to make his/her own case at trial (Case of 
Proshkin v. Russia, para. 104) [12].

2. �In the presence of contradictory findings of the examination 
concerning the mental state of a person, the latter’s partici-
pation in the proceedings is of particular importance. Thus, 
in Case of Anatoliy Rudenko v. Ukraine experts did not 
provide any explanation as to why the applicant’s mental 
state was considered to prevent him from effectively 
participating in the court hearings. The Court stated that 
despite the importance of the subject-matter of the dis-
pute to the applicant he was not personally heard or given 
the opportunity to comment on the expert’s findings at 
the hearing at which the applicant was held in a mental 
institution (para. 114) [6]. Also, in Case of Romanov v. 
Russia the Court noted that the findings of psychiatrists 
were identical in diagnosis, but differed in the choice 
of measures to be applied to the applicant: outpatient 
treatment or confinement in a psychiatric hospital. The 
ECHR emphasized that such a discrepancy is of particular 
importance to the issue of the applicant’s participation in 
the hearing. The district court could not have ruled with-
out directly assessing the applicant’s testimony, and the 
presence of the applicant’s lawyer could not compensate 
for his absence (paras. 111-112) [18]. 

3. �If the trial involves an assessment of the person, his or her 
character and state of mind at the time of commiting a 
crime, and if its result can have significant negative con-
sequences for such a person, his/her presence during the 
hearing and the opportunity to participate in the trial along 
with his/her lawyer is required (See at: para. 101 of Case 
of Proshkin v. Russia) [12]. As a special procedure for 
criminal proceedings, a trial on the application of CMM 
is associated with an assessment of all the circumstances. 
However, the ECHR does not explicitly make such person 
obligatory in such proceedings, insisting only on the need 
for his/her presence.  

DISCUSSION
The application of CMM is a complex institution, the subject 
of which has already been the subject of scientific debate in 
both criminal and medical aspects. Important theoretical 
and practical problems of CMM application have been re-
vealed in scientific studies by A. Ya. Bersh [19], S.L. Sharenko 
[20], M.Ye. Shumyla, H.K. Teteriatnyk [21]. Some aspects 
of diagnostics complexity of mental illnesses are considered 
in the article of Igor I. Mytrofanov, Igor V. Lysenko, Mykola 
M. Ryabushko [22]. The peculiarities of the use of medical 
knowledge in the investigation of crimes, in particular, 
in the conduct of forensic psychiatric examination, were 
discovered by Victoriia O. Yaremchuk [23]. Issues related 
to the protection of the rights of mentally ill children in the 
context of the ECHR practice are illustrated in the study of 
Vitaliy Pashkov, Andrii Olefir [24]. At the same time, the 
review of the abovementioned papers makes it possible to 

state that nowadays a number of issues related to ensuring 
the rights of individuals in criminal proceedings regarding 
the application of CMM remain debatable. In particular, 
the question of the use of compulsory hospitalization in the 
aspect of the legitimacy of the individuals’ rights restrictions 
requires further scientific research. In this research, the 
ECHR’s standpoint in the context of ensuring the rights 
of persons with mental disorders is highlighted, but at the 
present stage it is necessary to understand the conformity 
of law enforcement practice with the precedent practice and 
international standards in general. 

CONCLUSIONS
1. �In the case law of the ECHR three minimum conditions 

without which a person cannot be considered as “men-
tally ill” and be deprived of his or her liberty are clearly 
set out: 1)  the presence of a mental disorder requires 
objective medical examination; 2) the mental disorder 
must be of such a nature or degree as to cause the com-
pulsory detention of a person in a psychiatric hospital; 
3) the need for long-term detention in a psychiatric 
hospital depends on the persistence of such a disease.  

2. �Considering the issue of ensuring the right of the person 
suffering from a mental disorder, freedom and personal 
integrity in the context of the requirements of Art. 5 § 
1 (e) of the Convention, the ECHR takes into account 
certain aspects in each minimum condition. 

Minimum Condition 1. The presence of mental disorder 
requires objective medical examination. The ECHR con-
siders such aspects as: a) compliance with the International 
Statistical Classification of Diseases and Related Health 
Problems diagnosis; b) confirmation of the diagnosis by 
several independent specialists in the field of psychiatry; 
c) relevance of the expert’s opinion on the mental state of 
the person at the time of the proceedings. 

Minimum Condition 2. Mental disorder should be of 
a nature or degree that causes a compulsory detention of 
a person in a psychiatric hospital. The ECHR considers 
such aspects as: a) the nature or degree of mental disorder 
necessitates the need for medical supervision of a person 
in order to prevent him or her from committing acts that 
directly threaten him or her or others; b) compulsory de-
tention in a hospital, clinic or other appropriate institution 
authorized to detain such persons.

Minimum Condition 3. The need for prolonged stay in 
a psychiatric hospital depends on the persistence of such 
a disease. The ECHR considers such aspects as: a) deter-
mining the need to prolong compulsory hospitalization on 
the basis of current medical findings, taking into account 
the patient’s current condition and the threat to him/her 
of his/her dangerous behavior to others; b) carring out a 
judicial review of the reasonableness of a person’s stay in a 
psychiatric care facility with the assurance of his/her right 
to such review on his/her own initiative. 
3. �ECHR case law has formulated certain approaches to the 

personal involvement of a person with a mental disorder 
in judicial review in the context of respect for his/her right 
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to a fair trial: (a) a person suffering from a mental disor-
der should have access to court and be heard in person or 
through any form of representation; (b) in case of contra-
dictory findings of the examination concerning the mental 
state of a person, the latter’s participation in the proceedings 
is of particular importance; (c) if the trial involves an as-
sessment of the person, his/her character and state of mind 
at the time of commiting a crime, and if the result could 
have significant negative consequences for such a person, 
his/her presence during the hearing and the opportunity to 
participate in the trial along with his/her lawyer is required.
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INTRODUCTION
The dangerous medical, social, moral and legal problem of 
our society was, and unfortunately is, the problem of alco-
hol addiction of large masses of the Ukrainian population. 
In terms of cultivation of negative traditions of almost daily 
alcohol consumption in the Ukrainian society there are a 
noticeable layer of population, for which alcohol became 
a habit, a norm of behavior, a constant of their existence. 
The danger of the abovementioned is compounded by the 
fact that such a model of leisure is becoming a powerful 
factor in attracting new individuals to alcohol addiction, 
hence the rapid spread of alcoholism [1, 35]. Therefore, it 
is no coincidence that Ukrainian narcologists state that 
if, in Ukraine, drug abused patients are potentially able 
to double their quantity almost every three years, then 
alcoholics - every two years [2]. Ukraine belongs to the 

countries of medium-high alcohol consumption (12 liters 
per year), ranking the fifth in the world in terms of alcohol 
consumption per capita [3, 8].

This could be a basis for assumption that today we have no 
progress in chronic alcoholism treatment in Ukraine, since 
alcoholism remains not only a background phenomenon of 
Ukrainians, but also a significant background of their unlawful 
acts, as well as an unresolved problem during confinement in 
penal institutions. By the way, the interconnection between 
a crime (especially violent) and an alcohol addiction is well 
known. Alcohol plays a role in 31 percent of homicides, but 
it is mentioned in only 2.6 percent of television reports, 7.3 
percent of newspaper accounts, and 5.6 percent of magazine 
reports of violent crime, with even lower percentages in 
homicides reporting [4]. For example, in the United States 
drunk driving is the most common alcohol-related crime. 
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ABSTRACT
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traffic safety violations that led to fatalities. The vast majority of these offenders are sentenced to imprisonment. Although independent Ukraine refused their compulsory 
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this treatment; etc. The consequences of the above are often further decay of alcohol; involvement in this pernicious habit of new unstable persons, especially young convicts; 
lack of qualified medical care, even in urgent cases that threaten person’s life; genetic addiction of subsequent generations; relapse and recurrence of criminal behavior; etc.
Conclusions: There is a need for immediate monitoring of people with chronic alcoholism and alternative treatment modalities, such as substance abuse replacement therapy; 
allocation of material resources for implementation of specific measures aimed at reducing the alcoholism level of convicts; immediate receipt of licenses by medical units of 
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Each year, more than 1.1 million Americans are arrested for 
driving while intoxicated, and more than half of these arrests 
end with convictions [5]. Therefore, it is no coincidence that 
today there is a lot of scientific researches on analysis of in-
terconnection between the alcohol addiction of a person and 
offenses’ commission. 

Certain achievements in this sphere have been accumulated 
in the articles of Fazel S. (2006), Rhem J. et al. (2009), Babor T. 
et al. (2010), MacAskill S. et al. (2011), Rhem J. et al. (2012), 
Graham L. et al. (2012), Skarupski K.A. (2018), Galbicsek C. 
(2019), Trangenstein, P.J. et al. (2019) and others. However, 
there has been no scientific research on alcoholism problem 
in penitentiary institutions of Ukraine. The problematics of 
detaining of convicted patients with chronic alcoholism is 
disclosed mainly by some foreign authors in their researches 
(Parkes T. et al., 2010, MacAskill S. et al., 2011, Carnie J. et al., 
2011, Bernstein MH et al., (2015), Hussong, AM et al (2019)).

THE AIM
The purpose of the research is, at first – to analyze the 
evolution of approaches to combating alcohol addiction 
in penitentiary institutions, and secondly – to identify the 
causes of low effectiveness in overcoming or at least limit-
ing of the alcoholism phenomenon in existing approaches 
to chronic alcoholism treatment; third – to develop prop-
ositions for minimizing of this disease’s negative impact 
on the patient and the society as a whole.

MATERIALS AND METHODS
This study was conducted during 2018-2019 and is based on 
the results of the study of: 1) the Unified Register of Pre-trial 
Investigations and Information and Analytical Work of the 
Prosecutor General’s Office of Ukraine and the State Judicial 
Administration of Ukraine; 2) UNODC analytical materi-
als; 3) quantitative indicators characterizing the contingent 
of convicts;  4) interviewing of 50 healthcare professionals 
working in the medical units of penitentiary and civilian 
health care institutions; 5) intensities of crimes committed 
under the influence of intoxication, with visualization of this 
crime’s criminological characteristic by means of geographical 
map, which performs an additional explanatory function in 
assessing the extent of alcoholism spread in the country; 6) 
medical-technological documentation on standardization 
of medical care in the system of the Ministry of Health of 
Ukraine, including for persons with chronic alcoholism, in 
particular, so-called standards of medical care (clinical pro-
tocols of providing medical care to patients with mental and 
behavioral disorders due to alcohol addiction, international 
treatment and diagnosis recommendations). The empirical 
and statistical data presented are summarized and analyzed 
using descriptive statistics tools. The research is based on the 
use of dialectical, historical, comparative, analytical, synthet-
ic, statistical, monographic, sociological and criminological 
mapping research methods. The calculations and mapping 
were done using the Adobe Photoshop CS6, Microsoft Word 
2016 and Quick Map 2.2 software applications.

RESULTS
According to the State Criminal Enforcement Service of 
Ukraine, as of July 1, 2019, there are 9 584 detainees in 17 
pretrial detention facilities and 12 penitentiary facilities; there 
are 34 488 convicts in 113 penitentiary facilities; 114 convicts 
are in 6 juvenile correctional facility [6]. It is reported that of 
the total number of females serving sentences, patients with 
alcoholism or drug addiction are more than 30% of them, 
similar parameters are recorded among male [7, 259].

In recent years Ukraine has been experiencing a persistently 
negative drunk-crimes situation. Annually in our country 14-
16% of persons are drunk when committing crimes [8; 9]. Often 
intoxication is accompanied by the commission of crimes of high 
public danger: 34% of crimes of medium gravity; 30% of grave 
and 5.5% of especially grave crimes. Among identified intoxicated 
offenders lucrative and lucrative-violent criminals were dominated 
- thieves, robbers, muggers, bandits etc. (40%); violent criminals 
(36%); criminals whose offenses related to traffic safety and traffic 
violations (7.6%). At the same time, 20% of the regions of Ukraine 
are characterized by an abnormally high crime rate per 100,000 
population: Chernihiv (50), Poltava (49), Zaporizhia (46), Donetsk 
(46) and Kharkiv (45). Consistently high intensity of perpetration 
of intoxication crimes per 100 thousand population (24% of 
regions) is observed in such areas as: Mykolaiv (39), Kirovohrad 
(39), Volyn (39), Vinnytsia (38), Lugansk (33), Kherson (31) (Fig. 
1). These are the regions of the highest penitentiary institutions 
concentration and the highest crime rate. 

Many of these persons are sentenced to imprisonment. 
Therefore, when they will be detained in penitentiary institu-
tions there will also be a problem of this bad habit, addiction 
combating. And this will be difficult to resolve under circum-
stances existing.

According to physicians of penal and civil health care 
institutions, if you look at the situation in Ukrainian penal 
institutions, the following factors should be mentioned among 
the factors that influence the concentration of alcoholics: 1) 
prevalence and increase of alcoholism in the whole country; 2) 
numerical facts of alcohol and its surrogates illegal use in penal 
institutions, including as a result of corruption component; 3) 
significant influx of so-called household alcoholics into these 
institutions in recent years, which of course affect the spread of 
this addiction; 4) imperfection of treatment and medico-social 
rehabilitation of alcoholic convicts regulation; 5) in some cases, 
the short-term of detention, during which effective treatment 
and lasting effect of this treatment is unachievable; 6) lack of 
proper conditions for medical and re-socialization measures; 
7) impossibility of applying progressive, including alternative 
(for example, substitutional therapy for drug users) treatment 
methods for alcoholism and the absence of science-based pro-
gram for medical-social rehabilitation of alcoholics; 8) insuffi-
cient funding of the measures used and the general crisis of the 
country’s criminal justice system; 9) low efficiency of convicted 
alcoholics’ treatment even with their voluntary help; 10) etc. 

The situation in Ukraine is further complicated by the fact 
that 114 medical units operate at the penitentiary institutions 
and detention centers of Ukraine [10], only 3 (!) are licensed for 
medical practice. The lack of proper control over the medical 
activities’ quality in penitentiary institutions gives rise to inef-
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fectiveness of any health care measures, which is resulted in: low 
level of medical care for patients, including chronic alcoholics; 
insufficiency of medical supply; personnel crisis; extent of high 
wear level of the so-called fixed assets of medical equipment; 
low level of access of patients to medical care in secondary 
and tertiary level hospitals; subjection of medical personnel 
to a prison facility administration, which often finds itself in a 
conflict situation between the need to provide quality medical 
assistance and administration’s efforts to adhere to regime of 
detention and punishment of prisoners [11].

Experts of alcohol addiction in penitentiary institutions 
problematics were also asked about the number of people in 
need of alcoholism treatment. 76% of respondents said that 
about half of convicts were in need of medical treatment and 
that in their own will alcoholic patients in most cases are reluc-
tant to consult a doctor. However, such persons do not mind, 
in their words, “to strengthen the general state of organism”. 
However, the emphasis is not on the need to undergo treat-
ment for alcoholism itself, but to overcome other emerging 
diseases that has emerged due to alcoholism. Special literature 
provides interesting data on the persons’ health status who have 
repeatedly committed and convicted (so-called recidivists): vast 
majority of such persons dies from alcoholism, drug addiction 
or illnesses that has developed as a result of alcohol or drugs 
addiction (about 91-92%) (V. Batyrgareieve, 2009) [12, 202]. 
It should be noted that convicted alcoholics are a special kind 
of criminals. Their stubbornness in the continuation of their 
criminal activity in future is largely due to deceases resulted 
from addiction. Such persons’ behavior is very difficult to 
correct, and because of dramatic shift of accents in their lives, 
it is quite often that they ignore any social demands.

The problem of chronic alcoholism treatment in penitentiary 
institutions is compounded by the fact that current practice 
does not provide any single method of treatment that is effective 
for all patients. It is generally accepted that treatment is based 
on disease period, namely: intoxication, acute abstinence and 
post-abstinence [13, 106]. Therefore, it is possible to state only 
about a certain sequence of therapeutic effect on alcoholics in 
penal institutions. Israeli doctors offer the most optimal chronic 
alcoholism treatment today. All treatment procedure is divided 
into 6 stages: 1) psychological and psychiatric assessment of 
addiction degree, motivation level for alcoholism treatment 
(these procedures are carried out outpatient); 2) detoxification, 
which is a prerequisite for continued alcoholism treatment and 
consists of eliminating symptoms of abstinent syndrome (this 
stage is usually 3-6 days long and is performed in a specialized 
clinic); 3) “coding” (voluntary); 4) development of an individual 
plan for inpatient or outpatient alcoholism treatment with a 
rehabilitation program of at least two months duration; 5) full 
course of psychotherapy interventions with a full spectrum of 
medical support, as well as including family psychotherapy, 
patient’s support by a consultant who himself/herself (!) has 
undergone a course of alcoholism treatment, specially trained 
and has extensive experience in providing such assistance; 6) 
regular communication of patient and his/her psychotherapist 
online [14; 15]. It is interesting to admit that this program is 
also used in treatment of alcoholic offenders in Israel.

In order to find out the reasons for the ineffectiveness of 
chronic alcoholism treatment in Ukrainian penitentiary 
institutions, it is appropriate to analyze the approaches to 
solving this problem which existed in practice since at least 
the beginning of the 1990s – since Ukraine’s independency. 

Fig. 1. Geography of intoxication crimes’ intensity, per 100,000 population in Ukraine, 2018 
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Compulsory treatment of chronic alcoholism remained as a 
measure in penal institutions for a long time of Ukraine’s in-
dependency as it was in the Soviet Union. The reason for this 
approach was the provision of criminal law, according to which 
the court, regardless of imposed criminal punishment, could 
send a convicted of a crime committed on alcoholism base to 
compulsory treatment carried out in penitentiary facilities. For 
this purpose, sentenced persons subjected to such treatment 
were placed in specialized correctional labor colonies. Convicts 
whose alcoholism had already been revealed in penitentiary 
institutions, but who refused the treatment, were also subject 
to compulsory treatment. By the way, refusal of treatment was 
regarded as a serious violation of detention regime. Compul-
sory treatment usually lasted up to 1 year and 6 months [16]. 
From an ideological point of view, this approach was explained 
by the fact that society and state were allegedly interested in 
re-socialization of even chronic alcoholics. However, forced 
re-socialization by its nature is completely nonsense from 
fundamental human rights’ perspective. This approach, by 
the way, has long been used by the countries of Western and 
Central Europe, South America.

What is the current approach of chronic alcoholism treat-
ment in Ukrainian penitentiary institutions? First, it should be 
noted that medical treatment for chronic alcoholics should be 
aimed at the urgent state of patients and effective treatment of 
mental and behavioral disorders resulting from alcohol use in 
combination with scientifically validated behavioral therapy. 
The purpose of these measures is to improve somatic and 
mental health and reduce the crime recurrence. For urgent 
conditions, that can occur in alcoholics patients and need of 
immediate medical attention, there are some forms of acute 
intoxication (acute intoxication with delirium, disorders of 
perception, coma, seizures, pathological intoxication), other 
abstinence, alcohol withdrawal syndrome) with delirium 
without convulsions or with convulsions, and psychotic disor-
ders (mixed, schizophrenic, mostly delusional, hallucinatory, 
polymorphic, or with depressive or manic symptoms) [20]. 
It has been stated in the US Regulations for the Treatment of 
Persons with Alcohol Abuse Disorders (2016) that people with 
alcohol addiction who get to a correctional facility, have a high 
risk of developing alcohol withdrawal syndrome. If this state 
is not diagnosed and adequate treatment is not prescribed it 
can progress to delirium disorder and death. This syndrome is 
common for people in prisons or temporary detention centers, 
it often occurs within the first 24 hours of their last alcohol use. 
This complicates the provision of medical and psychiatric care. 
It is important to note that abolition can lead to suicidal acts, 
which are a significant cause of death in correctional facilities 
and that can be prevented [21]. Therefore, there may often be 
situations where it is necessary to provide emergency medical 
care without patient’s consent. For example, the New Clinical 
Protocol “Emergency Care: Pre-hospital Stage” (2019), which 
is based on an attempt to adapt the best medical practice of 
European and North American countries, explicitly states that 
persons who tried to commit suicide, expressing suicidal intent 
or have other concomitant features that give emergency med-
ical staff an ability to assume the patient’s suicidal motives are 
considered to be incapable of making their own decisions [22]. 

Therefore, it is presumed that in the cases of the above 
patients’ states do not raise the issue of adherence to the 
principle of voluntary treatment, because they require emer-
gency medical care, which is emphasized in the Protocols of 
medical narcological care approved by the Ministry of Health 
of Ukraine. As for other conditions associated with alcohol 
addiction syndrome, their treatment is now possible only with 
the patient’s consent.

It should be noted that this approach to solving an extremely 
serious medical and social problem is combined with some 
negative sides that need to be stated.

First, the untimely treatment of chronic alcoholism of con-
victs in penitentiary institutions creates a situation of further 
disintegration of alcoholics’ personality and involvement of 
new unstable persons (especially young convicts) to such per-
nicious habit. Numerous facts of manufacturing of alcohol or 
its surrogates in penal institutions contribute to this process.

Secondly, chronic alcoholism is the cause of bad genetics for 
later generations born of such persons. This issue is known and 
will always be the focus of attention of geneticists and doctors 
worldwide [23; 24; 25].

Third, mental disorders that arise as a result of alcoholism can 
seriously affect a person’s ability to make any decision including 
that of treatment necessity.

Fourth, evidence-based medical researches established 
that disorders of psyche and behavior due to psychoactive 
substances’ use are chronic, recurrent disease that requires 
effective treatment with long-term support [21]. At the same 
time, this disease is the most important cause of both primary 
crime and recidivate illegal behavior and causes premature 
death [26; 27; 28]. 

All this gives reason to believe that existent principles of drug 
addicts’ treatment (including alcoholics), which include the 
principles of voluntariness, maximum individualization and 
comprehensive approach to treatment, refusal to use psychoac-
tive substances, etc. [13, 106; 29; 30], in penitentiary institutions 
will always be confronted with the principle of proportionality 
the essence of which can be expressed in the following way: 
“harm to society, in the case of voluntary treatment of chronic 
alcoholics vs harm to person’s human dignity undergoing 
forced chronic alcoholism treatment”.

Trying to solve this dilemma, one should look at the idea of 
introducing (at least in penitentiary institutions) a kind of sub-
stitute supportive therapy for chronic alcoholism treatment. As it 
is known, therapy-like treatment for drug addiction is similar in 
principle, on the one hand, is entirely based on voluntariness of a 
person to use an appropriate medicines in order to relieve him/
her of suffering, and on the other, is carried out under society’s 
control. In this way, the balance between fundamental human 
rights is most fully respected – voluntarily resorting to treatment 
and reducing the potential harm to society. This technique will 
undoubtedly have perspective in chronic alcoholism treatment. 
So, in any case, there will be a conflict between the public inter-
est in limiting alcoholism spread and thus preserving nation’s 
health and possibility of persons with certain health disorders to 
voluntarily receive medical care on principles of evidence-based 
medicine in accordance with clinical protocols developed using 
existing methods of national and / or professional medical as-
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sociations of Member States of the European Union, the United 
States of America, Canada and the Australian Union.

CONCLUSIONS
Now in Ukraine there is an extremely dangerous situation 
with alcohol abuse. It is particularly acute amongst crime per-
petrators and imprisoned persons. The penitentiary reforms 
undertaken in Ukraine since independence, including the 
transformation of approaches to treating chronic alcoholism 
in these institutions, have only exacerbated the situation. As 
a result, about 50% of prisoners in Ukrainian penitentiary 
institutions need treatment for chronic alcoholism, and the 
rest ones are active carriers of the “culture” of alcohol abuse. 
The unsatisfactory regulatory treatment of alcoholism con-
tributes to the fact that these institutions become the focus of 
persons with alcoholism concentration whose’ resocialization 
after their discharge is complicated by addiction. Thus, such 
persons become a catalyst for alcohol-related lifestyle spread 
among the population. This leads to further aggravation of 
social, medical and criminological situation in the country.

Treatment of chronic alcoholism should be considered as 
a special segment of work in penitentiary institutions, which 
should include at least several interconnected measures: a) con-
tinuous monitoring of the alcohol addiction situation in these 
institutions; b) introduction of progressive alternative methods 
of treatment of chronic alcoholism of convicts; c) allocation of 
material resources for implementation of such treatment; d) 
identification of specific measures aimed at reducing convicts’ 
alcoholism; e) organizational work on implementation of such 
measures; e) continuous scientific support of existing problem 
and development of appropriate regulatory framework for its 
solution; g) immediate obtaining of licenses by those medical 
units of penitentiary institutions which do not have them.

Treatment of all manifestations of alcoholism (except for 
urgent conditions) of convicts in penitentiary institutions 
should, after appropriate diagnosis, take place solely based 
on voluntary consent. At the same time, in order to strike 
a balance between observance of one of the fundamental 
human rights, it is necessary to develop the idea of a pe-
culiar substitution maintenance therapy and treatment 
of alcoholism in voluntary treatment and reduction of 
possible harm to society. Such an idea may prove to be 
promising for any country trying to address the problem 
of treating chronic alcoholism.
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INTRODUCTION
EU exports and imports of medicinal and pharmaceutical 
products grew almost every year between 2002 and 2017, 
reaching EUR 156 billion and EUR 77 billion respectively 
in 2017, in 2018 exports accounted already EUR 169 bil-
lion (this year, for example, Germany (USD 76,3 million) 
and France (USD 35,1 million) are the biggest importers 
of medicinal products for Ukraine), imports – EUR 78 
billion [1].

The state policy in the field of medicinal products supply 
is aimed at steady assurance of quality throughout all stages 
of medicinal products circulation, starting with production 
and import to the stage of their medical application. The 
state is obliged to implement and constantly improve the 
mechanism of compliance with the legislation in the field 
of wholesale and retail trade in medicinal products.

The specified norm-principle testifies the importance of 
medicinal products, having, on the one hand, the charac-
teristics of ordinary goods, and being, on the other hand, 
the subject of centralized public purchases (involving in-
ternational organizations as intermediaries, such as UNDP, 
UNICEF etc. makes it possible to minimize elements of 
corruption and to save the state budget). A sufficient num-
ber of public purchases allowing the health care system to 
function and to promote the realization of the fundamental 
human values ​​declared in the acts of international law, is 

a traditional subject of Humanitarian aid for victims of 
natural disasters or armed conflict, and their domestic and 
cross-border circulation is usually accompanied by strict 
requirements, restrictions and prohibitions etc.

Firstly, medicinal products are the goods, moved across 
the customs border in a limited way depending on their 
varieties, the subject of movement, the customs regime, 
etc., and secondly, counterfeit medicinal products (see 
the research published in this year’s issue of Wiadomości 
Lekarskie [2, p.860]), may become contraband in case of  
their movement across the customs border [3, p.129]. For 
instance, in Ukraine under Article 305 of the Criminal 
Code importation of counterfeit medicinal products since 
2011 [4], that is, immediately after the amendment of this 
Code in view of signing the MEDICRIME Convention 
(Council of Europe Convention on the counterfeiting of 
medical products and similar crimes involving threats to 
public health [5]), entails criminal liability. At the same 
time, the above-mentioned Convention did not become 
widespread and became valid only for fifteen countries, 
three of which, namely Benin, Burkina Faso, Guinea, are 
not members of the Council of Europe [6]. European 
Union as a collective subject of international law, as well 
as the Republic of Poland, has not ratified the Convention. 
Currently, under Article 124 of Ustawy Prawo farmaceuty-
czne putting into circulation or holding in order to supply 
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medicinal products on the market without permission is 
punished by a fine, restriction of liberty or imprisonment 
up to 2 years [7].

The Council of Europe has long been concerned about 
the absence of harmonized international legislation, 
non-deterrent sanctions that were not proportional to the 
harm caused to patients, and the involvement of criminal 
organizations which operate across borders. Counterfeiting 
medical products and similar crimes threaten the right to 
life enshrined in the Article 2 of the European Convention 
on Human Rights and Fundamental Freedoms (ECHR) 
[8]. Incidences of counterfeit medical products and similar 
crimes undermine public trust in healthcare systems and 
authorities’ surveillance thereof.

Thus, the steady increase in cross-border circulation of 
medicinal products, particularly on the European conti-
nent, on the one hand, contributes to the functioning of 
healthcare systems, on the other hand, - creates risks for 
the spread of substandard, spurious and counterfeit phar-
maceuticals that can cause significant harm to human life 
and health. Taking into account an enormous risk of such 
wrongdoings, there is a need to create and implement an ef-
fective legal mechanism for importing medicinal products 
to the European Community. Accordingly, for the states 
having signed Association Agreements with the EU, the 
formed model of import should become a benchmark for 
gradual implementation into national practice.

MATERIALS AND METHODS
This research is based on empirical and analytical data 
from the WHO, EU, EU customs and medical legislation, 
national legislation of Ukraine and Republic of Poland, 
Eurostat statistics, European Court of Justice (hereinafter 
referred to as «ECJ») rulings. A total of 26 laws, 13 articles 
and court decisions have been analyzed. Dialectical, com-
parative, analytical, synthesis, system analysis have been 
used in this research.

REVIEW AND DISCUSSION 
Article 35 “Health protection” of the Charter of Funda-
mental Rights of the European Union (hereinafter referred 
to as “the Charter”) provides that everyone has the right 
of access to preventive health care and the right to benefit 
from medical treatment under the conditions established 
by national laws and practices. A high level of human 
health protection shall be ensured in the definition and 
implementation of all the EU policies and activities [9].

A special article on health contained in the Charter justifies 
expectations [10, p.57]. Stating fundamental rights in the 
field of health protection is in fact traditional and repeatable 
not only at the national (constitutional) level, but also at the 
international level. As evidence there can be introduced the 
Universal Declaration of Human Rights (December 10, 1948), 
namely Article 25: “everyone has the right to a standard of 
living adequate for the health and well-being of himself and 
his family, including food, clothing, housing, medical care and 

necessary social services” [11]. The Constitution of the World 
Health Organization also provides that “the enjoyment of the 
highest attainable standard of health is one of the fundamental 
rights of every human being” [12]. Paragraph 1 to the Article 
12 of the International Covenant on Economic, Social and 
Cultural Rights of 16 December 1966 further secures “the 
right of everyone to the enjoyment of the highest attainable 
standard of physical and mental health”.

Although the right to health protection is not mentioned 
in the European Convention for the Protection of Human 
Rights and Fundamental Freedoms, at European regional 
level it is actually provided for by other European conven-
tions. In particular, the European Social Charter in the 
Paragraph 11 of the Part І envisages that “everyone has the 
right to benefit from any measures enabling him to enjoy 
the highest possible standard of health attainable” [13].

In addition, the European Court of Human Rights has 
interpreted and, in our view, quite reasonably expanded 
the scope of certain conventional rights in the field of 
healthcare. For example, it is argued that Article 2 demands 
from states “to take appropriate steps to safeguard the lives 
of those within its jurisdiction” (para. 48), which should 
“apply in the public-health sphere too” (para. 49) [14]. The 
Court notes that “since a person’s body is the most intimate 
aspect of private life, and medical intervention, even if it is 
of minor importance, constitutes an interference with this 
right” (para. 40) [15].

At the same time, it is worth agreeing that the historical, 
cultural and economic differences in EU countries are a kind 
of “brake” on the process of health care activities’ standardiza-
tion. Unfortunately, not all Member States are currently ready 
to adopt and follow the policies proposed by the European 
Union and international organizations [16, p. 31].

The EU Customs Code [17] does not regulate the import 
or export of medicinal products itself and does not use ore 
define such terms as “pharmaceuticals” or “medical products”, 
“medicinal products”. Instead, its authors use the concept of 
“goods”, the content of which is disclosed in a kind of EU con-
stitution – Treaty on the Functioning of EU. Thus, Article 28 of 
TFEU provides that the customs union between the Member 
States covers all trade of goods. The ECJ has defined “goods” 
as all products which have a monetary value and may be the 
object of commercial transactions.

This definition, as noted in the literature [19, p. 542], in-
cludes: Consumer goods including medical products (Case 
215/87 Schumacher [1989] ECR 617) [20]). 

In the EU there is a set of normative and legal acts elaborated 
to regulate the circulation of medicinal products, includ-
ing imported ones. One of the main directives is Directive 
2001/83/EU on the Community code relating to medicinal 
products for human use, as regards the prevention of the en-
try of falsified medicinal products into the legal supply chain 
[21]. Directive 2001/83/EU lays down the rules for, inter alia, 
manufacturing, importing, placing on the market, and the 
wholesale distribution of medicinal products in the Union 
as well as rules relating to active substances.

Awareness of the threats posed by counterfeit medicinal 
products has led to amending of the Directive 2001/83. 
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Therefore, the Directive 2011/62/EU of 8 June 2011 has come 
into force on 9 February 2019 [22]. It was named the Falsi-
fied Medicines Directive (FMD) and it aims to improve the 
safety of the manufacturing process and delivery of medicinal 
products across Europe in order to provide enhanced patient 
protection. It also introduces new rules for stricter supply 
chain regulation. Introduction of mandatory authentication 
(safety sign) on the outer packaging of medicines, stricter 
rules for control of source materials and active substances 
and fillers in medicines, stricter measures for controlling the 
wholesale distribution of medicines and brokerage activity, 
implementation of a single pan-European logo for the iden-
tification of legal online pharmacy, as well as message systems 
for organizations that offer medicines to the public via the 
Internet - all these provisions of the FMD -  indicate that it 
is aimed at protecting public health by preventing the entry 
of falsified or counterfeit medicines into the supply chain of 
pharmaceuticals.

Fundamental rule in regulation of medicinal products’ 
importation to the EU a is the requirement to provide the 
necessary controls in the exporting country. Following the 
establishment of the internal market, specific controls to 
guarantee the quality of medicinal products imported from 
the third countries can be waived only if appropriate arrange-
ments have been made by the Community to ensure that the 
necessary controls are carried out in the exporting country.

Besides the issue of ensuring this type of control, the 
issue of compliance of Directive 2001/83 with the laws of 
the EU Member States inevitably arose. Thus, the inconsis-
tency of the Law of the Republic of Poland «On Medicinal 
Products» with the provisions of the Directive has led to an 
action by the European Commission against the Republic 
of Poland of 13 April 2010. The claim is that the adoption 
and application by the Republic of Poland of Article 4 (1) 
and (3a) of the Law on Medicinal Products make it possible 
for medicinal products to be marketed in Poland when 
they do not possess a marketing authorization in Poland 
issued by the competent national authorities, a situation 
which is contrary to Article 6 (1) of the Directive 2001/83. 
In the applicant’s submission, the Polish provision is not 
covered by Article 5 (1) and Article 126a of the Directive 
2001/83, which provide for exceptions to the general re-
quirement contained in Article 6 (1) of that directive that 
medicinal products must have a national authorization. 
Above all, Article 4 (3a) of the Law on Medicinal Products, 
according to which the condition for allowing imported 
medicinal products is their ‘competitive price’ compared 
with the price of medicinal products, already allowed on 
the national market, is based exclusively on an economic 
criterion. A criterion of that kind cannot, however, justify 
an exception to Article 6 (1) of the Directive 2001/83. 
Furthermore, the Polish provision concerns medicinal 
products with the same active substance, form and dosage 
as medicinal products already permitted on the national 
market, and it is therefore not possible to consider them 
to be unavailable on the national market, a situation which 
might justify the need for targeted import on the basis of 
Article 5 (1) of the Directive [23].

As the result, the Court found that the Republic of 
Poland has failed to fulfil its obligations under Article 6 
of the Directive 2001/83/EU of the European Parliament 
and the Council of 6 November 2001 on the Community 
Code relating to medicinal products for human use, as 
amended by the Regulation No 1394/2007 of the European 
Parliament and the Council of 13 November 2007 [24].

However, the Court decision did not stop critics of the 
Directive 2001/83 in their desire to prove that the import 
of unlicensed medical products having competitive advan-
tages in relation to those allowed on the national market, 
is a strong reason for non-compliance with the restrictions 
provided for by this Directive. For example, there was 
pointed at the “special need” of patients in unlicensed 
medicines, which should be taken into account considering 
the rules of Article 168 of the Treaty on the Functioning of 
the European Union, Article 8 of the European Conven-
tion on Human Rights. Finally it was suggested that in the 
argument “against” the supply of the cheaper unlicensed 
product the word “special” should be interpreted in the 
context and also remembered that the key objective of the 
Directive was to safeguard human health and nothing else 
[25]. The British licensing authority also stated that the 
unavailability of a licensed product does not in itself create 
a so-called “special need”. Besides, there were exemplified 
legal provisions of Great Britain, where “The Medicines for 
Human Use (Marketing Authorizations Etc.) Regulations” 
[26] uses the same expression “special needs” as Article 5.1 
of the Directive, without defining this concept. Instead, it 
should be noted that the stated act of national legislation 
proposed the definition of “parallel import”.

It is worth remarking that under the conditions of 
legalization of parallel imports, there is a risk regarding 
a certain group of imported goods. First of all, they are 
medicinal and cosmetic products, as well as food. Unfair 
importers do not always adhere to the proper conditions 
for carriage of such goods, while official suppliers do their 
best. Owning to the parallel import, the quality of goods 
deteriorates and risks for a consumer appears because of 
importation of counterfeit and overdue goods, including 
medicines possibility. There is a also threat of reputational 
losses for a honest manufacturer.

Parallel import of medicinal products is ambiguously 
regulated in the EU Member States. The question of identi-
fying it with the so-called “gray import” remains debatable. 

Parallel imports are legitimately produced goods im-
ported legally into a country without the authorization of 
a trademark, copyright or patent holder. In the European 
Union, so long as a pharmaceutical manufacturer has 
placed a good on the market voluntarily, the principle of 
free movement of goods allows individuals or firms within 
the EU to trade goods across borders without the consent 
of the producer [27].

In our opinion ECJ ruling in the case C-387/18 on 3 July 
2019 Delfarma vs Prezes Urzędu Rejestracji Produktów 
Leczniczych, Wyrobów Medycznych i Produktów Biobó-
jczych was a crucial fact in this regard  [28]. The ruling 
states that Articles 34 to 36 of the Treaty on the Functioning 
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of the European Union contradict the provisions, resulting 
from the definition in Article 2 Paragraph 7b Sub-para-
graph b of the Pharmaceutical Law of the Republic of 
Poland of 6 September 2001, requiring certification of the 
registration category as a condition for granting consent 
for parallel import. This is the first time a Polish parallel 
importer has won a dispute in the EU Court of Justice. 
This ruling opens the possibility of registering a broad list 
of medicinal products for which license applications for 
parallel import have still been rejected. Therefore, there 
was a real opportunity to increase the number of cheaper 
goods in the Polish market and thus to save money for 
Polish patients.

Legalization of parallel imports can lead to increased 
competition, reduced retail prices and expansion of the 
product range. By forbidding parallel import the legisla-
tor will not prevent the flow of counterfeit goods to the 
country and will give the rightsholder a full control over 
the distribution of goods containing intellectual property 
rights, allowing them to independently identify the entities 
authorized to sell such goods. Such entities should comply 
with the requirements on their activity, including those 
related to pricing. Moreover, this situation can lead to abuse 
by distributors. Therefore, in our opinion, parallel import 
deserves to be legalized, taking into account the restriction 
of goods such as medical and cosmetic products. Such a 
decision is capable of increasing working efficiency of state 
authorities, whose task is to counteract the circulation of 
counterfeit goods.

The concept of counterfeit goods is defined in the EU 
Regulation No 608/2013 on customs control over the 
adherence to intellectual property rights [29]. Thus, it is 
important that national legislation acts with this concept, 
in particular, previously approved by the Ukrainian Par-
liament the draft law No 1230 of 2 September 2019 on 
amendments to the Customs Code of Ukraine on protec-
tion of intellectual property rights during the movement 
of goods across the customs border of Ukraine will be 
implemented [30]. That draft law was elaborated in order 
to approximate national customs legislation in the field 
of intellectual property protection to the EU standards 
and practices and increase the level of prevention and 
counteraction to the movement across the customs border 
of goods infringing intellectual property rights and, as a 
consequence, facilitate the cleansing of the internal market 
from counterfeit products that often do not meet the estab-
lished security requirements. It actually regulates parallel 
imports, which implementation on medicinal products is 
one way to solve the problem of providing availability of 
medicinal products. 

The World Health Organization is by far one of the 
“international organizations promoting customs reg-
ulation” at the global level. Adopted under the aegis of 
this organization the certification scheme is intended to 
allow importing countries to obtain from the regulating 
authorities of exporting countries the official confirmation 
of the imported pharmaceutical products licensed status. 
Confirmation that manufacturers are subject to regular in-

spections and that production conditions are in accordance 
with WHO recommended Good Manufacturing Practice 
(GMP) is also required [31]. The WHO Revises Guidance 
on Quality management system requirements for GMP 
Inspectorates on 25 July 2019 [32]: a draft of requirements 
for the Quality system for national GMP-inspectorates was 
recently presented for discussion [33] to bring them in 
line with international standards and principles of quality 
management system (QMS) operation and to expand the 
scope of the document.

An important tool in counteracting the cross-border 
circulation of counterfeit medicinal products is a created 
within the WHO International working group on strug-
gling against counterfeit medicines – International Medical 
Products Anti-Counterfeiting Taskforce (IMPACT), an 
active member of which is the World Customs Organiza-
tion as well. Its goal is to develop principles of the national 
legislation modification in order to combat counterfeit 
medicinal products.

The course of the Ukraine towards integrating into the 
European Community envisages the adaptation of national 
legislation to the requirements of the EU acts. This fully 
relates to the legal support for the import of medicinal 
products.

The authors of this article do not aim to fully disclose 
the norm and legal mechanism for importing medicinal 
products to Ukraine. It is worth focusing on some of the 
elements, especially on national custom’s regulation new 
customs rules [34, р. 12], on the standards of the European 
legal space in general and the principles of the EU medical 
law in particular. Thus, arranging the procedure of their 
import into the customs territory of Ukraine is an integral 
element of reforming the healthcare system in general 
and the public health system in particular, which needs to 
be modernized due to a number of problems, which are 
emphasized in the approved Resolution of the Cabinet of 
Ministers of Ukraine of 30 November 2016 No 1002-p of 
the Concept of developing the public health system [35]. 
In particular, due to the ramifications and inconsistency 
of the public health system, the International medical and 
sanitary rules, the implementation of which into the coun-
try’s healthcare system are a part of Ukraine’s international 
obligations, are not properly implemented.

As the Preamble of the Concept points out, public health is 
one of the greatest values, ​​necessary for the socio-economic 
development of a country; creating optimal conditions for 
realizing the potential of each person over a lifetime, achiev-
ing European standards of quality of life and well-being of 
the population are the part of the obligations under the As-
sociation Agreement between the Ukraine and the European 
Union, the European Atomic Energy Community and their 
member states, of the other part (hereinafter referred to as 
the “Association Agreement”) [36].

The Association Agreement separately regulates in Arti-
cle 222 issues relating to the protection of data submitted 
for the purpose of obtaining a marketing authorization 
of medicinal products: the Parties shall implement a 
comprehensive system to guarantee the confidentiality, 
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non-disclosure and non-reliance of data submitted for the 
purpose of obtaining an authorization to put a medicinal 
product on the market. In particular, Ukraine shall un-
dertake to align its legislation concerning data protection 
for medicinal products with that of the EU at a date to be 
decided by the Trade Committee.

The provisions of Protocol 2 to the Association Agree-
ment, named “On Mutual Administrative Customs Assis-
tance”, shall prevail with respect to the provisions of any 
bilateral mutual assistance agreement which have been or 
may be concluded between individual member states of the 
European Union and Ukraine in the field of the provisions 
of the latter which are incompatible with the provisions of 
this Protocol [36]. It would be correct to make greater use 
of the legal capacity of the Protocol and the Association 
Agreement to prevent and prohibit illegal import of me-
dicinal products, including counterfeit ones.

The Article 220 of the Association Agreement introduces 
the so-called supplementary security certificate. Ukraine 
and the EU are obliged to provide for a supplementary 
period of medicinal product protection that is covered by 
patent and has been subject to the administrative autho-
rization procedure.

Thus, the Association Agreement contains rules that can 
rightly be attributed to the key provisions of the medical 
reform implementation mechanism in Ukraine.

Since 23 January 2017 a system of compulsory licensing 
of manufacturing and export of patented medicinal prod-
ucts has been implemented according to the requirements 
of Annex to the Protocol of Amendment to the TRIPS 
Agreement of 6 December 2005 [37]. 

The European model of import licensing of medicinal 
products is implementing by stages. At first, economic 
activity on importing medicinal products began to be 
licensed. The further introduction of the European model 
of import licensing of medicines provided for the gradual 
implementation of GMP requirements to the approved by 
the Cabinet of Ministers of Ukraine Licensing conditions 
to economic activities on importing medicinal products, 
in particular, regarding self-inspection, contracting (tech-
nical or quality agreements) between importers, foreign 
manufacturers and holders of registration certificates; 
pharmaceutical quality system; study of medicine stability; 
control and archival samples of the authorized person of 
the importer [38].

The next stage of «Europeanization» of the mechanism of 
importing medicinal products to Ukraine is in implemen-
tation of the requirements for their marking. Consequently, 
according to the Resolution of the Cabinet of Ministers 
of Ukraine No 653 of 24 July 2019 [39], a pilot project on 
marking of control (identification) signs and monitoring of 
the circulation of medicinal products will be implemented 
in Ukraine under date of 1 September 2019, which will be 
in effect until 31 December 2020.

There has been set a goal to create a prototype of an 
informational and analytical system for controlling the 
circulation of medicinal products and there’s been a draft 
Law of Ukraine «On Amendments to the Law of Ukraine 

«On medicinal products» proposed on the marking me-
dicinal products with the identification number of inter-
national non-profit organization GS1 studying the issues 
of accounting of goods and services, bar coding of logistic 
units standardization, which is currently being comunucat-
ed with the Ministry of Health of Ukraine. In general, it 
is planned to adapt the licensing procedure for importing 
medicinal products in line with the EU requirements by 
amending the relevant licensing conditions in 2023 [40].

CONCLUSIONS
Prohibitions and restrictions peculiar to the customs 
regime are particularly important when it comes to im-
porting medicinal products specifying in the procedures 
of licensing, certification, quality control, packaging, 
marking and etc. A proper mechanism for carrying out 
such procedures requires standardization at international 
and regional levels.

To ensure the effectiveness of this mechanism at the 
international level, it is worth supporting WHO’s efforts 
to modernize national GMP inspectorates. The quality 
assessment system for their performance should indeed 
be compatible with international standards and current 
functioning principles of quality management system 
(QMS). It also makes sense to “prevent” introduction of 
the basic elements of an updated GMP in countries where 
it is not yet a mandatory part of the control mechanism for 
importing medicinal products.

The existence of criminal law mechanism alone to com-
bat the spread of counterfeit medical products implement-
ed internationally (through the MEDICRIME convention 
standards), regionally and nationally, is not enough to 
guarantee the implementation of health rights envisaged, in 
particular, by the EU directives. The Protocol 2 “On Mutual 
Administrative Customs Assistance” to the Association 
Agreement is subject to greater practical application.

The issue of parallel import of medicinal products is ur-
gent at regional level of cooperation. The risks associated 
with them should be minimized (poor quality, counter-
feit goods, weakening of customs control, displacement 
of domestic analogues from the market, curtailment of 
production by well-known pharmaceutical companies) by 
the instruments of international, European law (including 
precedents of the ECHR), capabilities of national regulatory 
authorities, in particular customs.

REFERENCES
	 1.	� EU-28 exports, imports and trade balance in medicinal and 

pharmaceutical products, 2002-2018 (EUR billion): Eurostat (online 
data code: DS-018995). Available from: https://ec.europa.eu/eurostat/
statistics-explained/index.php?title=International_trade_in_
medicinal_and_pharmaceutical_products [reviewed 2019.08.24]

	 2.	� Gutorova N, Zhytnyi O, Soloviov O. Falsification of medical products: 
criminal law mechanism combating threats to public health. 
Wiadomości Lekarskie. 2019;5:856-861. 

	 3.	� Zyma O.T. Likarski zasoby y mytna sprava [Medicinal products and 
customs affairs]. Comparative analytical law. 2017;3:128-131. (Ua).



Mariya G. Shul’ha et al. 

2462

	 4.	� Pro vnesennia zmin do deiakykh zakonodavchykh aktiv Ukrainy shchodo 
zapobihannia falsyfikatsii likarskykh zasobiv: Zakon Ukrainy vid 8 
veresnia 2011 roku № 3718-VI. Vidomosti Verkhovnoi Rady Ukrainy. 
2012. № 19-20. St. 168 [On Amendments to Some Legislative Acts 
of Ukraine on Preventing Falsification of Medicinal Products: Law of 
Ukraine of 8 October 2011 No 3718-VI. The official Bulletin of Verkhovna 
Rada of Ukraine. 2012. No 19-20. Art. 168] (Ua). 

	 5.	� Council of Europe Convention on the counterfeiting of medical products 
and similar crimes involving threats to public health (Moscow, 28.X.2011, 
еntry into force 01/01/2016). Available from: https://www.coe.int/en/
web/conventions/full-list/-/conventions/rms/090000168008482f 
[reviewed 2019.08.24]

	 6.	� Chart of signatures and ratifications of MEDICRIME: status as of 
15/08/2019. Available from: https://www.coe.int/en/web/conventions/
full-list/-/conventions/treaty/211/signatures [reviewed 2019.08.24]

	 7.	� Prawo farmaceutyczne: USTAWA z dnia 6 wrzesnia 2001 r. Available from: 
http://prawo.sejm.gov.pl/isap.nsf/download.xsp/WDU20011261381/T/
D20011381L.pdf [reviewed 2019.08.24]

	 8.	� Convention for the Protection of Human Rights and Fundamental 
Freedoms (Rome, 4.XI.1950). Available from: https://www.echr.coe.
int/Documents/Convention_ENG.pdf [reviewed 2019.08.24]

	 9.	� Charter of Fundamental Rights of the EU. Official Journal of the European 
Union.2007;50. 2007/C303/01.

	 10.	� Charte des droits fondamentaux de l’Union européenne: Commentaire 
article par article / Fabrice Picod (ed.); Sébastien van Drooghenbroeck 
(ed.); Cécilia Rizcallah (other). Brussels: Bruylant; 2017. 1280 p. p.57

	 11.	� The Universal Declaration of Human Rights (UDHR), 10 December 1948. 
Available from: https://www.un.org/en/universal-declaration-human-
rights/index.html [reviewed 2019.08.24]

	 12.	� The Constitution was adopted by the International Health Conference 
held in New York from 19 June to  22  July  1946,  signed  on  22  July  1946  
by  the  representatives  of  61  States  (Off.  Rec.  Wld  Hlth  Org.,2,100),  
and  entered  into  force  on  7  April  1948. Available from: https://
www.who.int/governance/eb/who_constitution_en.pdf  [reviewed 
2019.08.24]

	 13.	� The European Social Charter. Collected texts (7th edition). 
U p d a t e d :  1 s t  J a n u a r y  2 0 1 5 .  Av a i l a b l e  f ro m :  h t t p s : / /
r m . c o e . i n t / C o E R M P u b l i c C o m m o n S e a r c h S e r v i c e s /
DisplayDCTMContent?documentId=090000168048b059 [reviewed 
2019.08.24]

	 14.	� Case of Calvelli and Ciglio v. Italy, application no. 32967/96, judgment 
of 17 January 2002. Available from http://hudoc.echr.coe.int/
eng?i=001-60329 [reviewed 2019.08.24]

	 15.	� Case of Konovalova v. Russiaб, application no. 37873/04, judgment 
of 09 October 2014. Available from: http://hudoc.echr.coe.int/
eng?i=001-146773 [reviewed 2019.08.24]

	 16.	� Hnatyk E., Sokova E. Osnovnye napravlenyia deiatelnosty Evropeiskoho 
Soiuza v oblasty zdravookhranenyia [The main activities of the European 
Union in the field of healthcare]. Law and management. XXI cent. 
2015;3(36):28-32.

	 17.	� Regulation (EU) No 952/2013 of the European Parliament and of the 
Council of 9 October 2013 laying down the Union Customs Code. Official 
Journal of the European Union. 2013;269:1–101. Available from: http://
data.europa.eu/eli/reg/2013/952/oj  [reviewed 2019.08.24]

	 18.	� Consolidated version of the Treaty on the Functioning of the European 
Union (TFEU). Official Journal of the European Union. 2012;326:47–390. 
Available from: http://data.europa.eu/eli/treaty/tfeu_2012/oj 
[reviewed 2019.08.24]

	 19.	� Kaczorowska A.-I. European Union law. London and New York. 
Routledge. 2016. 1086 р.

	 20.	� Case of Schumacher v HZA (Hauptzollamt) Frankfurt am Main-Ost, № 
215/87: 1989 ECR 617; 1990 2 CMLR 465. Available from https://eur-lex.
europa.eu/legal-content/GA/TXT/?uri=CELEX:61987CJ0215 [reviewed 
2019.08.24]

	 21.	� Directive 2001/83/ec of the European Parliament and of the Council 
of 6 November 2001 on the Community code relating to medicinal 
products for human use. Official Journal of the European Union.2001, 
p. 67. Available from https://ec.europa.eu/health/sites/health/files/
files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_
cons_2012_en.pdf  [reviewed 2019.08.24]

	 22.	� Directive 2011/62/eu of the European Parliament and of the Council 
of 8 June 2011 amending Directive 2001/83/EC on the Community 
code relating to medicinal products for human use, as regards the 
prevention of the entry into the legal supply chain of falsified medicinal 
products. Official Journal of the European Union. 2011;174/74. 
Available from https://eur-lex.europa.eu/LexUriServ/LexUriServ.
do?uri=OJ:L:2011:174:0074:0087:EN:PDF [reviewed 2019.10.24]

	 23.	� Action brought on 13 April 2010 — European Commission v Republic of 
Poland (Case C-185/10) (2010/C 209/16). Official Journal of the European 
Union. 2010;209/11. Available from https://eur-lex.europa.eu/legal-
content/en/TXT/PDF/?uri=uriserv%3AOJ.C_.2010.209.01.0011.01.
ENG  [reviewed 2019.10.24]

	 24.	� Judgment of the Court (Third Chamber), 29 March 2012. European Commission 
v Republic of Poland. Case C-185/10. Available from http://curia.europa.
eu/juris/celex.jsf?celex=62010CJ0185&lang1=en&type=TXT&ancre=  
[reviewed 2019.10.24]

	 25.	� Walton B. The UK experience related to case C-185/10, Commission v 
Republic of Poland does a “special need” arise for an unlicensed medicine 
if the licensed equivalent. Available from: https://slideplayer.com/
slide/7515584/ [reviewed 2019.10.24]

	 26.	� The Medicines for Human Use (Marketing Authorizations Etc.). 
Regulations No. 3144, 8th December 1994. Available from https://
www.legislation.gov.uk/uksi/1994/3144/contents/made [reviewed 
2019.10.24]

	 27.	� Ganslandt M., Maskus K. Parallel Imports of Pharmaceutical Products 
in the European Union. The World Bank Development Research Group; 
2001. 28 pages. Available from: http://apps.who.int/medicinedocs/
documents/s17518en/s17518en.pdf [reviewed 2019.08.24]

	 28.	� Case C-387/18: Request for a preliminary ruling from the Wojewódzki 
Sąd Administracyjny w Warszawie (Poland) lodged on 12 June 2018 – 
Delfarma Sp. z o.o. v Prezes Urzędu Rejestracji Produktów Leczniczych, 
Wyrobów Medycznych i Produktów Biobójczych. Official Journal of the 
European Union.2018;294: 32.

	 29.	� Regulation (EU) No 608/2013 of the European Parliament and of the 
Council of 12 June 2013 concerning customs enforcement of intellectual 
property rights and repealing Council Regulation (EC) No 1383/2003. 
Official Journal of the European Union.2013;181:15–34.

	 30.	� Proekt Zakonu №1230 vid 02.09.2019 pro vnesennia zmin do Mytnoho 
kodeksu Ukrainy shchodo zakhystu prav intelektualnoi vlasnosti 
pid chas peremishchennia tovariv cherez mytnyi kordon Ukrainy. 
[Draft Law No 1230 of 2 September 2019 on Amendments to the 
Customs Code of Ukraine on the Protection of Intellectual Property 
Rights during the Movement of Goods across the Customs Border 
of Ukraine].  Available from: http://w1.c1.rada.gov.ua/pls/zweb2/
webproc34?id=&pf3511=66608&pf35401=496917 [reviewed 
2019.08.24] (Ua).



LEGAL REGULATION OF IMPORTATION OF MEDICINAL PRODUCTS: EUROPEAN STANDARDS AND NATIONAL PRACTICE 

2463

	 39.	� Pro zaprovadzhennia pilotnoho proektu shchodo markuvannia 
kontrolnymy (identyfikatsiinymy) znakamy ta provedennia monitorynhu 
obihu likarskykh zasobiv: Postanova Kabinetu Ministriv Ukrainy №653 
vid 24 lypnia 2019 r. Uriadovyi kurier vid 30.07.2019. № 143. [On the 
introduction of a pilot project on marking with control (identification) 
signs and monitoring circulation of medicinal products: Resolution of 
the Cabinet of Ministers of Ukraine No 653 of 24 July 2019. Government 
courier dated 30.07.2019 № 143]. (Ua).

	 40.	� Pro zatverdzhennia Derzhavnoi stratehii realizatsii derzhavnoi polityky 
zabezpechennia naselennia likarskymy zasobamy na period do 2025 
roku: Postanova Kabinetu Ministriv Ukrainy vid 5 hrudnia 2018 r. №1022. 
Uriadovyi kurier. 11.12.2018. № 233. [On approving the State strategy 
for implementing the state policy of providing the population with 
medicinal products for the period until 2025: Resolution of the Cabinet of 
Ministers of Ukraine of 5 December 2018 No 1022. Government courier. 
12.11.2018 No 233]. (Ua).

Authors’ contributions: 
According to the order of the Authorship. 

ORCID numbers:
Mariya G. Shul’ha: 0000-0002-9725-3471
Anatoliy V. Mazur: 0000-0003-1073-4799
Iurii V. Georgiievskyi: 0000-0001-8014-7827 

Conflict of interest: 
The Authors declare no conflict of interest. 

CORRESPONDING AUTHOR
Anatoliy V. Mazur
University of Customs and Finance,
Dnipro, Ukraine
e-mail: anvas.mazur@outlook.com

Received: 03.09.2019
Accepted: 22.11.2019

	 31.	� WHO Certification Scheme: a timely assessment. Essential Drugs Monitor. 
1995;19:5-6. Available from: https://apps.who.int/medicinedocs/
documents/s21266en/s21266en.pdf [reviewed 2019.08.24] 

	 32.	� WHO Revises Guidance on QMS Requirements for National Inspectorates 
(Posted 23 July 2019 By Zachary Brennan). Available from: https://
www.raps.org/news-and-articles/news-articles/2019/7/who-revises-
guidance-on-qms-requirements-for-natio?feed=Regulatory-Focus 
[reviewed 2019.08.24]

	 33.	� Quality management system requirements for national inspectorates: 
draft for comments (Working document QAS/19.811/Rev.1, July 2019). 
Available from: https://www.who.int/medicines/areas/quality_safety/
quality_assurance/QAS_19_811_Rev1_Quality_Mgmt_System_
Requirements.pdf?ua=1 [reviewed 2019.08.24]

	 34.	� Mazur A.V. Ponyattya mitnoyi spravi: ideya, zmist, zakonodavche 
zakriplennya [A concept of customs affairs: an idea, content, legislative 
recognition]. Customs business. 2008;5:8-12. (Ua).

	 35.	� Pro skhvalennia Kontseptsii rozvytku systemy hromadskoho zdorovia: 
rozporiadzhennia Kabinetu Ministriv Ukrainy vid 30 lystopada 2016 r. 
№ 1002-r. [On Approving the Concept of Development of the Public 
Health System: Order of the Cabinet of Ministers of Ukraine of 30 
November 2016 No 1002-р]. Available from: https://www.kmu.gov.
ua/ua/npas/249618799 [reviewed 2019.08.24] (Ua).

	 36.	� Association Agreement between the European Union and its Member 
States, of the one part, and Ukraine, of the other part, Done at 
Brussels on 21 March 2014. Official Journal of the European Union. 
2014;161/3. Available from: http://publications.europa.eu/resource/
cellar/4589a50c-e6e3-11e3-8cd4-01aa75ed71a1.0006.03/DOC_1 
[reviewed 2019.08.24]

	 37.	� TRIPS Agreement – Article 31bis. Available from: https://www.wto.
org/english/res_e/publications_e/ai17_e/trips_art31_bis_oth.pdf 
[reviewed 2019.08.24]

	 38.	� Pro zatverdzhennia Litsenziinykh umov provadzhennia hospodarskoi 
diialnosti z vyrobnytstva likarskykh zasobiv, optovoi ta rozdribnoi torhivli 
likarskymy zasobamy, importu likarskykh zasobiv (krim aktyvnykh 
farmatsevtychnykh inhrediientiv): Postanova Kabinetu Ministriv Ukrainy 
vid 30 lystopada 2016 r. № 929. Uriadovyi kurier vid 20.12.2016. № 
240. [On approval of the Licensing conditions for conducting economic 
activities in the production of medicinal products, wholesale and retail 
trade of medicinal products, imports of medicinal products (except 
for active pharmaceutical ingredients): Resolution of the Cabinet of 
Ministers of Ukraine of 30 November 2016 No 929. Government courier 
dated 20.12.2016. No 240.] (Ua).



© Wydawnictwo Aluna

2464

Wiadomości Lekarskie 2019, tom LXXII, nr 12 cz. II

INTRODUCTION 
Clinical testing of medicines should be a matter of par-
ticular concern for the lawmaker, since they relate to the 
verification of the efficiency of medicines that have not 
been formally approved for the use in the provision of 
medical care. Such activities are accompanied by the risks 
to a human being involved in the clinical testing. The as-
sessment of these risks and the establishment of an effective 
mechanism for the protection and security of the rights 
of the research subjects, based primarily on international 
ethical principles for ensuring protection of the rights, 
safety and well-being of the research subjects, depend on 
the state. Legal regulation of the research subjects and their 
guarantees should, primarily, take into account the nature 
of the clinical testing and also make it impossible to falsify 
the data of the clinical testing in order to provide effective 
medical help for future patients.

Analysis of national and international legislation and 
doctrine indicates that the research subject is often identi-
fied with the patient being treated. As a consequence, legal 
regulation of the research subject’s rights uses legal means 

borrowed from the legal regulation of the patient’s rights 
(without adaptation to the specifics of legal relations in 
the field of clinical testing); some aspects of such relations 
are left behind the attention of the lawmaker, or they are 
regulated by reference to normative acts, which provide 
medical care and do not take into account the specifics of 
the clinical testing. Because of the lack of legal protection, 
the research subjects become more vulnerable and receive 
no real legal protection, even having available legal means 
that do not work due to their incorrect perception by the 
subjects of legal enforcement. As a result, a person becomes 
even weaker subject of legal relations in the health care 
sector that affect the inalienable rights to life and health. 
These issues are not of the sufficient attention in the sci-
entific literature. Considering this, the legal status of the 
research subject requires comprehensive doctrinal study.

THE AIM 
The aim of the study is to determine specific features of the 
legal status of the research subject and its difference from 
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the patient’s legal status being provided with medical help, 
to justify the necessity and content of proposals to amend 
the current legislation of Ukraine in order to ensure the 
rights and legal interests of the research subjects and legal 
certainty.

MATERIALS AND METHODS 
To achieve the goals of the study, the authors have ana-
lyzed statistical data of clinical testing in Ukraine and have 
studied global and national tendencies in the field of such 
probations. The authors have analyzed the judgments of the 
European Court of Human Rights (hereinafter referred to 
as the ECHR) in cases pertaining to the topic of the study. 
Besides, the authors of the research have studied interna-
tional and national legal acts regulating the procedure of 
clinical testing conducting.

The relevance of this research was determined by 
studying and analyzing of the publications of foreign and 
national researchers on the protection and security of the 
rights of the research subjects.

While studying the content of legal provisions and con-
cepts contained in international and national regulatory 
acts and ethical standards, the authors of the paper have 
used the methods of theoretical analysis and synthesis. 
Certain issues required the use of systematic analysis meth-
od, first of all, in determining the balance between human 
rights and legitimate interests in the health care sector.

Formal and legal analysis of the international and nation-
al legislation provisions on the legal status of the research 
subject, its rights, as well as the legal means of its ensuring 
and differences from the legal status of the patient, allowed 
us to identify shortcomings in national legislation and to 
propose an improvements of legal regulation, in particular, 
on regulating specific features of keeping primary medical 
records during clinical testing, on specifying the definition 
of criminal illegal act in determining violation of the pro-
cedure for clinical testing conducting. The comparative and 
legal method was used in the analysis of specific features 
of regulating the issue of the access to the opportunity of 
using medicines that are being registered or undergoing 
clinical testing, as well as the peculiarities of ensuring the 
confidentiality of information about the research subjects.

In solving the objectives of the study, the authors have 
also used such methods as formal and logical (for distin-
guishing the rights of the research subject, delimitating the 
clinical testing from medical care), functional (in deter-
mining the impact of the clinical testing on the content of 
the rights of the subjects involved in the clinical testing), 
sociological (in analyzing the causes of the negative dynam-
ics in the number of clinical testing in Ukraine) and others.

REVIEW AND DISCUSSION 
Clinical testing of medicines is of considerable social and 
economic importance [1, 2]. Although, according to the 
statistics only 5% of all medicines under development 
actually reach the pharmaceutical market, but the costs of 

their clinical testing are annually increased by an average 
of 7.5%. Annual growth of the medicinal products’ market 
is forecasted at 7.8%. If the participation in clinical testing 
for the research subjects is free of charge, the large amounts 
of money are spent on clinical trials each year. The range 
of costs on clinical testing at three stages is estimated be-
tween US $ 75 million and US $ 4 billion, depending on 
the country of conduction and the nature of the testing [3].

Having significant potential in the field of clinical testing, 
the annual number of such testing in Ukraine indicates 
negative tendency.

According to the World Clinical Trials Market Survey 
for 1999-2018, the number of trials in Ukraine is 0.75% (3 
347 trials over the indicated period) of the total number 
of trials in the world, which is lower than, in particular, in 
Romania, Turkey, Mexico, Egypt, Greece, Bulgaria, New 
Zealand, Thailand, Hungary, Brazil. Among the leaders in 
the number of clinical testing is the United States, which 
conducts 26.53% of clinical trials in the world (120 654 
trials), Japan ranks second with an indicator of 8.99% (40 
895 trials), in the PRC this figure is 7.69% (34 954 trials), in 
Germany – 7.51% (34 143 trials) of the global clinical trial 
volume. Since 2015, the largest increase in clinical testing 
has been observed in the PRC and Japan [4].

Since 2017, there has been a decrease in the number of 
clinical testing in Ukraine, which is due to several reasons. 
For example, according to the survey conducted in January 
2018 by the Ukrainian Association of Clinical Researchers 
(UACR) on the reasons that prevent Ukraine from becom-
ing more attractive in the global clinical trial market, with 
286 of clinical research representatives taking part in this 
survey, 35% of respondents consider such reasons in the 
insufficient legal normalization of the procedure of clini-
cal testing conducting on the basis of state and municipal 
treatment-and-prophylactic institutions, 27% – in low 
education of the population, negative attitude to clinical 
testing, 10% – in undeveloped medical infrastructure, 
outdated logistics of health care facilities, 9% – in unde-
veloped  research business environment (small number of 
Ukrainian CROs, SMOs, vendors, etc.), 7% – in imperfect 
work of regulatory agency, 6% – in a small number of 
physicians who are fluent in English, 5% – in the legal 
insecurity of researchers, 1% – in the low qualification of 
Ukrainian physicians [5].

This paper focuses on specific features of the legal status 
of the research subject in the clinical testing of medicinal 
products and its differences from the legal status of the 
patient.

A human being in the process of involving into clinical 
testing, as well as in the course of medical care, enters into 
legal relations with the health care facility, but the identity 
of the subject composition does not determine the same 
content and object of legal relations.

I. Ya. Seniuta believes that the participant of the experi-
ment (the patient) has dual nature, is both the subject and 
quasi-object, because he acts as the research subject. The 
scholar offers to regulate the status of the subjects of legal 
relationship related to the conduction of medical experi-
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ments by law act [6, p. 47-48].
The issue of legal provision for the protection and secu-

rity of the rights and interests of the research subjects is 
relevant to many world countries and is addressed differ-
ently [7, 8]. The specific feature of legal regulation of these 
relations in Ukraine is to determine the detailed procedure 
for conducting clinical testing at the by-law level act, al-
though at the level of law it is stated that clinical testing 
of medicines is conducted in accordance with the law [9]. 
Besides, the identification of a clinical testing subject with 
a patient (which is incorrect because the latter term means 
an individual seeking medical care and/or who is provid-
ed with such assistance [11]), is common in national law 
[10] and the scientific literature, namely a clinical testing 
is often considered as the provision of medical care using 
innovative medicines.

However, clinical testing of medicines is not the type of 
medical care. Such trials are primarily conducted to im-
prove the effectiveness of medical care for future patients 
[12-14].

Clinical testing is the scientific study of an unregistered 
medicinal product for the purpose of establishing or con-
firming the efficiency and safety of a medicinal product [10, 
15]. Medical care is the activity of professionally trained 
medical workers, directed on the prevention, diagnosis, 
treatment and rehabilitation of illnesses, injuries, poison-
ings and pathological conditions, as well as pregnancy and 
childbirth [11].

For example, the World Medical Association Declaration 
of Helsinki – “Ethical Principles for Medical Research 
Involving Human Subjects” [16] uses the term “medical 
research” that does not cover medical care. The paragraph 
7 of the Declaration states the primary purpose of medical 
research involving human objects, which is to understand 
the causes, development and effects of diseases and im-
prove preventive, diagnostic and therapeutic interventions 
(methods, procedures and treatments). The paragraph 
16 of this Declaration states that research on patients or 
healthy volunteers requires the supervision of a competent 
and appropriately qualified physician or other health care 
professional.

The Article 2 of Regulation (EU) No. 536/2014 of the 
European Parliament and of the European Council of 16 
April 2014 “On clinical trials on medicinal products for 
human use” [17] states that clinical study means investiga-
tion in relation to humans intended: to discover or verify 
the clinical, pharmacological or other pharmacodynamic 
effects of one or more medicinal products; to identify any 
adverse reactions to one or more medicinal products; or to 
study the absorption, distribution, metabolism and excre-
tion of one or more medicinal products with the objective 
of ascertaining the safety and/or efficacy of those medicinal 
products. According to the Article 3 of the Regulation, a 
clinical testing is aimed to receive reliable and robust data.

Medical care is provided according to the medical ev-
idence by professionally trained medical workers who 
are employed by the licensed healthcare institutions and 
individuals having appropriate license and able to stay in 

civil and legal relations with health care institutions [11].
Requirements for researchers and places for trials are 

different from the mentioned above. For example, it is 
obligatory to have the Ethics Committee that operates 
in the medical-preventive institution, to have the base 
for providing emergency medical care to patients at such 
institution, conditions for storage of medicinal products 
and documentation of clinical research, medical docu-
mentation in the archives for at least 15 years upon the 
testing completion, the ability to involve the required 
number of the research subjects according to the clinical 
trial minutes [10].

Despite the indicated differences in the scientific lit-
erature, the right to participate in a medical experiment 
refers to the rights of the patient [18, p. 93; 19], and legal 
relationship concerning the carrying out of medical exper-
iments are considered as a component of legal relations in 
the field of providing medical care [6, p. 44].

Besides already made comments about the incorrectness 
of this approach, it should be noted that the patient is the 
person who addressed for medical care, whereas clinical 
testing should be conducted with the participation of a 
healthy patient.

It is advisably to note that international ethical rules and 
regulations, as well as the national law require researchers 
to obtain the informed consent of the subject involved in 
the clinical testing, or of the person authorized to make the 
relevant decision instead on behalf of  that subject, explain-
ing the research nature of the process, they are involved 
in (the Art. 7 of the International Covenant on Civil and 
Political Rights [20], paragraph 1 of the Nuremberg Code 
of 1947 [21], the Art. 4 of the European Charter of Patients’ 
Rights [22], paragraph 30 of the Preamble and paragraph 
21 of the Art. 2, of Regulation (EU) No. 536/2014 of the 
European Parliament and of the Council of 16 April 2014, 
paragraph 4.8 of the Integrated Addendum to ICH E6 (R1) 
“Guideline on Good Clinical Practice E6 (R2)” of 09 No-
vember 2016 [23], paragraph 1.28, subparagraph 4.8.1 of 
the Instruction “Medicinal products. Appropriate clinical 
practice. ST-NMOZU 42-7.0: 2008” [24]).

The state is obliged to provide access to human beings 
for information about the risks to life and health connected 
with his participation in the experiment [19].

In view of the clinical testing and medical care are dif-
ferent activities undertaken by the medical-preventive 
institutions, then the legal status of the research subject 
cannot be determined on the basis of the provisions on the 
rights of the person as a patient in the provision of medical 
care. The research subject should not be considered as a 
patient or a quasi-patient.

Unlike the patient, the research subject is not entitled to 
choose a physician, since the candidate of a researcher is 
chosen by sponsors and is stated during the examination 
of the materials of the clinical testing. The researcher can 
be not only a full-time physician of a medical-preventive 
institution, but also an employee of the department of a 
higher medical educational institution, if there is a contract 
of cooperation between this higher medical educational 
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institution and the medical-preventive institution, where 
the trial is planned.

Besides, since clinical trials have predominantly “blind” 
nature (one or more parties to the trial do not know which 
medicine are intended for the research subject), some of 
the research subjects may also take registered medicines for 
the comparison purposes. The clinical testing itself must 
be carrying out according to the research protocol, so the 
research subject, unlike the patient, does not have the right 
to choose the methods of clinical testing applied to him.

The scientific literature argues that the appointment only 
of placebo for the patients in the control group within 
the clinical trial, may limit their right to receive the best 
treatment available today, and also contradicts the state 
guarantees for realizing citizens’ rights in the health care 
sector by providing them guaranteed level of health care 
[25, p. 17].

At the same time clinical testing has the research nature 
that the researcher must explain to the subjects involved 
in such research. Therefore, the use of placebo or another 
medicine in allowed cases for research purposes according 
to the clinical testing protocol is not the violation of the 
individual’s right to the best available treatment.

Any scientific study requires accurate data record and 
definitions of the used concepts. Clinical testing is not the 
exception, this requirement is crucial. It affects the life 
and health of not only the subject, but many people who 
may be offered medical care in the future with the use of 
medicines that shall undergo the appropriate probation.

Therefore, particular attention during the normative 
regulation of the clinical testing, as well as its conduction, 
is primarily paid to the initial documents filled in by the 
researcher, recording information about the results of the 
research. Although the clinical trial is not a medical aid, 
the researcher keeps primary medical records in regard 
to the subject.

The data provided in the individual registration forms 
should correspond to the original documents, they were 
transferred from; the differences should be explained [24].

Primary medical records include original documents, data 
and records, in particular, medical cards of hospital patients, 
medical cards of ambulant cases, laboratory records, service 
notes, diaries of the research subjects or questionnaires, 
journals of issuing medicinal products, etc. [10].

Normatively defined statutory forms of hospital patients’ 
medical cards and medical cards of ambulant cases, as well as 
instructions for filling them in [26] do not provide the possi-
bility of keeping relevant primary medical documents within 
the clinical trial, do not take into account the normatively 
defined features of storage and archiving of medical records 
of the research subjects, and therefore need to be modified 
in accordance with the specific features of clinical testing.

While determining an individual’s legal status in the 
health care sector, we should take into account the diversity 
of legal options available in this sector.

For example, the European Charter of Patients’ Rights 
provides, among other rights, the right to use modern 
technology that, in turn, provides the availability of med-

ical care, including diagnostic and treatment procedures 
and medicinal products that meet international standards.

The realization of this right is ensured, in particular, 
through the use of Internet technologies, the introduction 
of innovative methods of treatment and new equipment, 
electronic histories of diseases, patients’ personal cards on 
data medium, telemedicine [27, p.70-73].

Although the definition of this right does not textually 
refer to the possibility of participating in clinical testing, 
however, this right is interpreted more broadly in the 
scientific literature, and the term “right to innovation” is 
used to refer to it, which includes such components as: 1) 
the right to medical and biological experiment; 2) the right 
to reproductive technology; 3) the right to donate; 4) the 
right to therapeutic cloning; 5) the right to sex reversal 
[28, p. 145].

However, such right is not specified in national law [11] 
among citizens’ rights in the health care sector.

The use of biomedical experiments on humans is permit-
ted for public benefit, in terms that they are scientifically 
substantiated, the potential success benefit over the risk 
of causing serious health or life consequences, and the 
preservation of medical secrecy if necessary [11].

At the same time, the possibility of applying new methods 
of prevention, diagnostics, treatment, rehabilitation and 
medicines, which are under consideration but still not 
approved, is regulatory provided in the interests of cure of 
a person after receiving his/her written consent.

The right of the patient to access experimental treatment 
and medicinal products in different countries find their 
place in different laws.

For example, the European Court of Human Rights 
(ECHR) considered the case of “Hristozov and others 
v. Bulgaria” [29], where ten applicants with cancer com-
plained that they were denied access to unauthorized 
experimental cancer medicines. The Bulgarian legislation 
provides the granting of an appropriate authorization only 
if the medicinal products are authorized in another state. 
Applicants asked to allow the use of medicinal products that 
were permitted in some states only for “charitable research 
use” and therefore, they were denied in the authorization. 
The ECHR in its decision of 13 November 2012 pointed 
out that there was no violation of the Art. 8 in this case, 
which provides the right to respect private and family life, 
the Convention for the Protection of Human Rights and 
Fundamental Freedoms [30] (hereinafter referred to as the 
Convention). The ECHR noted that there was a restriction 
on the right to respect the private life of the applicants, but 
provided the possibility of using unauthorized medicine 
under certain conditions. The ECHR stated that it could 
not be argued that the authorities denying applicants the 
access to the remedy, if it could potentially save their lives, 
which effectiveness is still dubious, thus increased the ap-
plicants’ suffering. The Article 3 of the Convention does 
not oblige the Member States to eliminate differences in 
levels of health care in different countries.

In another case of “Durizotto v. Italy” [29], being considered 
in the ECHR, the Italian national courts refused to grant the 
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applicant’s daughter permission to undergo charitable re-
search for the treatment of her disease through the medicine 
treatment, which was under clinical trial, and had limited 
access to it, which the applicant regarded as discriminatory. 
The ECHR in its judgment of 6 May 2014 (admissibility deci-
sion), noted that the Scientific Committee set up by the Italian 
Ministry of Health had a negative attitude to the therapeutic 
method and the scientific value of the therapy. Therefore, 
the interference into the right to respect the private life of the 
applicant’s daughter, which was to refuse to grant her request 
for such therapy, was necessary in a democratic society and 
pursued a legitimate aim of protecting the health and was 
consistent with that purpose.

Therefore, a person’s right to being applied new methods of 
prevention, diagnosis, treatment, rehabilitation and medicines 
that have not been approved for use, is not absolute in the 
interests of the person’s care.

The issues of the application of medical secrecy norms to 
clinical trial’s subjects are of particular interest. The content of 
medical secrecy indicates that physicians both during medical 
care and clinical testing must respect it.

The right to secrecy about the state of health, the fact of 
seeking medical assistance, the diagnosis, as well as the infor-
mation obtained during the medical examination is guaran-
teed in Ukraine [9]. During clinical testing, the information 
about the research subject is kept confidential and processed 
within the clinical trial in an impersonal form. Ensuring the 
confidentiality of documents that can identify the research 
subject is the necessary condition for protecting his or her 
rights [10].

These prescriptions of national law are important because, 
in case of the absence of such norms, the research subject 
may have been denied the confidentiality of the information 
about the trial, in particular on grounds of public interest in 
accessing the data on the safety and efficiency of medicines 
that were examined.

For example, the ECHR judgment in the case of Gillberg v. 
Sweden of 22 November 2010 and the Grand Chamber of 3 
April 2012 [31] gave priority to public interests. The lawfulness 
of criminal prosecution of the researcher by the state for refus-
ing to disclose information about clinical trials was considered 
in this case. The resolution of this case was primarily based on 
the inaccuracy of the clinical testing and medical care, which 
established the essence of confidentiality of clinical trial’s in-
formation in this case for the ECHR. The applicant in this case, 
a professor of the University, was responsible for the research 
project on the syndrome of hyperactivity and attention deficit 
of children in 1977-1992. The University Ethics Committee 
determined the confidentiality of participant information as 
a precondition for this project that could only be accessed to 
the researcher and his staff, so he gave obligation to patients 
and their parents to keep this information. In 2002, a scholar 
from another university and a pediatrician asked for access 
to research materials, and the university refused them. The 
Administrative Court of Appeal, examining the complaint for 
this refusal, concluded that the applicants had demonstrated 
a legitimate interest and should have access to the material 
on terms that would include restrictions on its use and the 

prohibition on the removal of copies from the university 
premises. The applicant refused to disclose the material and 
he was sentenced for probation and ordered to pay a fine.

The ECHR noted in this case that, although, at first glance, 
it had posed serious ethical concerns regarding medical 
research, public access to information and the interests of 
children involved into the research, the only question that 
arises, is whether the applicant’s conviction and sentence for 
failure to perform his duties were compatible with the Con-
vention. Regardless of whether the applicant considered that 
the disclosure decisions were based on wrong or insufficient 
grounds, it was important that the applicant intentionally 
failed to fulfill the obligations imposed by the court decisions 
during the long period of time.

The Grand Chamber of the ECHR noted that the applicant 
was an official exercising public authority in a public institution. 
He was not a pediatrician or psychiatrist and did not represent 
children or parents. The materials which the applicant refused 
to provide belonged to the university and contained official 
documents that were subject to the principle of public access 
under the Law on Freedom of the Press and the Privacy Act. 
The legislation did not allow the agreement of a state agency 
or a third part, which in advance excludes the right of public 
access to official documents. The applicant, who was not em-
powered by the research participants with the powers of their 
physician, had no obligation to keep professional secrecy. The 
Grand Chamber of the ECHR emphasized that there was no 
breach of the confidentiality of the provided information, since 
it was a matter of research rather than treatment.

Having analyzed this judgement, Professor Erwin Deutsch 
criticized the ECHR judgement. E. Deutsch pointed out that 
the promise of keeping information secret is one of the fun-
damental tenets of European privacy law. If the subjects were 
aware that the promise could “fall back” under the Swedish 
Security Act, they would probably never have agreed to partic-
ipate in the experiment. The right not to undergo the medical 
experiments without informed consent is one of the general 
rules of international law. The relation to a promise in such a 
delicate area was obvious to Gillberg, and he had the right to 
fulfill it, according to E. Deutsch. The ECHR had to rule in 
favor of the plaintiff, since the European law has the priority 
over the Swedish law, and the promise to keep information 
secret cannot be amended by national law [31].

Paragraph 2 of the Good Clinical Practice of the Inter-
national Conference on the Harmonization of Technical 
Requirements for the Registration of Medicinal Products for 
Human Use (ICH GCP) “Guidelines for Proper Clinical Prac-
tice E6(R2)” provides that the rights, safety and prosperity of 
the research subject is of paramount importance and should 
prevail over the interests of science and society (subparagraph 
2.3), the confidentiality of records allowing to identify the 
research subjects must be ensured with respect for the right 
to private life and the protection of privacy in accordance with 
the applicable regulatory requirements (subparagraph 2. 11).

The case covered above involved the criminal prosecution 
of the researcher for non-disclosure of information, including 
failure to provide access to clinical testing documents, which 
was qualified by national court as abuse of official position.
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Criminal liability for the violation of the procedure for 
conducting clinical trials is established in Ukraine, which is 
defined in the Criminal Code separately from criminal liability 
for improper performance of professional duties by a medical 
or pharmaceutical employee. Besides, the criminal offense of 
the rights and legitimate interests of persons participating in 
a clinical testing (rather than patients receiving medical care) 
was called “Patient’s Rights Violation”. There is also a criminal 
liability for illegal conduction of medical, biological, psycho-
logical or other experiments on a person, if it poses a danger 
to the life or health of the last. Criminal offenses of failure to 
perform or improper performance of professional duties by 
a medical or pharmaceutical employee as a result of negligent 
or dishonest attitude, if it has caused grave consequences for 
the patient, as well as for conducting clinical testing of med-
icines without the written consent of the patient or his legal 
representative, or concerning a minor or incapable person, 
if these actions resulted in the death of the patient or other 
serious consequences, are related to criminal offenses against 
person’s life and health [32].

Deliberate violation of the established procedure of 
pre-clinical study, clinical testing of medicinal products, 
falsification of their results, as well as violation of the 
established procedure of state registration of medicines 
belong to criminal offenses in the sphere of narcotic drugs 
circulation, psychotropic substances, their analogues or 
precursors and other criminal offenses against the health 
of the population of Ukraine. Sanction for such actions that 
did not cause the death of the victim or other grave conse-
quences, is imprisonment for a term from three to five years 
with deprivation of the right to occupy certain positions 
or to be involved in certain activities for a term from one 
to three years. In case of these measures, imprisonment 
is for a term from eight to ten years with deprivation of 
the right to occupy certain positions or to be involved in 
certain activities for a term from two to three years [32]. 
The legislation of other European countries does not con-
tain analogues of criminal liability for such actions. At 
the same time, the legislative definition of the mentioned 
criminal offense does not fully comply with the principle 
of legal security, which is an element of the rule of law and 
guarantees the subjects of legal relations the opportunity to 
predict the legal consequences of their behavior. Criminal 
liability for any deliberate violation of the clinical trial 
procedure (for example, breach of reporting deadlines for 
at least one day or reporting about certain circumstances), 
even if there are no grave consequences, does not coincide 
with the provided punishment.

As stated in the decision No. 15-rp / 2004 of November 2, 
2004 of the Constitutional Court of Ukraine [33], the issue 
of fairness is conformity of punishment to the committed 
crime; the category of justice implies that the punishment 
for a crime must be reasonable to the crime arising from 
the rule of law principle, from the essence of the constitu-
tional rights and freedoms of individuals and citizens, in 
particular the right to liberty.

The ECHR stated in its judgment in the case of “Sol-
datenko v. Ukraine” of 23 October 2008 [34] that, when it 

comes to deprivation of liberty, it is extremely important 
to ensure a general principle of legal security. In case if 
national law provides the possibility to deprive liberty, 
such law must be sufficiently accessible, clearly formulat-
ed and foreseeable in application to eliminate any risk of 
arbitrariness (paragraph 111).

Observance of the requirement of clarity and ambiguity 
of the norms establishing criminal liability, as stated by 
the Constitutional Court of Ukraine in its judgment of 
February 1, 2019 No. 1-r / 2019 [35], is especially import-
ant in regard to the specifics of the criminal law and the 
consequences of criminal prosecution related to possible 
significant restrictions on human rights and freedoms.

For example, clinical trials in Ukraine highlight the fol-
lowing: 1) violations that adversely affect the rights, safety 
or health of the subjects and (or) affect the quality and 
integrity of clinical testing data (inconsistency, falsification 
of data, lack of primary medical records, and numerous 
significant observations) that may be used to suspend or 
suspend a clinical testing; 2) defects that may adversely 
affect the rights, safety and health of the subjects and (or) 
the quality and integrity of the clinical trial data (deviations 
from the clinical trial protocol and / or numerical insignif-
icant comments) and are subject to timely correction by 
providing written notification of their removal to the state 
enterprise “State Expert Center of the Ministry of Health 
of Ukraine”; 3) disadvantages that do not affect the rights, 
safety and health of the subjects and (or) cannot affect the 
quality and integrity of the clinical trial data and must be 
corrected [10].

For example, we would like to distinguish the following 
in accordance to clinical testing in Ukraine: 1) violations 
that adversely affect the rights, safety or health of the 
research subjects and (or) affect the quality and integrity 
of clinical trial data (inconsistency, falsification of data, 
lack of primary medical records, and numerous signifi-
cant observations) that may be the reason for partial or 
complete stop of a clinical trial; 2) shortcomings that may 
adversely affect the rights, safety and health of the research 
subjects and (or) the quality and integrity of the clinical 
trial data (deviations from the clinical trial minutes and 
/ or numerical insignificant comments) and are subject 
to timely correction by providing written notification of 
their removal to the state enterprise “State Expert Center 
of the Ministry of Health of Ukraine”; 3) disadvantages that 
do not affect the rights, safety and health of the research 
subjects and (or) can not affect the quality and integrity of 
the clinical trial data and must be corrected [10].

Therefore, it is inconsistent to provide criminal liability 
for the violation of the procedure for conducting clinical 
testing without determining the content of such violation 
in the definition of a criminal offense, whereas a special 
regulatory act distinguishes between violations and short-
comings [10]. The latter are also violations, misconduct, 
but by their nature and consequences they are not critical 
and should be corrected and taken into account in future 
medical and professional work.

The results of the research have proven that national 
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registration of medicinal products in the criminal law, we 
must clearly state the action which implies criminal liability. 
Criminal liability should be provided for such violations that 
negatively affect the rights, safety or health of the subjects, 
the quality and integrity of the clinical trial data.
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INTRODUCTION
Globalization is a characteristic of the modern pharma-
ceutical market [1]. Globalization is aimed at creating a 
world, regional (European, American) pharmaceutical 
market. This market unites many countries. Thus, there are 
situations when medicinal products are produced in one 
country, packaged in others and sold in a third.

The term “medicinal products circulation” includes 
interrelated stages: clinical research, manufacturing (in 
pharmacies and/or industrial), storage, transportation, sale 
(wholesale, retail), utilization, and destruction of medicinal 
products. Thus, the circulation of medicinal products can-
not be narrowed solely to their trading by business entities; 
this is a multi-element concept, which includes the entire 
chain of medicinal products from the moment of creation 
to the transferring to consumer.

Each stage of medicine products circulation can take 
place in the territory of different countries (these may be 
conflict areas, countries with ineffective system of criminal 
justice and high level of corruption, low level of quality 
control, etc.). 

Due to this, the issue of the medicinal products quality 
control is relevant today, medicinal products are special 
goods, which the quality of life and health of the popula-
tion directly depends on. Therefore, ensuring the quality of 
medicinal products is central to state policy of developed 

countries in the conditions of free movement of goods 
and services.

The national system of medicinal products quality con-
trol is considered efficient if the quantity of substandard 
and falsified pharmaceutical products does not exceed 
1% rate (for countries high level of control over medicinal 
products circulation) or 10% rate (for low- and middle-in-
come countries) [2].

There is an alarming increase of medicinal products 
detected in the European Union, which are falsified or 
substandard in terms of their identity, source etc. Those 
products usually contain substandard or falsified ingre-
dients, no active ingredients or contain wrong dosage of 
ingredients, including active substances, thus posing a 
huge threat to public health. Former experience shows that 
such falsified medicinal products reach patients not only 
through illegal means, but also via legal supply chain. It 
poses an obvious threat to human health and may lead to 
a lack of patient’s trust to legal supply chain [3].

The World Health Organization (WHO) also recognizes 
the threat to public health.  WHO in 2017 estimates that 
10.5% of medicines worldwide are substandard or falsified 
[4]. The substandard medicines increase the risks of mor-
bidity and mortality by prolonging diseases and heighten 
the risk of treatment failure, poisoning, and adverse medic-
inal products interactions.  Besides that, the substandard 
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medicinal products cause damages from $ 10 billion to $ 
200 billion annually [5,6]. So, that is why it is impossible 
to solve the existing problems using an old methods of 
medicinal products’ quality control. 

So, the Medicrime Convention (The Medicrime Conven-
tion Combating counterfeiting of medical products and 
similar crimes) has been internationally adopted to ensure 
that the spread of illicit medicinal products in health care 
sector is properly prevented by the creation of a criminal 
law tool to criminalize any form of medicinal products 
tampering [7]. The Convention adoption is an important 
but not sufficient step for clearing the pharmaceutical 
market from falsified pharmaceutical products. 

The development of modern technologies (e.g. block-
chain [8], serialization, etc.) provides new opportunities 
in the field of quality control of medicinal products. 

The latest technologies are actively introduced in the 
EU, USA field of health care. For example, the blockchain 
technology is already being used in five areas of the EU 
health care system [8].

High quality of medicinal products should be assured by 
modern quality control systems such as serialization. Thus, 
serialization of medicinal products starting to be used in 
the pharmaceutical market of the EU as a binding method 
of quality control of medicinal products. The EU uses new 
technological possibilities in the field of quality control of 
medicinal products, but their introduction causes a number 
of economic and organizational issues.

Therefore, the issue of serialization process of medicinal 
products researches is relevant for European countries 
which are not in the EU still but on their way of European 
integration and want to export pharmaceutical products 
to the EU market 

THE AIM
The rationale for the need to use the serialization system 
of medicinal products by European countries which are 
not part of the EU is the goal of our research.

MATERIAL AND METHODS
The study is based on the theoretical and empirical data of 
WHO, statistic of  European Union Intellectual Property 
Office, text of Directive 2001/83/EU of the European Parlia-
ment and of the Council on the Community code relating 
to medicinal products for human use, Directive 2011/62/
EU of the European Parliament and of the Council of 8 June 
2011 amending Directive 2001/83/EC on the Community 
code relating to medicinal products for human use, Europe 
Convention on the counterfeiting of medical products and 
similar crimes, criminal legislation and legislation about 
control quality medicines of Ukraine, date of General 
Prosecutor’s Office data on the criminal liability of those 
who committed crimes of medicines falsification and the 
legal doctrine of medical law. Totally 15 laws and scientific 
papers, 20 court judgments were analyzed. The research 
also based on general and special scientific research 

methods (dialectical, comparative, analytic, synthetic and 
comprehensive).

REVIEW
Until 2019 there were no European regulation of the proce-
dure of medicinal products quality control in circulation. The 
common issues of quality control of medicines contained in 
the directive 2001/83/EU of the European Parliament and 
the Council on the community code relating to medicinal 
products for human use [9].

The basis for legal regulation of preventing the spread of fal-
sified medicines among EU territory is the Directive 2011/62/
EU of the European Parliament and of the Council of 8 June 
2011 amending Directive 2001/83/EC on the Community 
code relating to medicinal products for human use, on the 
prevention of the entry into the legal supply chain of falsified 
medicinal products [3]. 

To date, legislation has focused on the control of deliberately 
falsified medicinal products, but substandard legitimate me-
dicinal products, i.e. those that have gone through some sort 
of regulatory procedure, are more common and pose a greater 
threat to patient health, so both issues need to be tackled [10]. 

Substandard medicinal products can reach the market 
through substandard production of legitimate medicinal 
products due to inadequate quality-control processes during 
manufacture, as well as by deliberately fraudulent practices 
(falsified). The relative contribution of the two sources is un-
known; however, genuine but substandard medicinal products 
are likely to account for the majority of cases. Falsified drugs 
are highly likely to be of substandard quality, possibly con-
taining no active pharmaceutical ingredient. However, only a 
small proportion of substandard medicinal products are falsi-
fied; the rest reach the market as a result of poor manufactur-
ing practices, inadequate quality-control processes, incorrect 
storage or inappropriate packaging, or a combination of these 
factors. This can affect both branded and generic medicinal 
products. In many cases, the reason why a medicinal product 
is substandard (i.e. deliberate falsification or poor manufac-
turing practice) is unknown. Whether a medicinal product is 
substandard because of criminal intent or because of failures 
in manufacturing, storage, etc. is immaterial to the patient 
because the impact on their health will be the same regardless 
of cause. We consider the term ‘substandard’ to apply both to 
legally approved but poor-quality medicinal products and to 
intentionally falsified medicinal products [10]. 

So, EU Member States use quite a severe authorization pro-
cedure on their territories, i.e. a procedure for admission to 
the common market of the EU. Key characteristics evaluated 
during the authorization procedure are the quality, safety and 
efficacy of a medicine. EU Member States expect to achieve 
such characteristics by using a number of measures [11].  
Only using of the latest tracking technologies of the whole 
chain of the medicinal products is an effective way to prevent 
substandard or falsified medicinal products appearance at 
the pharmaceutical market. Drug serialization is such a latest 
tracking technology. Serialization will be done using the GS1 
standard, the way the enhancement of requirements for the 
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labelling of medicinal products, i.e. the using of a unique 
identifier (2D code of the format GS1 ECC200) [11].

The EU is certainly not the first in its legislative push for 
serialization of pharmaceutical products. More than 40 
countries worldwide have initiated similar legislative rules 
in response to the increase of falsified medicinal products 
and their illegal distribution. The difference is that starting 
from 9 February, 2019 every pharmaceutical product that is 
released or manufactured for the European market will have 
to comply with the Falsified Medicine Directive. This hard 
deadline approach forms a stark contrast with other legisla-
tions (outside the EU) that follow a gradual implementation. 
Furthermore, some of EU countries allowed for significant 
delays in the enforcement of their serialization legislation 
(the project implementation was postponed to 2025 due 
to economic, organizational, and technical reasons in Italy, 
Belgium and Greece). As the implementation of serialization 
over the entire pharmaceutical industry in such a short term 
seems to be challenging, arbitrary deadlines could make vital 
therapies inaccessible if stakeholders can’t reach a workable 
solution by the due date [12].

Delegated Regulation (EU) 2016/161 regulates the pro-
cedure of automated medicinal products tracking system 
functioning. When a scan is performed, the product is 
decommissioned; that is, data on the medicinal products 
packet are transmitted to a national database where they are 
crosschecked with a database of known legitimate products, 
and is recorded as being dispensed. The information is then 
sent back to the terminal responsible for performing the scan. 
The terminal alerts the user to any warnings associated with 
that product. Warnings may include “medicinal products 
not found in the database,” “medicinal products expired,” 
“medicinal products will expire soon,” “medicinal products 
recalled,” “medicinal products have been falsified,” or  “medic-
inal products has been previously scanned elsewhere”, which 
should prompt staff to quarantine the affected product [13]. 

So, organization area of serialization system includes 
creation of database on all stages of medicinal products cir-
culation (at the state level and EU level), implementation a 
labeling of medicinal products packages and reading system 
that national controls bodies use. Instead, the quality control 
procedure of medicinal products is simplified and become less 
expensive. Therefore, the advantages of such quality control 
of medicinal products are obvious. 

Databases will have all relevant information about supply 
chain, production, storage of medicinal products, its expi-
ration date and the status of a batch of medicinal products. 
Technology databases is similar to the blockchain technology 
(like as USA), but it will use centralized databases.

Thus, the directive introduced a new form (method) of 
medicinal products quality control in the EU. This form is 
binding for EU member States. Fulfillment of this require-
ments provides the opportunity to get a pass to the European 
pharmaceutical market. Also, it provides better quality con-
trol of medicinal products. However, not all EU countries 
were able to implement it despite the imperative norms. It is 
postponed in several European countries due to considerable 
expenses, lack of time and organizational resources.

DISCUSSION
The issue of introducing a system of serialization of medic-
inal products was discussed by scientists for a long time.

Some scholars predicted the possibility of introducing a 
medicinal product tracking system into circulation. They 
believe that expanding the use of such labelling firstly into 
the territory of a subregion or region and subsequently 
worldwide would be reasonable.  However, in their opin-
ion such transition is costly and it is impossible today or 
in near future [11].

Serialization of medicinal products obviously has both 
advantages and disadvantages. Therefore, three scientific 
opinions are defined:
1) �serialization of medicinal products is an effective measure 

of counteracting the ingress of substandard pharma-
ceutical products to the market. The advantages of such 
implementation are exceeding its disadvantages [11, 14].

2) �it is necessary to adopt the system of serialization of 
medicinal products similar with that in the USA [15].

Adopting the USA-like system would have given the 
European Union broader advantages. Radio frequency 
identification technology has already become a useful and 
practical tool to reduce the risk of practitioner error. It is 
also proving to be a highly effective measure of contributing 
to the development of public health management systems. 
So, now is an ideal moment to build a global harmonized 
approach. It is, however, puzzling that all stakeholders have 
rejected radio frequency identification technology without 
conducting any tests. This was not the case for the data 
matrix system, which was evaluated and widely approved. 
Enforcement timeframes in the individual EU member 
states remain uncertain. It is unlikely that an all-embrac-
ing European Protection Network will be in place before 
2025. Nor is it farfetched to predict that Europe will be in 
a position to effectively protect its pharmaceutical supply 
chain only around 2030 [15]. 

But the authors do not pay attention to the fact that 
some EU countries already have some experience in the 
functioning of such a system of medicinal products seri-
alization. The difference between USA and EU systems 
is only about technological aspects. It means that the 
purpose of such technology will be achieved both in EU 
and USA – people will have access to high-quality and safe 
medicinal products.
3) �third approach is based on inexpediency of the system 

of medicinal products serialization on the basis of the 
following disadvantages:

– high cost;
– considerable time frame;
– �impossibility of technical equipping of all health care 

facilities [13].
So, opponents to serialization of medicinal products rise 
three main questions: Where? How much? When? [13].

We believe that the introduction of a system of medicinal 
products serialization is a necessary step in combating 
substandard or falsified medicinal products. We can find 
answers to all questions of the introduction of medicinal 
products serialization approach opponents.
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Of course, the introduction of such a system of medici-
nal products serialization in the EU requires a lot of time 
and money. Since we believe that the protection of life 
and health is the primary responsibility of each country, 
introducing of the system of medicinal products serial-
ization will become a blow in substandard and falsified 
medicinal products.

The advantages of such a system include:
• �Unification of the quality control of medicinal products 

process;
• �Simplicity and efficiency of the control process;
• �Non-admission to the pharmaceutical market of 

low-quality products;
• �Ensuring an absolute protection of life and health of the 

population.
The implementation of labelling and reading system will 
be financed at the expense of medicinal products’ manu-
facturers and pharmacy owners.

The EU Falsified Medicines Directive states (art. 121, 
121a) that manufacturers must pay for the medicines’ au-
thentication technology and national databases, but it will 
be the responsibility of the pharmacy itself to pay for staff 
education and hardware, such as scanners and additional 
computer terminals that may be required. 

The only failing we have found is the refusal to use the 
blockchain system when forming a centralized database 
of pharmaceutical circulation stages. Database mainte-
nance will require significant financial and organizational 
resources, and it would be much better to use a non-cen-
tralized database like in the United States.

Therefore, the introduction of serialization of medicinal 
products is a matter of time throughout the EU. Therefore, 
European countries which are not part of the EU but 
who export pharmaceuticals should also introduce such 
a system.

Ukraine has some successes in the issue of exporting me-
dicinal products to the EU territory. However, the current 
legislation (the law of Ukraine on medicinal products, the 
basic principles of State supervision (control) in the sphere 
of economic activity, the fundamentals of the Ukrainian 
health legislation) does not provide for such a form 
(method) of control as serialization of medicinal prod-
ucts. However, Ukraine is interested in introducing a new 
method of control that will allow it to provide the internal 
pharmaceutical market with high-quality pharmaceutical 
products and also to increase efficiency of export [16].

Ukraine started a pilot project to create an automated 
medicinal product tracking system using labeling (codifi-
cation) and identification in 24.10.2017 [17].

However, the project implementation was postponed 
to 2023 due to economic, organizational, and technical 
reasons (like as in Italy and Greece). This is due to that:
– �all the project costs are planned from the budget (the 

project costs are planned from medicinal products man-
ufacturers in EU);

– �the national control body (State Service of Ukraine on 
medicinal products and Drug Control) is responsible for 
the implementation of the project, but it is overloaded 

with tasks (it exercises control over the drugs circulation, 
quality of medicinal products, licensing, etc.). This im-
pacts the implementation process’ timeframe;

– �the database is centralized and does not use blockchain 
technologies.

Therefore, the quality control of medicinal products in 
Ukraine is carried out non-effectively by the use of an old 
control instruments. 

Therefore, Ukraine should use EU experience on the 
issue of creating an automated medicinal product track-
ing system. There are some other reasons for introducing 
serialization of medicinal products in Ukraine.

A few examples of the practice of prosecution for falsi-
fication of medicines: group of persons in the garage pro-
duced falsified medicinal products “Gripstop”, “Fermestal” 
and “Himesulide & Dicyclomine” in total number of 2.7 
million of approximately 30 types of medicinal products, 
others made the mixture in the appropriate proportion of 
the medicinal products “Fluorard” and powdered sugar by 
the number of 50 thousand [18].

However, for five years it has been rendered 25 courts 
decisions for falsification of medicinal products [19], some 
of which are acquittals [18]. Although the number of cases 
of falsification are much more than that.

The system of serialization of medicinal products com-
pletely excludes the cases of falsification of medicinal 
products (they cannot be put into circulation in general), 
in addition, it will prevent the circulation of substandard 
medicinal products. A system of serialization of medicinal 
products excludes the use of unaccounted products because 
of changes on the manufacturing enterprises of medicinal 
products and wholesale warehouses, and therefore will 
strengthen the fiscal control in Ukraine.

CONCLUSIONS
A new system of quality control of medicinal products has 
been used in the EU since 2019. Its adoption has caused a 
lively debate among scientists, pharmacists, doctors.

The serialization of medicinal products provides an op-
portunity to raise the quality control of medicinal products 
to a new level in the age of globalization.

The serialization of medicinal products is expedient and 
necessary step as it has a number of advantages: 1) monitor-
ing of the entire cycle of drug circulation; 2) simplification 
of procedure for quality control of medicinal products; 3) 
prevention of substandard and falsified medicinal prod-
ucts appearance at the pharmaceutical market; 4) ability 
to create a global or regional pharmaceutical market, etc.

Serialization of medicinal products is important for Ukraine 
and other country’s not in EU. Serialization of medicinal 
products will fill the internal pharmaceutical market with 
qualitative products, and will allow export of medicinal 
products. It should be borne in mind that the new quality 
control system of medicinal products is complex also time is 
needed to create it. We disagree with the positions of scientists 
who think that it is inappropriate to introduce the system of 
medicinal products serialization due to its significant cost, 
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because protection of life and health is the primary task of each 
state. In addition, serialization is funded by manufacturers of 
medicinal products. The only disadvantage of such system is 
the rejection of the blockchain technology use.

Thus, the advantages of serialization of medicinal prod-
ucts are obvious, and the necessity of introduction is urgent 
because existing quality control mechanisms do not cope 
with the task of providing the people with access to high 
quality and safe medicinal products.
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INTRODUCTION
The presence of a counterfeit pharmaceutical market in 
Ukraine both threatens the life and health of citizens of 
Ukraine, affects the image of the leading manufacturers 
of the Ukrainian pharmaceutical market [1], and creates a 
threat to the economic and political security of the state in 
the whole. Every civilized state has the duty to its citizens to 
create an effective health care system, a necessary component 
of which is the use of safe and high-quality medical products. 
This duty is based both on international law standards and 
national constitutional norms and principles [2].

According to the World Health Organization (hereinafter 
referred to as the WHO) for 2017 [3], every 10th medicinal 
product in states with low and medium-level economies 
(where Ukraine belongs) is counterfeit1 [4]. Substandard 
drugs are “genuine medicines which have not passed the 
standards and quality testing protocols set for them” The 
WHO and International Pharmacopoeias have previously 
determined these standards and quality tests. Counterfeit 
medicines are a type of substandard drugs. There is no 
international consensus regarding the definition of coun-
terfeit medicines, and the WHO defines them as “drugs that 

are deliberately and fraudulently mislabeled with respect 
to identity and/or source” [5].

Currently, it is estimated that 10–15% of the global drugs 
supplied are counterfeit. The prevalence is higher in developing 
countries in Africa and in some areas of Asia and Latin America 
where up to 30–60% of drugs on the market are counterfeit. 
India is a major supplier of poor-quality drugs whereby 35–75% 
of fake/counterfeit drugs globally originate from India [6].

Analysis of the data contained on the official website of 
the General Prosecutor’s Office of Ukraine indicates a rath-
er low level of revealing the facts of manufacture, purchase, 
transportation, shipping, storage for the purpose of sale or 
marketing of obviously falsified medicines, the commission 
of which there is criminal liability under the Art. 321-1 
of the Criminal Code of Ukraine (the data in the Fig. 1 
indicates about this). At the same time, 27 sentences were 
revealed in the Unified State Register of Judicial Decisions 
(hereinafter referred to as the USRJD), under this article of 
the Criminal Code of Ukraine (2013 – 6; 2014 – 3; 2015 – 6; 
2016 – 5; 2017 – 3; 2018 – 2; 2019 – 2). 

The current situation testifies to the latency of the 
manifestations of criminal activity associated with the 
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falsification of medicinal products, the professional skills 
of criminals, as well as the insufficient effectiveness of the 
activities of state, law enforcement and judicial authorities. 
The aforementioned undermines the possibility of the 
proper implementation of the social and law enforcement 
functions of the state, since the state demonstrates power-
lessness both in terms of controlling the quality of drugs 
and in terms of the criminal reaction to socially dangerous 
acts associated with their falsification.

THE AIM
The aim of this article is to determine and systematize the 
methods of falsification of medicinal products, the reasons 
of their commission, as well as to justify the need for some 
areas of counteraction to such a multifaceted phenomenon.

To achieve this aim, the following main tasks have been 
defined: 1) to study the existing methods of falsifying me-
dicinal products taking into account current conditions 
in Ukraine; 2) to identify and systematize the reasons 
for their commission; 3) to suggest certain directions of 
counteraction to these phenomena.

MATERIALS AND METHODS
The materials for determining the causes, researching 
methods of falsification of medicinal products and possible 
areas of counteraction in Ukraine are Ukrainian legisla-
tion, international acts, statistics of the WHO, the State 
Register of Medicinal Products of Ukraine, the General 
Prosecutor’s Office of Ukraine for 2016-2019, the USRJD 
(27 sentences), as well as media materials and the results 
of journalistic investigations. The methodological basis 
was the combination of general scientific and special 
scientific methods of scientific cognition, which were 
used in conjunction and ensured the comprehensiveness, 
completeness and objectivity of the study. The method of 

system analysis made it possible to formulate the reasons 
for the falsification of medicinal products. The formal and 
legal method was used in the analysis of legislative acts 
of Ukraine. The statistical method, logical methods, and 
comparative analysis method were used to analyze the data 
from the WHO, the State Register of Medicinal Products 
of Ukraine, the General Prosecutor’s Office of Ukraine, 
and court decisions of the Unified State Register of Judi-
cial Decisions, as well as own findings. The hermeneutic 
method was used to establish the essence of the concepts 
of “medicinal products” and “drugs”.

REVIEW AND DISCUSSION
 In accordance with paragraph. 1, Part 1 of the Article. 2 of 
the Law of Ukraine “On Medicinal Products” dated from 
April 4, 1996 (No.  123/96-VR) [7] a falsified medicinal 
product is a medicinal product deliberately labeled with 
not identical (not corresponding) data (one or more) about 
a medicinal product with the corresponding name entered 
in the State Register of Medicinal Products of Ukraine, as 
well as a medicinal product deliberately faked in another 
way that does not meet the data (one or more), including 
the composition, about a medicinal product with the ap-
propriate name entered into the State Register of Medicinal 
products of Ukraine. At the same time, paragraph 4, Part 1 of 
the Art. 2 of the same Law contains the concept of “finished 
medicinal products”, which means medicinal products, med-
icines, drugs, i.e., dosed medicinal products in the form and 
condition in which they are used, having passed all stages 
of production (manufacture), including final packaging.

We believe that the concept of “medicinal products” is 
not clear enough and is applied both to substances, whose 
use is aimed at treatment, prevention and diagnosis, and 
determines some special actions, techniques and methods 
of using such substances. Therefore, it would be more ap-
propriate to use the term of “drugs”, which more accurately 

Fig. 1. Data of the General Prosecutor’s Office of Ukraine for 2016-2019 in regard to criminal proceedings under the Article 321-1 of the Criminal Code 
of Ukraine.



Borys O. Lohvynenko et al. 

2480

defines the technological readiness of a drug substance for 
consumption in the manner of a certain form having a 
brand name, and it is these drugs that are included in the 
State Register of Medicinal products of Ukraine.

According to the WHO data, “this issue affects all countries 
in all regions of the world from North America and Europe 
to the South from Sahara, Southeast Asia and Latin Ameri-
ca. What used to be a problem for developing countries and 
low-income countries today concerns everyone” [8]. This 
is evidenced by the results of the research accomplished by 
international scholars [e.g.: 9; 10; 11 and others], as well as 
the effectiveness of law enforcement agencies of other states. 
In 2013, as a result of one of the largest operations in the last 
decade under the anti-counterfeit drug program, Chinese law 
enforcement agencies confiscated almost 9 tons of drugs and 
raw materials for them about 2.2 billion Yuan ($ 326,4 million) 
worth. Prescription of medicinal products – is varying from 
acute respiratory viral infections to heart diseases. Sales of 
drugs were carried out through the use of 140 websites, which 
were also blocked as a result of the operation. Besides, 149 US 
citizens died in 2008 as a result of the production of falsified 
drugs (“heparin”) manufactured in China [12]. According to 
the results of an investigation conducted by the Food and Drug 
Administration of China in 2016, it became known that up to 
80% of clinical trials in China were partially or fully falsified, 
on the basis of which decisions were made on the admission 
of new drugs to the market [13].

In accordance with the analysis of court decisions of the 
Unified State Register of Court Decisions, mass media and 
sociological research, the most spread methods of falsifi-
cation of medicinal products in Ukraine are: repackaging 
of expired medicinal products [14; 15]; production at 
enterprises that do not have the license [16]; replacement 
of medicinal products with substances that are not phar-
macological [14]; change in production technology in 
order to underestimate the amount of the pharmacological 
component [17; 18]; production of so-called drugs – simu-
lators having a different therapeutic effect [19]. Detection 
of the organized criminal group in Kharkiv City in 2014 
can be considered as one of the high-profile cases of the 
industrial production of counterfeit medicinal products, 
the activities of which included all of the above-mentioned 
methods. Joined parties of the organized criminal group 
launched a clandestine manufacture of flu and ARVI med-
ication called “Pharmatsitron” and “Terafliu”. Besides, they 
purchased 60 bags of expired drug called “Fliukold”, which 
was mixed with powdered sugar and packaged in sachets. 
The manufacture was carried out in rented garages, and 
sales were carried out by mail in the cities of Kharkiv, Kyiv, 
Cherkasy, Mariupol. The total cost of seized counterfeit 
goods (without seized equipment) amounted to more than 
204 thousand UAH. [15; 17; 18].

It is also worth noting that sometimes a manufacturer, 
in order to evade taxes, produces a full-fledged copy of a 
real drug that has not passed a special audit.

Analysis of modern methods of the medicinal products’ 
falsification makes it possible to distinguish the manda-
tory stage of such a criminal activity as sale of medicinal 

products. We would like to note the tendency of selling 
counterfeit products through special Internet websites 
(which may be phishing ones) by creating an extensive 
distribution network based on network marketing (with 
the participation of medical personnel). At the same time, 
sales of counterfeit medicinal products are significantly 
increasing (according to the report from “Mark Monitor” 
for 2017, 67% of respondents trust online pharmacies, and 
29% of consumers buy medicines online through mobile 
applications, social networks and online platforms [20]). 
There is also a “tossing” of business cards, price lists with 
unregistered medicinal products to medical institutions.

Attractive for the sale of counterfeit medicinal products is 
the pharmacy network existing in Ukraine (as of January 1, 
2019, there are 16.4 thousand pharmacies and 4.2 thousand 
pharmacy points in Ukraine [21]). So, in 2017, the Security 
Service of Ukraine liquidated organized criminal group 
that launched a large-scale production of a wide range 
of medicinal products in one of the warehouse premises 
of Odessa City. To sell counterfeit products the criminals 
used their own network of pharmacies, as well as drugstore 
networks in other regions of Ukraine. The amount of coun-
terfeit sold – is more than 30 million UAH, unsold drugs 
seized in the amount of more than 5 million UAH [22].

The channel of counterfeit medicinal products’ sales are 
medical facilities. So, in 2018, the National Police of Ukraine 
together with the Security Service of Ukraine discovered 
in Kyiv an enterprise that produced counterfeit medicinal 
products (cases of injection into cylinders and the sale of 
technical oxygen through medical institutions in different 
cities of Ukraine were identified, which created a threat to 
the life and health of patients) [23]. Despite the detention 
of accomplices to the crime, there were issues about their 
corrupt relations with officials of medical institutions, where 
the specified counterfeit products were sold or used.

A separate area of criminal activity is the production and 
marketing of counterfeit steroids and so-called slimming 
drugs. Such counterfeit products are produced as in previ-
ous cases in artisanal conditions (in private houses, garages, 
unused production facilities, etc.). Sales are most often 
carried out through trainers of fitness centers or through 
Internet websites. So, in December 2018, the Security 
Service of Ukraine revealed in Kyiv region a local resident 
who ordered anabolic steroids in other countries for the 
manufacture of counterfeit medicines. The surreptitious 
workshop was organized in his own private house, sales 
were carried out through the website in different regions 
of Ukraine, as well as through the trainer of one of Kyiv 
fitness centers [24].

In Ukraine, there are cases of the production of coun-
terfeit products for the purpose of marketing in other 
countries. So, in January 2019 law enforcement officers of 
Ukraine uncovered a resident of Khmelnitsky region, who 
sold home-made steroids and weight loss drugs through 
online store, designed for customers from Europe and 
Ukraine. The laboratory was equipped in his own apart-
ment; the components of counterfeit drugs were purchased 
in China via the Internet [25].
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Analysis of the methods and items of falsification of 
medicinal products indicates that they connected with the 
demand for certain types of medicinal products in a partic-
ular region. So, according to the research company “Grand 
View Research”, the volume of the global biosimilar market 
will increase by an average of 34.2% annually till 2025 (2016 
– $ 4.36 billion) [26] that indicates the possibility of these 
types of drugs’ falsification increase. A similar situation 
may arise with the predictable growth of the global market 
for pneumococcal vaccines and oncologic drugs.

CONCLUSIONS
The results of the conducted study make it possible to argue 
that the reasons for the growth of uncontrolled production 
and the establishment of distribution channels for medic-
inal products in Ukraine are:
– �low level of control by the state and law enforcement 

agencies over the implementation of existing laws;
– �inefficient activities of organizations involved in estab-

lishing compliance of medicinal products, registered in 
Ukraine, with international requirements, as well as veri-
fication of the quality of drugs while their production and 
marketing, which leads to impunity for manufacturers of 
counterfeit products, and the high selling price (at low 
cost) makes it attractive for organized crime;

– �insufficient level of the implementation of pharmaceutical 
practices [27] (GMP – Good Manufacturing Practice);

– �lack of real copyright protection in Ukraine. The initiative 
of copyright holders for specific pharmaceutical products 
to ensure and protect them could increase the effective-
ness of counteracting the production and marketing of 
counterfeit medicinal products; 

– �the availability of modern equipment to produce coun-
terfeit medicinal products, which creates uncontrolled 
growth in the pharmaceutical market;

– �the tendency of the population of Ukraine to self-di-
agnosis (out of 10 patients, only 3 visit physicians), 
self-medication, self-prescription of medicinal products 
based on advertising products, the advice of friends and 
pharmacists (sometimes participating in criminal sales 
schemes of counterfeit medicinal products), as well as a 
significantly lower cost of non-prescription medicinal 
products;

– �a high level of corruption of state officials working in the 
pharmaceutical and healthcare sectors;

– �the lack of drugs in an epidemic situation create short-
age and the possibility of the distribution of counterfeit 
products.

The following areas are the most effective for countering 
the falsification of medicinal products:
– �the reform of state public agencies of pharmaceutical 

industry (by reducing their amount, modifying powers 
and competences, etc.). It should be noted that the Cab-
inet of Ministers of Ukraine, in April 2019 has approved 
the Concept of state policy to prevent the falsification 
of medicinal products and a plan of measures aimed at 
its implementation [28]. However, this Concept is only 

a general plan of activities aimed at counteracting the 
falsification of drugs, without defining specific terms for 
the implementation of some activities [29]. Besides, to 
ensure the reality of the implementation of this Concept, 
it would be advisable to organize and conduct public 
hearings, where pharmaceutical market participants 
could determine the stages of suggested counteraction 
system implementation;

– �with regard to the approval of this Concept, it is neces-
sary to organize an automated system for tracking the 
turnover of medicinal products using a unique identifier. 
Starting from February 2019, two-dimensional barcodes 
(“cryptographic protection”) are introduced in European 
countries instead of barcodes, which contain much more 
information about the medicinal product, as well as an 
indicator by which each specific medicinal product can 
be tracked (from manufacturer to a patient (consumer) 
[30]. Mandatory implementation of drug labeling has 
been envisaged since 2020 in the Russian Federation [31];

– �the creation of specialized groups within the structure of the 
customs agencies of Ukraine, with the inclusion of special-
ists (experts) who could conduct expert research as soon 
as possible without causing material and moral damage to 
conscientious consignors or consignees. The main objec-
tive of the such groups’ activity is to ensure inspections of 
imported drugs at import points of Ukraine, with the aim 
of identifying counterfeit medicinal products with their 
subsequent seizure from circulation (or confiscation);

– �the introduction of electronic document management 
system in the pharmaceutical sector, including the 
electronic system for licensing the activities of business 
entities (this will ensure transparency in the activities of 
state agencies with the appropriate authority and will help 
to reduce corruption in this field). Besides that, an intro-
duction of electronic prescriptions to purchase medicinal 
products outside the region, where the prescription was 
given (we can use the experience of Estonia and Finland 
as an example) can be considered as an integral part of 
such an electronic system. Using this form of prescription 
will reduce the frequency of the participation of medical 
employees in criminal schemes of production and mar-
keting of counterfeit medicinal products;

– �taking into account the experience of European countries, 
equipping drug packages with special protective “locks”, 
which will ensure their integrity and the impossibility of 
replacing contents;

– �in order to prevent falsification of medicinal products, 
it is necessary to increase the level of awareness of the 
population (not only patients), including by informing 
about the existing system of protection of medicinal 
products from falsification. This is especially due to 
the possibility of using the constantly updated mobile 
application “Medicines Control” launched in 2016 [32], 
which provides the ability to verify drugs registered in 
the List-register of the Ministry of Health of Ukraine;

– �conduction of briefings, conferences and other joint events, 
joint development of strategic programs to combat the 
falsification of medicinal products in order to exchange 
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information and establish interaction between bona fide 
drug manufacturers, state agencies (including law enforce-
ment agencies), media and public organizations.
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INTRODUCTION
Public health system aims at preventing, but not treating 
diseases. The development of this system will contribute to 
the achievement of such health goals as preservation and res-
toration of physiological and psychological functions, working 
capacity and social activity of a person. An important area of 
public health is healthy nutrition and creating opportunities 
for access to healthy nutrition. Among the key WHO recom-
mendations for healthy nutrition are indicated seasonal fruits 
and vegetables, dairy and fermented milk products, meat and 
fish, which should be included in the daily diet of a person [1 
Healthy diet. Key facts. World Health Organization. https://
www.who.int/news-room/fact-sheets/detail/healthy-diet]. It 
is quite logical that the benefits of the use of these products can 
be expected if the agricultural market presents safe agricul-
tural products in the form of food products or raw materials 
for their production. This is achieved with the compliance 
of the established safety parameters by all entities during the 
movement of these products: from production and sales in 
the agricultural market to the consumption by the consumers. 
At the same time the low level of agricultural product safety 
is one of the reasons of deterioration of population health 
conditions and limited access of Ukrainian agricultural 
products to the EU internal market, which necessitates the 
construction of a system for ensuring its safety in accordance 
with EU requirements.

THE AIM 
The aimof the study is to analyze the state of legal support for 
safety of agricultural products as an obligatory component 
of the public health system and substantiate directions for 
its improvement.

MATERIALS AND METHODS
The main materials of the study are acts of international 
and Ukrainian legislation on ensuring safety of agricultur-
al products. In particular, EU Regulation of the European 
Parliament and Council “On the Establishment of General 
Principles and Requirements of Legislation on Food Prod-
ucts, Establishment of European Food Safety Authority and 
Establishment of Procedures in Matters Related to Food 
Safety” No. 178/2002 of January 28, 2002 .. (hereinafter 
- Regulation No. 178/2002), Laws of Ukraine “On Basic 
Principles and Requirements for Food Safety and Quality” 
(hereinafter - Law No. 771/97-BP) “On Veterinary Medi-
cine”, “On state control over compliance with legislation on 
food products, feed, animal by-products, animal health and 
well-being” (hereinafter - Law No. 2042-VIII), the provisions 
of which form the basis of comparative analysis of agricul-
tural product safety in Ukraine and the EU. The study was 
supported by WHO documents and information on food 
safety, Ukrainian reports on the fulfillment of the Associa-
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tion Agreement between Ukraine and the EU regarding the 
implementation of food safety provisions, recent analytical 
materials of the Ukrainian state control authority. 

The methodological basis of the study consisted of general 
and special methods of scientific knowledge: dialectical, 
systemic-structural, formal-logical, logical-legal, compar-
ative-legal.

REVIEW AND DISCUSSION
The health of people is a prerequisite for successful devel-
opment of any state. An important role in the prevention of 
diseases, improving health and increasing life expectancy is 
played by the public health system, the effective functioning of 
which nowadays is hindered by various challenges and threats. 
Thus F. Baum in the book “New Public Health” (2016) reviews 
global physical threats to the environment and public health, 
raises the issue of healthy societies and the environment [1].

Among the biggest public health issues with the reference to 
scientific developments could be named hazardous food prod-
ucts. Thus, the interconnection between diseased conditions 
and unhealthy diets, awareness of this by citizens was inves-
tigated by C. Wou and other authors [2, 3, 4, 5]; The issues of 
organic production influence on public health were repeatedly 
considered [6, 7]. According to cautious estimates by WHO 
every tenth person in the world is ill after eating contaminated 
foods, since food-borne risk factors include pathogenic bacteria, 
viruses, parasites, toxins and chemicals [8]. Subsequently the 
term “food-borne disease” becomes more and more common, 
which is due to the fact that the production, storage, trans-
portation of agricultural products uses a significant arsenal 
of chemicals, veterinary drugs, GMOs, and other scientific 
achievements, which are mainly aimed at increasing agricultural 
productivity. The use of these substances becomes the basis for 
the appearance in the agricultural market of products which 
can constitute and/or cause a threat to health of citizens or carry 
out a hidden negative impact on future generations. The issue 
of aligning the priorities of nutrition and public health with 
agricultural production was directly or indirectly repeatedly 
addressed by various specialists [3, 9]. So, considering seven 
metrics of the food system for sustainable food safety, D. Gus-
tafson names the first one as the sufficiency of food substances 
in food products, and the sixth’s is food safety, noting that food 
products can cause intestinal diseases, parasitic diseases, contain 
chemicals and toxins beyond the established safety parameters 
[10]. So, safety of agricultural products (both food and raw 
materials for their production) is an equally important category 
for ensuring food security and public health. Awareness of the 
depth of the problem of agricultural and food safety is indicated 
by the fact that the United Nations General Assembly declared 
June 7, 2019 the first World Food Safety Day [11].

Each country has its own issues with ensuring safety of agri-
cultural products, affecting food security and public health. In 
particular, Ukraine’s rating according to Global Food Security 
Index in 2018 in the Quality and Safety category is 65.2 points 
(46th place out of 113 countries) [12]. At the same time in 2018, 
27 577 measures were taken to monitor compliance with safety 
legislation and individual quality indicators [13], as a result of 

which 413.4 tons of dangerous and substandard products were 
identified in the agri-food markets as well as more than 30986.9 
tons of dangerous meat and offal in the agricultural and food 
markets. According to the results of laboratory tests, measure-
ments, research and examination 629,369.518 kg of dangerous 
food products were seized during monitoring [14]. Among the 
operators of the agricultural market the most common were 
violations of animal quarantine rules and other veterinary and 
sanitary requirements; violations during slaughter, utilization 
of non-identifiable and unregistered animals; implementation 
of unregistered objects of sanitary measures; unsuitable food 
products, etc. [15]. 3,000 regulations and 260 protocols were 
compiled for legislation violations on food and feed, which 
market operators held responsible for [16].

In Ukraine the issue of safety of agricultural and food prod-
ucts is primarily associated with imperfect legal support as 
pointed out by some Ukrainian researchers [17, 18, 13]. This 
gives reason to assert the need for further improvement of legal 
framework to ensure safety of agricultural products. Back in 
2002 WHO, when introducing the Global Food Safety Strategy, 
convincingly disclosed issues related to global food safety and 
declared its readiness to contribute to the implementation of 
the concept called “from farm to fork,” based on the need to 
consider each link of the food chain: from raw materials to the 
end consumer, since risk factors can appear and intensify in 
each link of this chain [19]. The growth of international trade 
complicated the situation with food safety, because in some 
cases different countries had completely different approaches 
to its provision. At the EU level this situation has been resolved 
by making a common decision to develop more unified rules 
for ensuring safety of agricultural products. This decision led 
to the approval in 2002 of Regulation No. 178/2002 [20], which 
established the European Food Safety Authority (hereinafter - 
EFSA) and laid down a new structure for food safety in the EU. 
As presented at the FAO / WHO Global Forum on Food Safety 
Regulation (Marrakesh, Morocco, January 28-30, 2002), this 
Regulation establishes principles, definitions and requirements 
on which all future European food legislation will be based, and 
reinforces the definition of food products, thereby reducing the 
differences which exist between some EU states [21].

From the analysis of Regulation No. 178/2002, it is evident 
that it lays down a model system for agricultural product 
safety, in which market operators and governments jointly 
participate. According to the provisions of Regulation No. 
178/2002  norms of Ukrainian legislation and practice of its 
application, scientific literature implies that legal security of 
agricultural products offered for circulation in the agricultural 
market for the protection of human health in accordance with 
the requirements of the EU mechanism, among which the 
main components are: setting the parameters of agricultural 
product safety and introducing effective system of state con-
trol. The necessity to analyze these components is conditioned 
by Ukraine’s European integration aspirations and the purpose 
of adaptation of Ukrainian legislation to the EU legislation in 
accordance with the National Program of Adaptation [22].

Establishment of agricultural safety parameters is based 
on Regulation No. 178/2002, Art. 3 of which gives a defi-
nition to the food products legislation, which means “laws 
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regulating rules and administrative provisions governing 
food in general and food safety in particular, either on the 
Community or national level; it covers any stage of the 
production, processing and distribution of food products 
as well as feed produced or fed to animals from which they 
produce food.” In Ukraine food legislation is the law and 
other regulations that set requirements for food products 
at any stage of their production and circulation. Its analysis 
shows that more and more attention is being paid to the 
impact of agricultural products (food products produced 
from it) on the health of citizens (end consumers), the 
emphasis is being shifted from quality indicators to food 
safety parameters, and the awareness of the need for joint 
work of the authorities in public health and agriculture in 
the field of production, establishment and maintenance of 
agricultural safety parameters, development of legislation on 
food products, health and well-being of animals and feed. 

The basis for such processes is the EU-developed general 
principles and approaches to ensuring the safety of agricultural 
products operating in the EU internal market, which underpin 
unconditional recognition of the impact of agricultural prod-
ucts on human health and next generations. At the same time, 
Ukraine shares the approach that can be traced in all EU acts 
(directives, regulations, ordinances, etc.) regarding aspirations 
to ensure the production and consumption of primarily safe and 
healthy food as a guarantee of preserving the health of the nation. 
This is indicated by the fact that Law No. 771/97-BP embodies 
the European approach to the definition of a food product, 
which is identical to Art. 2 of Regulation No. 178/2002 and Art. 
1 of Law No. 771/97-BP. A clear orientation of Ukrainian legis-
lation towards European values is also evident in determining a 
safe product, which is what scientists’ attention is drawn to [23].

Analyzing provisions of the Ukrainian law on food products, 
we can conclude that Ukraine has implemented a European 
basic model of safety and quality regulations according to 
which compliance with the regulatory parameters of the safety 
of agricultural products is a primary responsibility of the mar-
ket operator. In particular, the effectiveness of such a model is 
indicated by the fact that “the growth rate of Ukrainian organic 
production is 5.4 times higher than in European countries and 
almost 5 times higher than worldwide” [24]. At the same time, 
according to various experts, significant influence on the quality 
of products, the volume of production of safe food is carried 
out by consumers by providing consumer preferences for a 
particular product. According to EU practice, the parameters 
and rules are set for: 1) food hygiene, in particular of animal 
origin; 2) the presence of pesticides, veterinary drugs in agri-
cultural products; 3) use of genetically modified organisms 4) 
food labeling; 5) control mechanisms to ensure compliance 
with the established requirements [25].The parameters and 
rules are set out in the relevant EU Regulations. From the 
reports on the implementation of the Association Agreement 
between Ukraine and the EU for 2015-2018, we can conclude 
that a number of EU acts on agricultural product safety have 
been adapted into Ukrainian legislation [26], in particular, 
Regulation of the European Parliament and Council of the EU 
No 854/2004 about the establishment of special rules for the 
organization of official control over products of animal origin 

intended for human consumption in food, which is included in 
the so-called “hygiene package”” [27]. They also include Regu-
lation No 852/2004 of 29 April 2004, Regulation No 853 / 2004 
of 29 April 2004 and Regulation No 882/2004 of 29 April 2004.

However, Ukraine still faces a big challenge in implementing 
European standards for setting safety parameters for agricultur-
al products and implementing an effective system for monitor-
ing compliance with them. So, in 2018, approximations of 64% 
of EU acts were ensured [13], and by the end of 2021 Ukraine 
should adapt more than 250 EU acts [28] to national legislation, 
that directly or indirectly relate to the mentioned parameters. 
At the same time, it requires special attention both to establish 
safety parameters for agricultural products, taking into account 
new and constantly changing safety conditions and require-
ments, and practice of introducing adapted regulatory legal acts. 
Timely completion of this work will be the next step in bringing 
Ukrainian and European agrarian markets closer, will create the 
basis for the realization of aspirations to increase agricultural 
exports to the EU countries and will contribute to the fulfillment 
of tasks by the public health system. An important component 
of legal support for the safety of agricultural products and im-
provement of the public health level is a proper control in this 
area. Reliability of control is reached by the appointed control 
bodies, they have the appropriate powers, control measures 
and control procedures, which should ensure prevention and 
admonition of negative effects on health of the end consumers 
of agricultural products. Obviously, to achieve a high level of 
protection of human life and health, control measures should 
be aimed at ensuring that dangerous products do not enter 
agricultural market, that dangerous agricultural products are 
not used as raw materials and are removed from the market as 
soon as possible. The analysis of the control system, founded in 
the EU, gives an understanding that it covers both food products 
and health of animals, plants, state of the environment, feed and 
drugs used for growing animals, plant protection products to 
the extent what their separate or complex effect can negatively 
affect the state of human health (consumer). 

An assessment of the effectiveness of the agricultural 
product safety control system should be carried out precisely 
in terms of its effectiveness in achieving the goal of public 
health care. Comparing the functioning of the agrarian mar-
ket allows us to state that, unlike the system for monitoring 
safety of agricultural products in the EU internal market, 
Ukrainian control system does not always keep pace with 
the development of production technologies and is more 
focused on solving problems of safety violation than on 
preventing them.

An important step in improving control is to implement 
it on HACCP principles, which is recognized as the most 
reliable system in the world that prevents the production 
of dangerous food products. At the same time, HACCP is 
focused not on combating the consequences of violations, 
but on preventing violations of food safety standards, and 
the market operator – not state control bodies, is responsible 
for the safety of products [29]. 

In Ukraine, fulfilling the requirements of adapting legislation 
to EU legislation and pursuant to the Comprehensive Imple-
mentation Strategy, the Law of Ukraine “On Feed Safety and 
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Hygiene” [30] has been adopted, amendments to the Law of 
Ukraine “On Veterinary Medicine” are being developed with 
the aim of implementing the provisions of Directive 91/496 / 
EEC and drafts of other regulatory legal acts in this area [31].

The importance of exercising proper control over the safety 
of agricultural products as a component of health care has 
led to the adoption of a separate law on this issue, which is 
the Law of Ukraine “On State Control of Compliance with 
Food, Feed, Animal By-Products, Animal Health and Wel-
fare”, which embodies all the key points of EU Regulation 
No 178/2002 on the control of agricultural product safety.

In general, according to BRDO, the adoption of Law No. 
2042-VIII creates conditions for functioning of the effective 
food safety control system, however effective implementation 
of the law requires considerable state’s financial resources, as 
well as the adoption of about 30 by-laws [32], some of which 
have already been adopted. At the same time, the process of the 
Ukraine-EU legislation adaptation is carried out considering 
constant update of EU acts in the field of food safety.

Summarizing the above, it can be argued that the existing 
legislative framework in Ukraine has fixed the requirements 
and the procedure for implementing state control in the 
field of ensuring safety of agricultural products, which 
meets the requirements of the EU. Today it is possible to 
carry out more effective control over ensuring the safety of 
agricultural products, identify offenses and take measures 
of accountability. However, Ukraine needs to implement 
the most successful practices of legal support to involve the 
public in the control over agricultural product safety. In the 
agricultural market, initiatives to meet the increased require-
ments for agricultural product safety may be implemented, 
or public control measures in this field may be applied. Such 
measures are possible in the organized agricultural market, 
wholesale markets for agricultural products or in public 
procurement of agricultural products.

CONCLUSIONS
Based on the above, we can conclude that in Ukraine there is 
an awareness that the EU food law is aimed at resolving com-
mon issues of high-level protection of human health and life, 
protection of consumers’ interests. Important steps have been 
taken in recent years to update legal security of agricultural 
products, which is the key to improving the standard of living 
and preserving health of the nation and meeting the objec-
tives of public health system. Improvements in legal security 
of agricultural products as a condition for the development 
of public health system should be accelerated by updating of 
national legislation in order to bring them in line with EU acts, 
taking into account new and constantly changing conditions, 
with further improvement of food standards, and introduction 
of food standards in the field of agricultural products safety.
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INTRODUCTION
The key provision of the Environment Law of Ukraine is 
that the government protects communities’ health and 
safety from harmful environment impact (Article 1, Law 
of Ukraine “On Environment Protection”). 

In accordance with the Ukrainian legislative fundamentals 
on health protection the right to health provides, among other 
things, a safe to life and health environment. In this context, 
the state is obliged to provide the environment protection as an 
important prerequisite for human life and health. It is possible 
to accomplish the task by protecting the animate and inanimate 
nature, protecting people from harmful environment impact; 
achieving a harmonious interaction between a person, society 
and nature; rational use and reproduction of natural resources, 
etc. The environment protection relations are regulated by the 
special legislation of Ukraine and international treaties. The 
aforementioned is still relevant, since there is a direct inter-
connection between the human health status and the environ-
mental conditions, the ecological safety of industrial and other 
objects, and real risks of technogenic incidents constituting 
potential threats to human life and health.

THE AIM 
The aimof the research is to carry out a comparative analy-
sis of the legal instruments in order to determine the legal 

regulation of the right to a safe environment in Ukraine 
and the European Union countries, to provide proposals 
for improving the laws related to natural curative resources. 

MATERIALS AND METHODS 
The national and international legal instruments regu-
lating the right to safe environment and health as well as 
their interrelations were examined by means of analytical 
expertise and analysis of the jurisprudence, in particular, 
the comparative legal, complex, formal and logical, struc-
tural and functional methods along with analytical and 
empirical research tools. 

REVIEW AND DISCUSSION
One of the main problems of health-care in Ukraine is an 
inadequate legal framework that hampers the efforts to 
improve the public health and efficient use of human and 
financial resources in the health system under market econ-
omy framework. Adaptation of the Ukrainian legislation 
to the EU legislation is a priority prerequisite Ukraine’s’ 
integrating into the European Union. One of the central 
components of this process is the legislation of Ukraine 
regulating human health and life protection, natural objects 
and the environment adaptation [1, p.12]. 
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Most countries of the world, and Ukraine is not an ex-
ception, have entered into the 21st century with a set of 
global, regional and national challenges among which the 
most threatening to humanity are global environmental 
breaches, the depletion and degradation of natural re-
sources [1, p.20].

The environmental legislation of Ukraine has a key 
provision in this regard: public health and human life are 
subject to public protection against the negative impact 
of adverse environmental conditions (Article 1 of the Law 
on Environmental Protection) [2]. Scientists are right to 
point out that these provisions are quite motivated, since 
there is a direct link between the state of human health and 
the state of the environment, the state of ecological safety, 
industrial and other economic objects and the level of real 
threat of man-made incidents dangerous for life and health 
of people [3, p. 45].

By the provisions of the Constitution of Ukraine the 
state assumes to protect the right to an environment that is 
safe for life and health, and to compensation for damages 
inflicted by the violation of this right. In fact, the present 
environmental situation is hardly contributing to the re-
alization of the proclaimed rights [1, p. 17].

Meanwhile, it should be noted that at the international 
level the UN documents, in particular, “Environment 
and development. United Nations Terminology bulletin” 
contains the following terms relating to the right under 
research: an environment adequate for the health and 
well-being of individuals; healthy environment; enabling 
environment; sound, satisfactory and healthy environment 
[4]. However, the international legal instruments lack a 
single term or wording of the mentioned above.

Tretyakova G.A. rightly observes that “a number of uni-
versal and inter-regional international documents recog-
nize the necessity for the environmental rights of citizens 
and the guarantees of their observance and protection to be 
consolidated on the legislative level. At the pan-European 
level, the directives have been adopted that enshrine the 
environmental rights of citizens and guarantees for their 
observance and protection. In the EU Member States, a 
process is underway to bring national legislation in line 
with the pan-European legal framework, including the 
legislation on environmental protection” [5].

The European Convention on Human Rights (ECHR) 
(formally – the Convention for the Protection of Human 
Rights and Fundamental Freedoms, 1950) [6] which es-
tablished the European Court of Human Rights and the 
Law of Ukraine “On the implementation of decisions and 
application of the practice of the European Court of Hu-
man Rights” [7] play an important role in addressing the 
above-mentioned problems of the environmental rights’ 
observance. The court decisions are binding to Ukraine.

 After all effective domestic remedies have been exhaust-
ed everyone shall have the right to appeal for the protection 
of his rights and freedoms to the relevant international ju-
dicial institutions or to the relevant bodies of international 
organizations of which Ukraine is a member or participant 
(Article 55) [8]. This requirement is directly related to 

the possibility of recourse to protect the environmental 
rights. Therefore, it is necessary to study law enforcement 
practice relating to the issues which are in jurisdiction of 
the European Court of Human Rights.

At the international level a judicial precedent that occurs 
within the existing regime of the human rights protection 
is of increasing importance as it provides the mechanism 
for protecting and developing the institution of environ-
mental human rights at the present stage [9]. Moreover, 
the Convention for the Protection of Human Rights and 
Fundamental Freedoms (Article 8) [6] does not contain an 
express provision for the right to a safe environment for 
human life and health and its protection.  

The rights to life, health, an adequate standard of liv-
ing and privacy are used to protect the environment. 
For example, in the case of Leon and Agnizhak Kania v. 
Poland [10], “the applicants complained that due to the 
cooperative’s continuous activities they were subjected to 
serious noise and pollution for a number of years, which 
resulted in their sustaining very serious and long-term 
health problems” (Paragraph 93). The Court argues that 
there is no explicit right to a clean and quiet environment 
in the EU law, however, in cases where a person is directly 
seriously affected by noise or other pollution, an issue 
may arise under Article 8 of the European Convention on 
Human Rights. To raise an issue under of Article 8 of the 
Convention the interference must directly affect the appli-
cant’s home, family or private life, and the negative effects 
of environmental hazards must attain a certain minimum 
level of severity. The assessment of that minimum level is 
relative and depends on all the circumstances of the case, 
such as the intensity and duration of the nuisance, and its 
physical or mental effects (Paragraph 98, Paragraph 100).

In the case of Dzemiuk v. Ukraine (Application no. 
42488/02) [11], the court found that Article 8 of the Con-
vention had been violated and made the decision that 
the construction and use of the cemetery so close to the 
applicant’s house with the consequent impact on the en-
vironment and the applicant’s “quality of life” constituted 
an interference with the applicant’s right to respect for his 
home, his private and family life and reached the minimum 
level of severity to trigger the application of Article 8 of 
the Convention.

 The applications lodged with the European Court of 
Human Rights under the Articles for the protection of 
the environmental rights of citizens and the above-men-
tioned cases outcomes prove a close connection between 
the right to a safe and healthy environment guaranteed by 
the national environmental legislation of Ukraine and the 
right to respect for private and family life officially recog-
nized in Article 8 of the Convention for the Protection of 
Human Rights and Fundamental Freedoms [6]. It means 
that environmental pollution can impact the well-being of 
individuals and prevent them from using their homes with 
consequent adverse effects on their private and family life 
without serious danger to their health. This also establishes 
the recognition by the European Court of Human Rights 
of the right to safe environment for life and health as a 
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derivative right that is mainly inferred from the provisions 
of Article 8 of the aforementioned Convention [12].  

There are very few court decisions on the environmen-
tal issues in the general array of documents generated by 
the judicial system of Ukraine. Among them are the cases 
which, in particular, deal with the protection of the right 
to a safe to life and health environment [13]. Another 
example is the court decision which became a landmark 
one as it was the first time in the history of Ukraine when 
the court ruled in favor of the victims of the environ-
mental disaster [14]. The authors of this research fully 
support a practical initiative aimed at facilitating work 
and accelerating search for relevant judicial decisions 
of the Supreme Court of Ukraine, higher specialized 
courts, appellate and local courts. It is proposed to list 
all the decisions, orders, rulings rendered by the courts 
in civil, commercial and administrative cases initiated 
by the institutions of civil society, individuals or groups 
of individuals for the benefit of the environment and 
society in the relevant Register of court decisions on 
issues relating to the environment [15].

In theory and law, the environmental rights include 
all the rights of citizens and other entities in the field of 
“society-nature” [16, p. 83]. According to the level of legal 
regulation, these rights are classified into fundamental and 
other rights relating to environment protection. So, the 
fundamental constitutional right to private ownership of 
land, the right to a favorable environment, the right to free 
access to information about the environmental situation 
and the right to compensation for harm to individual’s 
health or property, caused by environmental offenses and 
the right to health and medical care [17, p. 131-132].

The Constitution of Ukraine (1996) [8] specifies that 
human rights and freedoms as inalienable and inviolable. 
Thus, the fundamental law guarantees that no citizen shall 
be deprived of the human rights. These rights are birth-
rights. The consolidation in the Constitution of Ukraine 
of the right to a safe to life and health environment and 
to compensation for harm, caused by the violation of that 
right, is based on the provisions of the important interna-
tional human rights instruments, namely the Universal 
Declaration of Human Rights (1948) [18], the Convention 
on Protection of Human Rights and Fundamental Free-
doms (1950) [6], the European Social Charter (1961) [19].

Human rights and environmental rights are a key area 
of attention at the international level. This is evident from 
the researches on the history of environmental rights, the 
relevance of environmental rights standards and interna-
tional human rights covenants by such scholars as Stephen 
J. Turner, Sumudu Atapattu and others [20, pp.1-16, pp.17-
40]. Alan Boyle, Professor of Public International Law, 
particularly studies the problems of human rights and 
international environmental law [21, 22].

The environmental legislation of Ukraine, namely the 
Law of Ukraine “On Environmental Protection” [2] defines 
a system of basic environmental rights of citizens, including 
the right to a safe to life and health environment; the right 
to natural resources for general and special use; the right 

to compensation for harm to health and property caused 
by the environment adversely impact etc.

There is no doubt that the right to a safe and healthy 
environment is an important fundamental environmental 
right. It is universally recognized that other environmental 
rights are derived from the aforementioned. For defining 
this important fundamental right, it is necessary to clarify 
the term “safety” in this context. The environmental leg-
islation of Ukraine, in particular Article 50 of the Law of 
Ukraine “On Environmental Protection”, provides for an 
appropriate wording of the concept of “environment safety” 
[2]. Thus, the environment safety is such a state of environ-
ment, in which the prevention of environment degradation 
and human health risks is enforced. The environment safety 
is guaranteed to citizens of Ukraine through implementing 
a wide range of interrelated political, economic, technical, 
public and legal, organizational, and other measures. The 
court is authorized to ban the activities of individuals and 
legal entities that harm the environment.

 The experts define an important legal criterion of “favor-
able environment”. First of all, these criteria are the system 
of environment protection standards and natural resource 
management limits, namely regulating maximum permis-
sible concentrations of harmful substances; standards of 
sanitary and protective zones, etc. These standards reflect 
the qualitative characteristics of the environment state 
and are aimed primarily at improving and maintaining 
its cleanliness, which stands out as the only important 
characteristic of a favorable environment status though. 
The second important criterion concerns the intensity 
(inexhaustibility) of natural resources. The latter is ensured 
by limiting natural resources use (by establishment of the 
volume of natural resources use (utilization)). The third 
criterion is the ability to satisfy aesthetic and other human 
needs and to maintain species diversity [17, p. 142-143].

 Based on the safe environment criteria described 
above, namely non-pollution clearness, inexhaustibility 
(intensity), etc., it is appropriate to analyze the current 
environment state in Ukraine. According to the envi-
ronment experts, the amount of pollutants, especially in 
megalopolises, significantly exceeds permissible concen-
trations, and ultimately adversely affects public health. For 
example, water contamination by nitrates leads to various 
diseases and consequently to decreased body resistance 
and to increased morbidity, in particular, infectious and 
oncological diseases. Non-compliance of drinking water 
quality with the regulatory standards is one of the reasons 
for the spread of many infectious and non-communicable 
diseases. So, water is mainly misused in Ukraine. Unpro-
ductive water consumption is increasing while the volume 
of qualitative “usable” water resources is decreasing due to 
pollution and depletion [23].

 The degree of danger to humans of air pollution remains 
a leading risk factor and the number of victims exceeds 
the value of water or soil pollution. This is due to the fact 
that a person consumes a lot more air than water and food. 
In addition, if the consumer can to some extent regulate 
the quality of food and drinking water, then the purity of 
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the air, the more atmospheric, at the individual level is 
almost impossible to control. In the issue of environmen-
tal hygiene, particular attention is paid to such dangerous 
chemical compounds as carcinogens. Thus, in general, the 
total carcinogenic risk to the health of the population of 
settlements created by the identified compounds in 2014 
reached 1.8-7.3 cancer cases per 1 thousand people, which 
accounts for the annual increase of ecologically related 
oncological diseases to 10.4 cases per 100 thousand popu-
lation. This level of risk significantly exceeds internationally 
acceptable risk indicators and requires measures to reduce 
it. The highest level of population carcinogenic risk falls 
on the residents of Kyiv, and the lowest - on the residents 
of Cherkasy [24, p. 30-31].

The interconnection between human rights and environ-
mental protection was emphasized in the 1972 Stockholm 
Declaration on Environmental Issues [25], where human 
rights to a healthy environment were first mentioned. The 
absence in the international law of a strict definition (that 
is, the meaning of which is defined in accordance with 
the principles of general international law) the concept of 
“human right to a favorable environment” and also that 
the right to a favorable environment, although related to 
the rights of the new generation, by its structure is closely 
intertwined with the human rights system as a whole, 
leading to a different attitude to the right to a favorable 
environment at the level of national legislation, and as a 
consequence to the ambiguous assessment of its rights of 
this nature [26, p. 198-199].

  It should be noted that the constitution guarantees this 
right in most countries. For example, at the national level 
Spain was the first country which constitutionalized the 
right to a favorable environment, and subsequently, Azer-
baijan, Belarus, Belgium, Georgia, India, Spain, Mozam-
bique, Moldova, Peru, Portugal, Finland, Ethiopia, South 
Africa, South Korea, to name a few, followed [26, p. 199], 
which should be recognized as positive, but the content of 
this right is defined differently.

In the context of the discussion of the human right to a 
healthy and favorable environment, which has been on-
going in Western Europe for 25 years, it is concluded that 
the wording of the basic right, which would give an indi-
vidual citizen the opportunity to claim a clean and healthy 
environment in court, is impossible. Even those countries 
which provide for that wording by their Constitutions, 
experience difficulties in forming that right and putting it 
into effect [27, p. 126].

It should be emphasized that defining the right to a 
safe environment of Ukraine as a fundamental right, it is 
necessary to point out its relation to other environmental 
rights. Yes, Art. 3 of the Law of Ukraine “On Protection 
of Human Being from the Impact of Ionizing Radiation” 
[28] states that every person who resides or temporarily 
resides in the territory of Ukraine has the right to be pro-
tected from the influence of ionizing radiation. These are 
also the provisions of the Law of Ukraine “On ensuring the 
sanitary and epidemiological well-being of the population”, 
in particular Art. 4, which defines the right of citizens to 

safe and healthy food, drinking water, working conditions, 
education, education, life, recreation and the environment. 
The Law also contains the concepts of environmental fac-
tors such as any biological, chemical, physical, social and 
other factors that influence or may affect human health or 
the health of future generations. The concept of harmful 
impact on human health is defined as the influence of en-
vironmental factors that threaten the health, life or ability 
of the person or the health of future generations (Article 1 
of the Law of Ukraine “On Ensuring Sanitary and Epidemic 
Well-Being of the Population” [ 29]). In this case, the above 
concepts and list are well-grounded and take into account 
the current developments of environmental specialists.   

Under the Fundamentals of the Legislation of Ukraine 
on Health Protection (Article 6) [30] the right to health 
protection consolidates, among other things, a safe envi-
ronment for life and health. The state ensures the protection 
of environment as an important prerequisite for human life 
and health by protecting animate and inanimate nature, 
protecting people from negative environmental impacts, 
by achieving harmonious interaction between individuals, 
society and nature, rational use and reproduction of natural 
resources (Article 26).

The international legal instruments also place great 
emphasis on the connection between the environment 
state and human health. The General Assembly resolution 
emphasizes that continued deterioration of environment 
could jeopardize the very foundations of life. At the same 
time, it is recognized that all people have the right to live 
in an environment that is favorable for their health and 
well-being [31]. 

Article 11 of the European Social Charter [19] establishes 
the necessary measures designed for health protection. 
In this regard, it is pointed out that it is appropriate to 
eliminate as much as possible the cause of poor health 
and prevent the epidemic, endemic and other diseases, as 
well as accidents.

The environmental rights intended to meet a variety of 
needs (economic, recreational, health, aesthetic, cultural, 
and others) are universally recognized to have a special 
status in the system of environmental rights of citizens. 
Natural resources have numerous functions, but one of the 
most important is the possibility of their use as a means 
of maintaining or restoring human health. In Ukraine 
the legal framework has been developed to exercise these 
rights: the Land Code [32], the Water Code [33], the For-
est Code [34], the Subsoil Code [35] and the Law “On the 
Plant World” [36], the Law “On the Animal World” [37], 
the Law “On the Nature Preserve Fund” [38], etc. 

Taking into consideration the subject of this research, 
it is appropriate to highlight two types of citizens’ envi-
ronmental rights: the right to natural resources for recre-
ational use and the right to medicinal natural resources. 
So, the former right covers the total free use of objects of 
the animal world to satisfy recreational needs; the use of 
natural plant resources for recreational purposes; the use 
of forests benefits for cultural and recreational purposes, 
etc.; the water use for recreational purposes, etc.
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With regard to the latter, the Water Code of Ukraine 
specifies that places of water use for treatment, recreation 
and sports purposes are established by the relevant coun-
cils as prescribed by law [33]. Moreover, under Article 
45 of the Water Code of Ukraine, in case of low water, 
the risk of epidemics and epizootics, as well as in other 
cases provided for by law (in conditions that could cause 
or have caused water pollution, etc.), the rights of water 
users can be restricted or the water use conditions can be 
changed to ensure public health and other public interests. 
Thus, the law justifiably gives priority to the use of water 
for drinking and housekeeping needs of the population. 
At that, harmonization of the Ukrainian legislation with 
the European Union law (EU Water Framework Direc-
tive) [39], in particular, bringing the quality standards 
of drinking water for personal use into conformity with 
the EU standards, is certainly a priority. It is also worth 
pointing out the importance of the Management of Bath-
ing Water Quality and Repealing Directive adopted in 
the EU [40]. This document provides for the wording of 
the concept of these kinds of water, the acceptable norms 
for contamination and other pollutants which may not 
be exceeded.  

Under Article 2 of the Law of Ukraine “On the Resorts” 
the relations arising in the use and protection of natural 
curative resources are subject to legal regulation and are 
aimed at identifying and accounting of these resources, 
ensuring their rational extraction, use and protection in 
order to create favorable conditions for treatment and pre-
vention of diseases and recreation of people [41]. Article 6 
of the Law classifies natural curative resources into mineral 
and thermal waters, therapeutic mud and ozokerite, brine 
of estuaries and lakes, sea water, natural objects and com-
plexes with favorable climatic conditions for treatment, 
suitable for use for treatment, medical rehabilitation and 
disease prevention.

Articles 62 and 63 of the Water Code of Ukraine catego-
rize water bodies of natural curatives properties as thera-
peutic, if they are specifically listed, and are used exclusively 
for therapeutic and recreational purposes. The list of water 
bodies therapeutic indicating the water reserves and their 
curative properties, as well as other conditions favorable 
for treatment and prevention, is approved by the Cabinet 
of Ministers of Ukraine upon the request of the relevant 
public authorities as stipulated by the law.

To monitor the possibilities of using water from water 
bodies for the needs of the population and economy sectors 
the standards are established to ensure the safe conditions 
of water use. Under Article 36 of the Water Code of Ukraine 
stricter environmental safety standards can be implement-
ed as to waters of the water bodies used for medical, spa, 
recreational, rehabilitation and other purposes, if necessary 
[33]. The above provision is fully justified by the peculiar 
natural properties of these waters. These rights are widely 
exercised by citizens and guaranteed by the state.

The information system on the quantity, quality and oth-
er characteristics of all natural curative resources that are 
important in terms of treatment and prevention of human 

diseases are determined and calculated on the territory 
of Ukraine, as well as the possible volumes, methods and 
modes of their use totally comprises the State Cadaster of 
Natural Curative Resources of Ukraine, which is created 
and maintained in the accordance with procedure estab-
lished by the central executive body tasked with public 
health policy [41]. The Cadaster data are also used to create 
favorable conditions for treatment, prevention of diseases 
and recreation of people [42].

So, in accordance with the legislation of Ukraine, cit-
izens can use natural resources for health and medical 
purposes, in particular, natural curative resources, which, 
along with other natural resources, are one of the con-
stituents of environment. Article 5 of the Law of Ukraine 
“On Environmental Protection” lists the latter [2]. Thus, 
the natural curative resources have a special legal status 
due to their natural properties, namely the ability to im-
prove human health. Moreover, the above legal relations 
are aimed at maintaining a safe environment for human 
life and health.

In this regard, it is of great importance to determine the 
directions for improving the national environment legis-
lative framework on ensuring the right to natural curative 
resources, as well as to reason and develop relevant pro-
posals. It should be borne in mind that the current Subsoil 
[35], Water [33] and Forest [34] Codes of Ukraine, and the 
relevant laws of Ukraine contain separate provisions that 
can be applied to exercise this right if they will be improved 
and modified. It would be advisable to develop and adopt 
the Law of Ukraine “On Natural Curative Resources”. 
This proposal should be considered quite appropriate as 
the legislative experience of EU member states proves 
the efforts of developing and adopting the relevant laws 
efficiency [43, 44].

The national program on the harmonization of Ukrainian 
legislation to European Union law establishes the mech-
anism for Ukraine to meet the third Copenhagen and 
Madrid criteria for the European Union membership. 
This mechanism includes the adaptation of legislation, the 
establishment of relevant institutions, and other additional 
measures necessary for effective lawmaking and law en-
forcement [1, p. 12].

CONCLUSIONS
The reform priority is the adaptation of the environmental 
legislation on environmental rights of Ukraine to the rele-
vant European law. It is generally recognized that the goal 
is to bring the legal system of Ukraine in line with the basic 
European law, known as acquis Communautaire, taking 
into account the requirements established by the European 
Union to those states that want to join it. For this reason, 
the problems of legislative support of environmental rights 
should be solved based on the provisions of the relevant 
EU legislation.

Undoubtedly, the right to a safe environment is an 
important one in the system of environmental rights of 
our country, the implementation of which is crucial for 
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the health and life of citizens. Accordingly, being directly 
related to the right under discussion the derivative rights 
are of significance and include the right to natural resourc-
es (natural curative resources and natural resources for 
health and medical use). The latter should be recognized 
as a prerequisite for the realization of the right to health 
and life of a person.

The lack of proper legislative consolidation of the right 
to natural curative resources’ main provisions necessitates 
the improvement of the legal framework to exercise this 
right be given utmost priority.

Proposals for improving the environmental legislation 
of Ukraine in the field of nature management by substan-
tiating and adopting a new Law of Ukraine “On Natural 
Healing Resources”, which would regulate relations in the 
field of use, protection and reproduction of natural healing 
resources and ensuring environmental safety, are substan-
tiated and formulated. The drafting of this Law of Ukraine 
should take into account the existing positive experience 
of the Member States of the European Union.
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INTRODUCTION
The modern period of mankind is characterized by in-
creased alcoholization of the population. This problem is 
drawing attention not only to the scale of its worldwide 
spread, but also to its grave medical and social consequenc-
es. First, alcoholism is associated with the occurrence of 
more than 60 types of diseases, including: cirrhosis, high 
blood pressure, mental illness, congenital malformations 
[7, p. 1015]. Systematic alcohol abuse reduces the activity 
of the immune system, leading to infectious diseases. 
According to the World Health Organization (WHO) 
approximately 3.3 million people die each year as a result 
of alcohol abuse, accounting for almost 5% of all deaths. 
In 20% of cases alcohol is the cause of death during an 
accident. Worldwide more than 250 million men and 
women suffer from health disorders due to alcohol use and 
the prognosis for improving of this situation is negative 
[1]. Secondly, the uncontrolled consumption of alcoholic 
beverages threatens not only consumers but also the close 
environment of alcoholics and the whole society. After 
all, most drug addicts have problems with their families, 

their work, and usually they also have problems with law. 
Moreover, a significant number of them are at risk of falling 
victim to accidents and crimes due to alcohol intoxication, 
women and girls increase their chances of becoming a 
victim of rape because of drinking. 

In 2018 WHO introduced to public a SAFER – a suite of 
proven measures to reduce alcohol-related harm. It outlines 
five highly effective strategies that can help governments of 
different countries to reduce harmful use of alcohol and its 
negative social and economic impact [2]. In other words, 
SAFER is one of the latest and most optimal strategies to 
support governments in taking practical steps to accelerate 
health progress, to overcome noncommunicable diseases by: 
1) strengthening the restrictions on alcohol availability; 2) in-
creasing measures to counteract drunk driving; 3) facilitating 
access to screening, short-term intervention and treatment; 4) 
ensuring complied with bans or comprehensive restrictions 
on advertising, sponsorship and promotion of alcohol; 5) 
raising prices on alcohol through excise taxes and pricing 
policy. According to WHO experts the implementation of 
these measures will reduce alcohol abuse by 10% till 2025 [2].
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Thus, the problem of alcoholism in all its manifestations 
is solved mainly by the use of a whole complex of interre-
lated medical as well as social and legal measures.

THE AIM 
To summarize the modern progressive experience of pre-
venting alcoholism and to identify the most promising 
directions of limitation of this phenomenon by medical 
and socio-legal measures.

MATERIALS AND METHODS
 We use statistics of the World Health Organization, open 
source analytical information, including law enforcement 
agencies in Ukraine, the US, UK, Australia and other. The 
scientific publications in the Cochrane Central Register 
of Controlled Trials (CENTRAL), MEDLINE, PubMed 
with systematic review of databases reflecting the results 
of researches on the impact of alcohol on public health, 
alcohol and crime interconnection, and analysis of national 
policies aimed on reducing of alcohol demand and their 
effectiveness.

The methodological basis of the article is the system of 
general and special methods of cognition. The dialectical 
method was used to analyze the essence of the phenom-
enon of alcoholism and its consequences for society, the 
comparative method allowed to establish the experience 
of implementing anti-alcohol policy in a number of coun-
tries of the world, the general method (analysis, synthesis, 
induction, deduction, abstraction, generalization) was 
useful in processing sources, the statistical method used 
to analyze information on alcohol and crime.

REVIEW AND DISCUSSION
Nowadays, there is a particular emphasis in the world on 
combating drug trafficking. At the same time, the problem 
of alcoholism, having no fewer negative effects than drug 
addiction, remains in the shadow of the latter. Alcohol is 
the most common and permissible drug, which harms the 
population on a large scale.

In general, the term “alcoholism” (in medical terminol-
ogy - alcohol addiction syndrome) is used with regard 
to chronic drinking or periodic consumption of alcohol, 
characterized by impaired control over the amount of 
drinking, frequent episodes of intoxication (alcohol in-
toxication), narrowing the life interests to alcohol and 
drinking regardless their adverse effects [3, p. 5]. For 
example, the neurophysiologist J. Crystal identifies two 
states of alcoholism. The first is when a person is physically 
addicted to alcohol and consumes it daily, and when they 
stop drinking, they have symptoms of alcohol withdrawal 
syndrome: high blood pressure, anxiety, trembling, and 
changes in sensory perception. The second one is related to 
the non-systematic use of alcohol, but in a way that directly 
causes problematic situations for the individual. Thus, in a 
state of alcohol intoxication a person becomes aggressive, 

tend to drunk driving, is sexually risky, posing a threat of 
HIV or other diseases. Drunkenness also leads to job loss, 
deterioration of family relationships, the likelihood of be-
coming a victim of injury and crime [4]. So, even if alcohol 
use is moderate it can be a trigger for physical or mental 
health disorders. The WHO Global Alcohol and Health 
Report, released in 2018, states that alcohol consumption 
is a factor in more than 200 illnesses and injuries [1]. The 
short-term prospect of drunkenness causes memory loss, 
hangover, “shutdown”. Longer term – threatens stomach 
problems, causes cancer, heart failure, brain damage, pan-
creatitis, high blood pressure, liver cirrhosis. Decrease in 
sexual function is observed in 1/3 of alcohol abusers and 
in patients with chronic alcoholism. Men have various 
functional disorders of the central nervous system (neuro-
ses, reactive depression, etc.) due to “alcohol impotency”; 
pregnant women has the risk of harming the fetus [5]. Of 
particular concern is the use of alcohol in adolescence, as 
it affects brain development and a higher risk of damage to 
the internal organs. Researchers have found that drinking 
alcohol under the age of 15 is associated with a fourfold 
increase in the risk of alcohol addiction in adulthood, and 
reducing the likelihood of addiction by 14% every addition-
al year [6]. And the list of negative impacts of alcoholism 
on human health is not exhaustive.

A team of researchers from the 2016 Global Disease, Inju-
ry and Risk Factor Survey on Alcohol and Alcohol-Related 
Deaths and Disability Adjusted Years (DALY) estimated 
data from 1990-2016 on 28 million people in both sexes in 
ages 15 to 95 and older from 195 settlements in the world. 
This study, published in The Lancet Medical Journal in 
2018, confirmed a clear correlation between drinking and 
premature death, cancer, and cardiovascular disease. Only 
zero alcohol consumption minimizes the risk of health loss 
[7, p. 1015]. Also, the uncontrolled use of alcohol increases 
the risk of injury and premature death as a result of road 
accidents, poisoning, suicide and violence.

Inadequate alcohol use is medically diagnosed as “alcohol 
disorders caused by alcohol consumption” and is a chronic 
recurrent brain disorder characterized by compulsive alco-
hol consumption, loss of control over alcohol consumption, 
and a negative emotional state in case of misuse [8]. Alco-
hol disorders caused by alcohol are reasonably included in 
the International Classification of Diseases 10 (section F10 
(F10.0 - F10.9)) “Mental and Behavioral Disorders Caused 
by Alcohol”. Among them: a state of acute intoxication; 
harmful use; dependency syndrome; withdrawal syndrome 
or withdrawal syndrome; abstinence syndrome with delir-
ium (with “white fever”); psychotic disorder (psychosis); 
amnestic syndrome and others.

Regarding Ukraine, the results of the evaluation “Transi-
tion Mental Health: Evaluation Results and Recommenda-
tions for Integration of Mental Health into Primary Health 
Care and Public Service Platforms”, conducted jointly by 
the International Medical Corps, World Bank and the Swiss 
Cooperation Bureau shows that the problem of alcoholism 
is very acute in this country. In particular, experts estimate 
that 40% of deaths of working-age men and 22% of wom-
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en aged 20-64 were due to alcohol. Suicide is most often 
the cause of death associated with mental disorders and 
alcohol use [9]. As for persons with mental and behavioral 
disorders due to alcohol use in syndromic-nosological 
forms, in the last five years in Ukraine such patients have 
been recorded from 450 to 480 thousand. Of these, 23% 
are persons aged 18 to 35 years [ 10].

Since alcoholism is considered a chronic brain disease it 
cannot be completely cured by medicine alone or prevented 
by vaccination according to relevant researches. Medica-
tions can be effective in reducing withdrawal symptoms 
and the possibility of relapse. Pharmacotherapy also helps 
to reduce the symptoms of other mental illnesses, such 
as anxiety and depression, which contribute to drug and 
alcohol use [11, p. 98-104]. In order to maintain control 
over the symptoms, such a disease requires constant and 
complicated medical treatment, as evidenced by medical 
practice. Recommendations for intervention for people 
with alcohol problems in primary care are limited to 
screening for alcohol use, brief interventions for more 
dangerous cases, and specialized treatment for people with 
alcohol addiction syndrome. 

Despite the variety of therapeutic approaches to the 
treatment of alcohol addiction, there are basic principles 
that can improve the effectiveness of therapy. First and 
foremost is the voluntariness and continuity of the ther-
apeutic process. Usually, patients suffering from such a 
disease are reluctant to acknowledge the existence of the 
problem and to agree on treatment, while constructive 
cooperation between the doctor and the patient is the 
main condition for successful treatment. The continuity 
of the therapeutic process means that complete treatment 
for alcohol addiction is impossible, it is only a question of 
sustained therapeutic remission [11, p. 98].

We have already paid attention to the fact that under the 
influence of alcohol a person becomes more aggressive and 
capable of unlawful, criminal, behavior. That is why the topic 
of constant focus in society is the link between alcohol and 
crime. According to the National Alcohol and Drug Addic-
tion Council (NCAAD), for example, in the United States 
alcohol is the cause of 40% of violent crimes; of the 2 million 
people in prison 37% were arrested while intoxicated [12]. 
In New Zealand one third of all offenses are perpetrated by 
people who are intoxicated [13]. In the United Kingdom and 
Wales 12.4% of self-serving crimes and 21.5% of hate crimes 
were committed under the influence of alcohol, while in 
35.8% of cases of sexual violence the offender was also under 
the influence of alcohol [14]. As for Ukraine, the average 
rate of identified criminals who have committed a criminal 
offense in state of alcohol intoxication over the past three 
years is 10.5%. Of these, 44.5% committed crimes against 
property; 37.9% are crimes against life and health; 8.8% are 
crimes against traffic safety and traffic operation [15].

Interestingly, according to the research team of the Uni-
versity of California at Davis, it turned out that alcohol 

abuse is a major predictor of violent crime in the use of 
firearms. It was found that one-third of firearms holders 
who were previously convicted of crimes of alcohol intox-
ication committed violent crimes using a firearm. Thus, it 
was concluded that an alcohol was a more important indi-
cator of future violence than previous violent crimes [16].

The foregoing allows to argue that alcohol abuse has 
a negative impact not only on the state of health of the 
population, but also on public relations in general. It 
is about causing physical, moral and material harm to 
“healthy” part of the population as well as financial burden 
related to social payments. Addressing and reducing the 
problem of alcoholism requires a coherent government 
policy. The statistics on mortality, morbidity, other risks 
and alcohol-related crimes show an uncontrolled negative 
impact on society. By WHO’s recommendation countries 
are encouraged to implement strategic measures, the key 
of which, in our opinion, are: regulating the availability of 
alcohol, reducing demand for it, short-term intervention 
and treatment.

Numerous observations indicate that a favorable factor 
in overall high consumption of alcoholic beverages is their 
availability. Researchers have found that in disadvantaged 
city areas there are 40% more places of alcohol sale com-
pared to the more prosperous socially inhabited neigh-
borhoods. In turn, in areas where there are large numbers 
of beer pubs, clubs and shops that sell alcohol the crime 
rate is almost eight times higher than in those areas where 
alcohol distribution is lowest [17]. Moreover, increasing the 
density of outlets for the sale of alcoholic beverages by 1% 
leads to an increase in the frequency of violent crimes by 
0.62% [11, p. 86]. Hence, the availability of alcohol plays 
an important role in the link between alcohol and crime.1

In order to reduce the consumption and sale of alcoholic 
beverages, laws and local regulations are in place to regu-
late the density of their sales through zoning and licensing 
rules. We have already mentioned the link between alcohol 
availability and crime. In other studies, the thesis about the 
high level of injuries, car accidents, infectious diseases, sex-
ually transmitted diseases and urgent hospitalization due to 
the effects of alcohol is fully confirmed. At the same time, 
an experiment on the interconnection between the closure 
of alcohol outlets and alcohol use and related violence was 
conducted by researchers in New York (Castillo-Carniglia 
A., Pear VA, Tracy M., Keyes KM, Cerdá M. ), showed 
that the closure of such facilities does not significantly 
reduce the problems associated with alcohol. Alcohol was 
restricted from 90 to 50% of New York’s population density 
and from 5 to 25% of outlets were closed. The result was as 
follows: the number of moderate users of alcohol decreased 
(42.2% at the beginning of the experiment versus 38.1% at 
the end); the intensity of alcohol consumption increased 
slightly (12.0% at the beginning of the experiment versus 
12.5% at the end); cases of violence or murder remained 
unchanged [18, p. 694, 702]. Obviously, the results of the 

1  Note. We focus on the study of anti-alcohol policy and crime communication, since this is how it’s efficiency can be traced.
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mentioned study indicate the need for a comprehensive 
strategy to limit alcoholism. It is about taking different 
measures. Therefore, the ineffectiveness of, for example, 
medical treatment of alcoholism may be partially offset 
by the implementation of other (social, legal) directions of 
the harmonized limitation of this negative phenomenon.

Another measure to reduce the availability of alcohol is 
to regulate its timing. Studies have shown a reduction in 
the level of alcohol harm in the case of reduced hours of 
alcohol sale. For example, in Brazil as a result of the policy 
of restricting the hours of alcohol in bars to 23:00 instead 
of 24 hours the overall homicide rate was reduced by 44% 
[19]. A similar situation is observed in Australia. In partic-
ular, where pubs were open for two hours less there was a 
37% reduction in police-reported attacks [20]. Norwegian 
scientists have substantiated the example of 18 cities that 
prolonging the time of closure of alcohol trading facilities 
for only one hour increases attacks by 16% [21].

Twenty-one alcohol policy experts in Australia agreed 
that pricing is a top national priority for reducing alcohol 
consumption with most agreeing that “something needs 
to be done” with alcohol advertising [22].

Increased taxation and minimum pricing are also con-
sidered as the most important pricing policies [22]. The 
issue of the impact of pricing on alcohol and violence 
was also not overlooked by scientists. Thus, it is estimated 
that 10% increase in beer tax leads to a decrease in the 
number of murders by 0.3%, rape - by 1.32%, assaults - by 
0.3%, robberies - by 0.9% [23]. In addition, according to 
an international survey conducted in 16 countries the re-
duction of sexual and physical violence as well as cases of 
robbery can be linked to higher alcohol prices [24]. That 
is, the legal direction for restricting alcoholism cannot be 
underestimated.

Legislatively establishing a minimum legal age for the 
purchase of alcoholic beverages also helps to reduce alco-
hol consumption among young people. For example, in 
New Zealand reducing of the minimum age of allowance 
to buy alcoholic beverages from 20 to 18 years has led 
to an increase in road traffic injuries among adolescents 
aged 15-19 [25]. For an example, S. J. Hoffman, Ch. Tan 
in a review of systematic reports on public health effects 
of tobacco control, issued in 2015, concluded that the 
following policies were effective: bans and restrictions on 
smoking in public and workplaces; increase in prices for 
tobacco products; imposing a ban on the sale of tobacco 
products to minors subject to strict compliance with such 
a restriction [26].

CONCLUSIONS  
Thus, the analysis and generalization of modern studies 
on alcoholism, the study of statistical information by law 
enforcement agencies of different countries gives grounds 
for some conclusions:
1) �alcoholism is a modern medical and social problem that 

is actually transnational in nature because it is common 
to many countries worldwide;

2) �alcoholism has a number of negative consequences not 
only for the health of alcohol users, but also for certain 
social groups, society, economic interests of states, and 
the gene pool of individual nations;

3) �Alcoholism is a social problem. Therefore, its roots must 
be sought not only in the imperfection of medical and 
therapeutic treatment of patients, but above all in the 
inefficiency of state social policy and the inconsistency 
of legislation with the threats posed;

4) �success in limiting alcoholism depends on applying a 
comprehensive strategy. It involves the application by 
various state and non-state actors of medical, social, 
legal and other organizational measures;

5) �the most effective in view of limiting the spread of 
alcoholism and reducing the number of alcoholics are 
the directions for limiting the availability of alcohol 
through: increasing taxation on alcoholic beverages; 
setting a minimum price per unit; marketing regulation; 
reducing the number of places of alcohol sale; regulation 
of alcoholic beverages sale hours; increasing the age at 
which alcohol is allowed to be purchased;

6) �in the light of the effectiveness of the social vector of 
preventing alcoholism, the positive foreign experience 
of certain measures implementation becomes partic-
ularly relevant: the sale of alcohol at special points of 
sale (Finland, Sweden); restriction of alcohol sales after 
18-00 hrs. on Sundays and on dates of public holidays 
(Finland, Sweden); setting a curfew for minors regard-
ing the prohibition to walk on their own without adults 
accompanying after 10 pm. (United Kingdom, USA, 
Poland, Brazil, Republic of Belarus); ban on the sale 
of alcoholic beverages to persons under the age of 21 
(USA, some provinces of Canada, some states of India, 
Indonesia);

7) �the most effective measures to reduce alcoholism are: 
issuing a license to sell alcohol to one nationwide trading 
network to facilitate control of its activities; a complete 
ban on the sale of alcoholic beverages near schools, 
sports facilities, and other locations frequented by 
adolescence; preventing the sale of alcohol to an adult 
accompanying minors; a complete ban on the sale of 
alcohol to persons under 18, and hard liquor - from 21 
years; increasing of administrative liability for persons 
who have sold alcohol to under-aged persons.
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INTRODUCTION
There is no need to prove the fact that the exercise of judge’s 
authority is associated with considerable physical and mental 
impact. This profession requires a high stress resilience, that 
is, the ability to withstand psychological stress and overcome 
negative emotions. Empirical researches have recently paid 
considerable attention to the issue of judge’s profession stress 
[1,2]. Therefore, it can be said that the specificity of the ju-
dicial profession requires a such health status in which the 
physical, physiological and psycho-emotional characteristics 
of a person will not interfere with the performance of the 
duties of a judge. Otherwise, the question of the judge’s abil-
ity/inability to exercise his/her authority arises. We address 
the problem of the professional capacity of a person, which 
means the potential readiness and actual ability of a person 
to perform a certain type of activity at the required level of 
efficiency for quite a long time.

Working capacity of a person including a judge naturally 
depends on his/her physical and mental health, which is 
variable and depends among other things on working con-
ditions. These conditions for the judge are determined by 
the specifics of the trial, which involves constant commu-
nication with a number of persons, including potentially 
ill; emotional tension and limiting in emotions expression; 
the tension of the organs of perception (eyesight and hear-

ing) associated with studying and analysis of case files, 
the diversity and complexity of the tasks being decided 
by the judge; physical tension, which is associated with 
the variability and non-standard situations in conditions 
of limited time. After all, the judicial profession mainly 
involves working in a sitting position, which significantly 
influences the condition of the musculoskeletal system, 
cardiovascular and gastrointestinal system of the person.

The health status of a person admitted to the judicial 
profession is not only important to one’s personally but 
also must be considered from an economic and social 
significance perspective. Failure to perform the duties of 
judge due to the health status (absence at work for a long 
time, prematurely dismissal from the judge’s position due 
to the health status) leads to a redistribution of workload to 
other judges, resulting in their reduced productivity. This in 
turn leads to inefficient use of time and human resources, 
which is crucial for the effective judicial protection of the 
individuals’ rights and interests. The factors of: (a) the judge’s 
capacity to evaluate the cases as objectively as possible and to 
take a fair and lawful decision accordingly; (b) the adequate 
conduct of the judge, both in and out of court, through the 
lens of which the public authority of the judiciary is formed; 
- depend directly on the physical and mental health of the 
judge, his or her moral and emotional state.

DISEASE AS INTERFERENCE FOR JUDGE’S PROFESSION
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ABSTRACT
Introduction: The judge’s professional activity determines certain requirements for the health status of the person applying for this position or already performing his professional 
duties. Due to the specificity of professional activity, it could be cases of diseases that make it’s impossible to perform professional functions effectively. It raises the question of 
the fairness of the dismissal procedure precisely for the health status that would exclude discrimination based on disability.
The aim: The purpose of the scientific article is to summarize the leading experience of European countries on the protection and prevention of occupational illnesses of judges 
in order to substantiate specific proposals for the creation of an optimal procedure for dismissing a judge due to health status.
Materials and methods: The subject under discussion has been considered based on the relevant sources (scientific publications, legal acts, decisions of judicial and quasi-
judicial institutions), using the method of content analysis, comparative and contrastive, analytical and biblio-semantic methods.
Conclusions: An analysis of European practice, including judgments on appealing against violations of the right to work due to unlawful dismissal based on health status allowed 
us to formulate key elements of a fair procedure for dismissing a judge due to illness, which makes it impossible to perform professional functions. A vision on the list of diseases 
that may be interference to effective judicial activity is developed by the authors. It is substantiated that such list of diseases should be a legal filter to judges employment and 
dismission. Regular medical examination and prevention of the development of occupational illnesses of a judge should become an integral part of the court’s labor protection 
system. In the event of an accident related to performing professional functions, the judge is entitled to compensation.
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There is limited (and virtually nonexistent in the post-So-
viet space) information on medical indicators of the judge’s 
ability to perform one’s professional duties that would allow 
the development and unification of medical standards in 
the judicial profession. It is extremely difficult to find some 
empirical data on this, since information about human 
health in general and judges particularly is confidential and 
protected by law. However, there is an obvious need for a 
combination of medical and legal knowledge, which will 
allow for a discussion on the medical criteria for evaluating 
potential candidates for a judge, as well as for evaluation 
of the incumbent judges’ health as a prerequisite for the 
effective exercise of judicial authority.

THE AIM
The study is aimed at clarifying the medical aspect of a 
person’s suitability for the judicial profession and at de-
termining the critical threshold for exercising of judge’s 
authority according to the health status. The authors’ aim 
is to initiate discussions on the compatibility of the judi-
cial profession with the various pathological conditions 
of human health and on the ways of interaction between 
the health care system and the bodies responsible for the 
personnel policy of the judiciary. In particular, the estab-
lishment of a system of health and safety of judge’s labor 
based on systematic interaction between health authorities 
and the judiciary.

MATERIALS AND METHODS
Through a sample analysis, we examined and compared 
legislative acts governing access to a judge’s professional 
activity and regulatory acts of state health regulatory 
authorities in different countries (Ukraine, Russian 
Federation, Poland, Turkey, Spain, USA and others). We 
have used statistical, systemic, structural and analytical 
methods while analyzing court decisions and decisions 
of Labor Tribunals regarding disputes related to dismissal 
for health reasons. Content-analysis and biblio-semantic 
methods have been used in the systematization of scien-
tific publications on occupational diseases and diseases as 
interferences to access to the judicial profession.

REVIEW AND DISCUSSION
An analysis of the existing rules in the legislation of 
different countries has shown that the medical indica-
tors of health and the profession of judge overlap in the 
following cases: (a) while formulating requirements for 
judges candidates; (b) while referring to the grounds for 
the dismissal of a judge; (c) while referring to health care 
as a social guarantee. The latter concerns the issue of the 
proper organization and access to health care for judges 
in countries where it is guaranteed. This brings it outside 
of our study. At the same time, the first two cases require 
the identification and assessment of illness states for their 
effect on the specialist’s ability to effectively perform the 

duties of a judge without endangering themselves and the 
health of others.

In most cases, a medical evaluation of an employee’s 
ability to work without risks for one’s own health or for 
others is defined as an assessment of suitability for a work 
[3]. To do this, one must have medical knowledge and an 
understanding of the judge’s working conditions. As both 
“health” and “working conditions” are variable categories, 
suitability for work is a dynamic concept [4]. Suitability for 
judge’s profession may be established both at the stage of 
the competition for the position of judge and throughout all 
the term of the judge’s relevant powers. In most countries 
of the world it is regulated by general or specific legislation 
and is not unified.

Medical indicators of the judge’s suitability for work., 
The laws of the majority of countries governing the status 
of judges provide, in varying interpretations, such a re-
quirement for a candidate for judge that the person is able 
according to the health status perform the professional 
functions of a judge. This requirement is formulated in the 
form of (a) direct authorization: “a person has the ability 
to perform the duties of a judge according to health sta-
tus” (Poland), “a judge may be a person not registered at a 
drug or psychoneurological dispensary in the alcoholism 
treatment, drug addiction, substance abuse, chronic and 
prolonged mental disorders and has no other illnesses that 
would interfere with the exercise of the judge’s authority 
(Russian Federation) or (b) direct prohibition: “ a person 
who has chronic psycho or other illnesses that interfere 
with the administration of justice cannot be appointed as 
judge”(Ukraine, Spain), “have no physical or mental health 
problems or disabilities that would interfere with the judge’s 
duties or such an interference as unusual speech difficulties 
or controlling the movement of organs that others may 
regard as strangeness” (Turkey). Although in the latter 
case, the formulation is having the risk of unreasonable 
discrimination, the limited access to the profession of 
judge on medical grounds is generally justified and does 
not contradict to international standards in the field of 
judiciary organization.

At the same time, the ways of confirming the candidate’s 
suitability for the position of judge differ. The most com-
mon is the passing of a medical examination by a candidate 
(Poland, Russian Federation, Turkey, USA), the binding 
nature of which is set directly in the law (Russian Federa-
tion) or in individual by-laws (Poland). In Ukraine, there 
is no medical examination for a judge candidate. However, 
such a person is a subject of special verification regarding 
the health status, namely, if the person is registered at a 
psychoneurological or narcological health care facility. 
To do this, the applicant for the position must submit a 
medical certificate for passing mandatory preliminary 
and periodic psychiatric examinations and a certificate of 
passing preventive narcological examination, the forms 
and the procedure of issuance of which are approved by 
the Ministry of Health Care of Ukraine.

The method of regulating the access to the judicial pro-
fession by the medical criteria existing in the Russian Fed-
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eration is of interest. There is a list of diseases, which hinder 
the appointment of a judge. It has been developed by the 
Ministry of Health of the Russian Federation and approved 
by the Council of Judges of the Russian Federation. We have 
not found any such analogues in other countries to such 
practice. This list includes 32 types of diseases which inter-
fere one of his/her right to apply for judge’s position. Among 
them the first are the central nervous system diseases, which 
lead to the progressive disorders of the movement activity 
of all muscle groups, including breathing, disorders of the 
cerebral circulation, with the subsequent development of 
degenerative changes in the brain tissue. As a result of such 
changes, there is a decrease in the number of neurons and 
disconnections between them, which is clinically showed by 
the development of dementia (Alzheimer’s, Pick’s, Parkin-
son’s, etc.). These diseases most often develop after the age 
of 40. In the second place there are mentioned diseases that 
significantly disturb the course of normal mental processes: 
epilepsy and epileptic seizures of another etiology, stroke 
(hemorrhagic or ischemic), in the event of which acute or 
chronic oxygen starvation of the brain tissue and their sub-
sequent death is formed, signs of depression, dysphoria, am-
nesia, signs of progressive acquired dementia. The following 
are endocrine diseases, which are most often accompanied 
by intense headache, increased blood sugar levels, impaired 
regulatory influence of hormones on human homeostasis. 
Also, malignant tumors of the central nervous system and 
other neoplastic processes (hemoblastoses) are added, which 
lead to astheniaisation of the body, severe intoxication and 
impaired activity of all organs and systems, including the de-
velopment of mental disorder. The list also includes diseases 
accompanied by various degrees of hemorrhagic diathesis. 
With hemorrhage, the number of erythrocytes is lost in the 
bloodstream, and therefore the amount of hemoglobin that 
transports oxygen to the tissues and cells. As a result, first 
neurons are suffered, which is accompanied by a decrease in 
concentration, inhibition of functions of all organs of percep-
tion, drowsiness, rapid physical and mental exhaustion. In 
the first place among the diseases worldwide are the diseases 
of the cardiovascular system in the various stages of com-
pensation and decompensation, which are also mentioned 
in this list and are contraindications for the work of a judge. 
Systemic rheumatic diseases which are having a progressive 
course are also attributed to it (rheumatoid arthritis, systemic 
lupus erythematosus and systemic scleroderma) because in 
case of these disorders the vessels, heart muscle, kidneys, 
central and peripheral systems are always involved in the 
pathological process. The chronic course of hepatitis from 
this list includes intoxication syndrome, hemorrhage due to 
impaired blood coagulation, disorders of the central nervous 
system. Diseases of the gastrointestinal tract do not allow a 
person to be in a forced (fixed) position for a long time (fam-
ily diffuse polyposis of the colon, Crohn’s disease, nonspecific 
ulcerative colitis, etc.) and are accompanied by pronounced 
diarrheal and pain syndromes and bleeding. Chronic renal 
failure of varying degrees in the stage of decompensation 
greatly affects the function of the central nervous system 
due to uremic intoxication. Impairment of hearing function 

if it is impossible to improve by electro-acoustic correction 
to the level of perception of whispering language not less 
than six meters is an interference to the judge’s profession. 
Complete blindness is also in this list. Mental illness with a 
prolonged or chronic course and frequent exacerbations of 
painful expressions is an absolute sign that a person is not 
fully aware of the consequences of his/her actions. Also, 
different types of addictions are mentioned: alcoholism, 
drug addiction, substance abuse.

According to a global study by The Lancet in 2016, 
alcohol abuse resulted in the death of 2.8 million people 
and became a leading risk factor for premature death and 
disability among people aged 15-49 [5]. Today, alcohol 
abuse most often depends on the causes embedded in so-
ciety (historical, social, economic and socio-psychological) 
and lies in the anomalies of personality and characteristics 
of the body of the individual (hereditary, constitutional, 
exchange, psychological, etc.).

The incompatibility of alcoholism, drug addiction, sub-
stance abuse with the status of a judge is caused not only by 
clinical expressions (disorders of thinking, hypochondria, 
persecution mania, low self-esteem, anxiety, depression, 
impulsiveness, alcoholic degradation of personality) [6] 
which influence on doing any work. Each chemical ad-
diction distorts the normal flexibility of an addict person’s 
behavior toward the dehumanized compulsive behavior 
[7]. A person tends to live in a way of asocial lifestyle, thus 
ethical norms and moral values are ​​losing their regulatory 
power. The influence of alcohol or drugs on the mental and 
physical health of a judge may raise a question on one’s 
competence [8], which is unacceptable in this profession. 
In such case, the addicted must be dismissed.

Another indicator from the above list, which makes it im-
possible to occupy the position of a judge, namely the lack of 
a person’s vision, which is perceived by experts ambiguously, 
also draws scientific attention. In the Russian Federation, 
this feature of human health is a direct interference to the 
appointment a person as a judge by the certain norms. At the 
same time, in 2014, by a decision of the General Council of 
the Judiciary, the blind Gabriel Perez could participate in the 
competition for the post of judge. In 2015, Richard Bernstein 
became the first blind judge of the Michigan Supreme Court. 
In general, the first blind judge in the twentieth century was 
the High Court of Justice of England and Wales, Sir John 
Wall, who was appointed in 1991 [9].

In Ukraine such possibility exists purely theoretically 
since the law obliges a person to submit only a medical 
certificate for the mandatory psychiatric examination 
and a certificate for passing a preventive narcological 
examination for participation in the competition. That is, 
there is no direct prohibition. However, this is practically 
impossible because the competitive procedure involves 
passing a written examination by an applicant (drafting a 
court decision). There is no technical ability to access for 
blind people at this stage.

We believe that a person’s vision absence should not be an 
interference to the appointment of a judge, since: (a) the tri-
al involves participating not only by a judge but also by the 
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auxiliary court staff (assistants, secretaries, advisers) whose 
aim is to assist and to help a judge (including dealing with 
case files); (b) the absence of vision deprives the prejudice 
caused by the appearance of the litigants that contributes 
to the impartiality of the judge; (c) long-term blindness 
develops other human organs of perception, in particular, 
hearing [10], which allows the judge to feel more intensely 
the intonation of the participants in the trial. No wonder 
that one of the attributes of the goddess of justice Themis 
is the blindfold, which symbolizes impartiality and justice.

A comprehensive approach to assessing a judge’s suit-
ability for work, considering a specific disease (level and 
quality of health defect) and conditions of judicial work, 
also requires existence of other ill conditions of a person 
that limits his physical capacity. Therefore, it is a very 
limited list of grounds since it is including diseases that in 
100% of cases lead to disability. There are other ill condi-
tions which are interfering professional activity, but do not 
lead to disability in the theoretical perspective. One of the 
dogmas of medicine is the “individual approach” to each 
patient, and this is because of one nosological unit cannot 
influence on two people equally - one person suffers more 
severely, the other one overcomes it easier, and in some 
case the person dies. The peculiarities of each organism are 
not studied well because they can be not only congenital 
and genetically determined, but also acquired as a result 
of other diseases or injuries of different genesis. That is 
why there is a pathological-anatomical and court-medical 
control over the quality of treatment worldwide.

The issue of psychodiagnostics is relevant for candidates to 
the position of a judge. It allows to assess the psychological 
readiness and suitability of a person to exercise justice, to 
identify among the candidates those who are neuro-psy-
chological unstable and in a state of maladaptation, as well 
as persons with asocial settings and self-serving utilitarian. 
An important aspect of the psychodiagnosis of this group of 
individuals is to determine a person’s stress resistance as an 
integrative quality, which characterizes a person’s emotional 
stability, a low threshold of anxiety, a high level of self-reg-
ulation and psychological readiness for stress. Empirical 
studies show that stress, anxiety, burnout, and depression are 
inherent in legal practitioners to a much greater extent than in 
other professions (medics, teachers, scientists) [11]. Stress is 
associated with the development of virtually all diseases. It is 
the root cause of most pathologies, affecting both the genetic 
component and the body, stress accelerates the development 
of both somatic and mental illness [12]. It is known that stress 
is associated with an increased risk of heart attack (workplace 
stress increases the risk of heart attack by 23% and 9 times 
increases the likelihood of focal disorders of myocardial blood 
supply [13]). Therefore, it should not be forgotten that the 
assessment of a person’s ability to work involves finding out 
whether he/she can perform professional tasks in terms of 
the risks to one’s health.

Psychodiagnosis of the applicant for the position of 
judge allows to achieve more pragmatic goals in terms 
of the organization of judiciary. Based on the experience 
of Ukraine, where the psychodiagnosis of candidates for 

the post of judge has become a mandatory component of 
the competition only recently by using 4 methods. They 
include: Test of the candidate’s overall abilities (think-
ing, intellectual abilities), MMPI-2 (diagnosis of general 
inconsistency in the personality system, accentuations, 
psychopathic traits, level of neuroticism, emotion, etc.), 
the BFQ-2 test (diagnosis of openness of experience, hon-
esty, extraversion, benevolence and neuroticism), and the 
HCS Integrity Check,). They evaluate: (a) the individual 
competence (cognitive, emotional, motivational and vo-
litional qualities of the individual); (b) social competence 
(communicativeness, organizational skills, managerial 
personality traits, moral personality traits); (c) profes-
sional ethics (defined in terms of “integrativeness” taking 
into account the following components: understanding 
and adherence of rules and norms, ability to defend one’s 
own beliefs, discipline, respect for others); (d) good faith 
(determined by the “integrative” indicator, taking into 
account the following components: honesty and integrity, 
lack of counterproductive actions, lack of tendency to 
abuse). Although some of the techniques used in Ukraine 
(HCS Integrity Check) and the evaluation process itself 
have many complaints from experts, the introduction 
of psychodiagnostics as a mandatory procedure for as-
sessing the suitability of candidates for judicial work is a 
progressive and necessary measure in this socially relevant 
profession and field.

Medical indicators for termination of judicial activity. 
Besides the medical filters for admission to the judicial 
profession, there should obviously be a system of moni-
toring of the physical and mental health of the judge. The 
health status of judges is of great social importance because 
exhaustion and mental stress increase the likelihood of 
judicial mistake. For example, in Ukraine, as in many other 
countries, a judge’s illness is an independent ground for 
dismissal. In the United Kingdom, for example, the Lord 
Chief Judge after consultation with the Lord Chancellor 
may dismiss a judge for reasons of poor health and inability 
to perform judge’s authority. It was first provided for by the 
Justice Act in 1973 and is now contained in the Law on 
the High Courts 1981. However, judges of higher courts 
evaluate such a rule as having the risk of extra-procedural 
pressure on them (given the specifics of the judicial career 
structure in this country, where the posts of judges in the 
high courts are of a sufficiently respectable age) and are 
discriminatory in nature, since such dismissal ground is not 
foreseen for lower-courts judges. Therefore, since 2005, re-
quirements for such decision-making procedure have been 
formalized, including legal certainty and transparency [14].

The main issues of a judge’s dismissal for health reasons 
are, first, that it may be compulsory when the person is 
not dismisse on his/her own will. The reasons may be dif-
ferent, in particular: (a) the person does not understand 
(in particular, due to the effect of the illness on his/her 
consciousness) that his/her health condition does not allow 
to perform judicial proceedings; (b) the person is self-con-
fident or has a low social responsibility threshold; (c) the 
person hopes that his/her health will improve over time. 
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Secondly, a person can and does recognize that his or her 
health status does not allow him/her to exercise justice at 
the proper level, but wishes to be dismissed not at his/her 
own will (or in connection with the resignation or of the 
maximum allowable age on position), and it is because of a 
health status which, in one’s opinion, has been damaged in 
connection with the performance of professional functions, 
and therefore one should have increased social guarantees 
and material compensation.

Mentioned above highlights the issue of ensuring a fair 
procedure for dismissing a judge from a position on the 
ground of health status, which ensures a reasonable balance 
of the human right to work and the interests of the state in 
the proper performance of one’s functions (justice), since 
the judge in the classification of public positions belongs 
to the person “authorized to perform state function”.

However, as noted above, in Ukraine there is no list of 
such diseases that give grounds to the conclusion on “the 
inability to perform justice functions” and, accordingly, 
the mechanism of establishing the presence or absence 
the judge’s disease incompatible with the substitution of a 
judicial position, and guarantees for the reinstatement of 
the person whose health has been restored. Now in Ukraine 
there are only formal grounds for dismissal of a judge on 
health status basis. There is a general rule in Ukrainian 
labor law, according to which an employee is retained in 
the event of his temporary disability for no more than 4 
consecutive months. That is, the employee’s work at least 
for one day interrupts the progress of the prescribed period. 
But there is no deadline for a judge to be absent at work 
due to illness, which creates the risk of some manipulation 
by judges who may stay in hospital for a long time while 
maintaining the position (thus increasing the workload for 
other judges of this court), increasing the work experience 
and receiving social benefits. In this context, an interesting 
example is the legal regulation of this issue at the times of 
the Russian Empire, where it was assumed that a judge 
was obliged to be dismissed if  “for less than two years in a 
row no more than half of all working days in each of these 
two years he was present at work.” Today, the specifics of 
judicial profession (in particular, the principles of consis-
tency of the court composition; reasonableness of the terms 
of trial; the calculation of full-time judicial positions, in 
particular, on the criteria of average workload; significant 
economic value of the judge’s work) requires the devel-
opment of more specific criteria for assessing the fairness 
of a judge’s dismissal on the ground of health status. This 
issue becomes especially relevant when the judge does not 
admit his/her inability to perform justice precisely because 
of one’s health status.

Obviously, the list of diseases that interfere a person 
from being a judge should be at least the same as when 
admitting to the profession. Attention to that issue was 
paid above. But unlike candidates for a judge who undergo 
at least some health assessment (opinion of a narcologist, 
psychiatrist, psychologist), no health control measures are 
provided for persons holding judicial positions (at least 
until they decide to compete for a vacancy in another 

court). In Ukraine, the activity of a judge is not included 
to the list of professions whose employees are subject of 
periodic medical examinations.

In many countries, employers seek dispensary examina-
tions of their employees once a year, but if it is not free of 
charge for the employees, they may refuse to do so. Today, 
laboratory and instrumental examination is very expen-
sive in Ukraine, but it is available to certain categories of 
workers. Therefore, in the case of the health control of a 
judge it is necessary to fix at the legislative level the passage 
through the medical expert commission not only of the 
applicant, but also of the acting specialist at least twice a 
year, provided that the composition of the commission 
should be new every time. Compulsory paid laboratory 
and instrumental testing – in such cases very modern 
equipment, high quality reagents and high resolution 
of the equipment are used. There is another unpleasant 
effect here – deliberate dissimulation (hiding an existing 
health disorder with either medication or deception). For 
this reason, these surveys should be conducted at least 
twice a year. There may also be a corruption component 
in the dispensary process because the financial status of 
the doctor and the judge’s one cannot be compared today. 
Experts should include as many doctors of different spe-
cialization as possible, and in our opinion, it is possible to 
invite foreign specialists. It is not difficult to examine such 
a small group of professionals, because the state and social 
responsibility of judges is extremely high.

It should also be noted that a judge’s health status can 
negatively influence not only the quality of performing 
one’s professional function, but also contribute to the dete-
rioration of the judge’s health. A common example: a judge 
with type 1 diabetes requires periodic insulin injections, 
which should be followed in some cases by food. The court 
hearing may be delayed and the time for receiving the 
appropriate injection is over. Failure to receive a medica-
tion on time by a judge can have the most negative health 
effects. This should be provided by endocrinologists caring 
for such a patient and should be given prolonged insulin 
action if a dose is selected. But again, the problem is that 
dose selection is not a simple mathematical action. The 
patient should be examined in a stationary setting, blood 
glucose monitored while the use of prescribed doses of 
new insulin, and the body’s reaction to be expected. These 
appointments can then be corrected, or generally returned 
to the primary doses of simple insulin. This process is a 
great stress for the body and requires a certain amount of 
time, during which it is very difficult and contraindicated 
to engage in intense professional workload.

The foregoing updates the issue of the introduction of a 
judge’s health monitoring system in Ukraine, which, first, 
will provide for a list of diseases that negatively affect (or 
may affect) the quality of the judge’s professional functions.

There may be several ways to resolve such issues. First, 
the periodic medical examination of the judges by a panel 
of doctors. We have already stated that. Provide that the 
judge periodically must undergo a medical examination 
and submit a certificate of his/her health status to the High 
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Council of Justice as the authority empowered to decide on 
the dismissal of the judge on the health status basis. An-
other way, when competing for position the judge provides 
information about his/her doctor and signs up the consent 
to the doctor’s disclosure of the patient’s health status at 
the request of the High Council of Justice (this path, in our 
opinion, is more promising because it eliminates risks of a 
formal approach and may be involved situationally when 
the person responsible for the staff of the court personnel 
has reasonable grounds for suspecting that the health of the 
judge interfere the performance of justice). But in this case 
the question arises: “What doctor? Is it that doctor, who 
the consent was signed with?” It is impossible to do this, 
because doctor’s specialization should be narrow enough for 
a specialist to treat a certain disorder. There is no isolated 
disease of only one organ or one system. All other organs 
and systems are suffering to compensate an existing prob-
lem. How could a therapist give such messages if it is related 
to a surgical problem (blood vessels, gastrointestinal tract, 
urinary system, sexual disorders, etc.)? Then an agreement 
should be concluded with each specialist (otolaryngologist, 
ophthalmologist, neurologist, geneticist, surgeon, endocri-
nologist, infectious specialist, cardiologist, etc.). Again, the 
statement “expert medical commission and its conclusion” 
is arising. But in both the first and second cases there must 
be at least a formal list of diseases approved by the Ministry 
of Health, the presence of which testifies to the inability of 
the person to perform justice.

Judges in Ukraine today are not provided with adequate 
guarantees of protection, cases of assault on judges, caus-
ing them physical and mental injuries, even death, have 
increased. The law set that the life and health of judges 
are the subject of compulsory state insurance, which is 
provided at the expense of the Social Insurance Fund on 
accidents and occupational diseases. The occurrence of an 
insured event involves certain material payments and social 
services. Therefore, of course, a judge who has a chronic 
illness and wants to be dismissed is himself interested in 
finding his illness to be professional or injury (physically or 
mentally) to be professionally conditioned. However, due to 
the lack of clear criteria of understanding a professionally 
caused injury or occupational disease, a judge may be able 
to predict difficulties in law enforcement. Ukraine is not the 
only example of it. For instance, a Paris court categorized 
the death of an employee who had been on a business trip 
and died while having sex with a stranger as “an accident at 
work.” The court referred to the rules of the law that made 
the employer liable for any situations that might occur with 
the employee during a business trip [15]. Manchester court 
has found a company guilty of dismissing an employee for 
over 97 days on sick leave due to a depression illness that 
resulted from one’s work with a company troubled soft-
ware. The court did not accept the employer’s argument 
that the employee was offered other vacancies that did not 
require the use of problematic software, and the fact that 
to retain an employee who was seek leave for a long term 
is economically unprofitable [16]. However, this example 
demonstrates that deciding whether to dismiss for reasons 

of inability to perform professional functions due to the 
health status should be preceded by a set of measures to 
protect the human right to work, in particular finding the 
best balance between the interests of an employee who 
has certain health problems and  an employer’s interests. 

In our view, the dismissal procedure in the ground of 
health status will be a fair enough if, first, it is based on 
facts and not on presumptions. It means that a qualified 
(medical) commission determines that (a) the person’s 
illness does not allow one to perform professional functions 
effectively; (b) it is impossible to predict when a person is 
recovering (or at all if it is possible); (c) the employer has 
no other position that is appropriate for the employee’s 
qualifications (see EAT Decision in Merseyside & North 
Wales Electricity Board v Taylor [1975] ICR 185).

Secondly, the procedure of dismissing a judge meets the 
criterion of legal certainty. In particular, the list of diseases/
defects/injuries, the presence of which indicates the pro-
fessional inability of a person to perform a certain type of 
activity. At the same time, these interferences should be 
objective, not subjective and without any risk of discrimi-
nation. For example, if a judge has been granted disability 
status, then he/she cannot be dismissed because the court 
building is not adapted for wheelchair use. Trauma, such 
as a leg one, is unlikely to interfere with the administration 
of justice, but a spinal injury may interfere if the person is 
bedridden, but the question of dismissal can only be raised 
after the responsible (medical) commission concludes that 
it is impossible to predict the terms for which recovery 
will take place. In other words, the nature of the illness, 
the prospect of recovery and the return of professionally 
important qualities (physical and mental capacity) to a 
judge should be considered (see SCIH 91 BS v Dundee 
City Council (2013).

The critical number of days of absence at the workplace 
to initiate a dismissal procedure should be clearly identi-
fied (see EAT Decision in Spencer v Paragon Wallpapers 
Ltd [1977] ICR 301). This authority is entirely at the dis-
cretion of the State as the employer of the judge. There is 
no universal term in world practice. For example, under 
the Fair Work Act an employee is protected from dis-
missal when temporarily absent due to illness or injury 
unless the employee’s absence on unpaid personal/carer 
leave extends for more than 3 months, or total absences 
of 3 months within a 12-month period. Many State and 
Territory workers compensation laws also prohibit the 
termination of an employment by the employer within a 
specified period where the sole or primary reason for the 
dismissal is because of the employee’s absence. The speci-
fied period can range from 6 months (under NSW law), to 
12 months (under Queensland law), or indefinitely (under 
South Australian) [17]. We believe that in cases where it is 
difficult to determine the prospect of recovery for a judge, 
the alternative should be used: either dismissal for health 
reasons, or suspension a term of authorities for no more 
than one year. The right to choose the decision must be 
vested in the judge. If, after a prolonged illness, the judge 
receives the medical panel’s conclusion that his/her health 
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and the increasing the amount of adrenaline and cortisol, 
which, in turn, is a very dangerous risk factor for the car-
diovascular system, as well as smoking.

The most common somatic expression of stress are a 
sudden increase of blood pressure accompanied by a feel-
ing of heat; pain of different intensity, which is most often 
felt in the head area (by the type of migraine, sometimes 
dizziness) and neck, in the heart (increased palpitations or 
arrhythmias) and in the abdomen (imitate pain in peptic 
ulcer); shortness of breath, foreign body sensation in the 
throat, sudden loss of voice; appetite disorders - from com-
plete rejection of food to attacks of uncontrollable appetite; 
sleep disorders - insomnia or, conversely, drowsiness, and 
sleep becomes anxious and restless due to unpleasant 
dreams; various sexual problems. In regular life it is ex-
pressed by the loss of interest to work, the desire to fulfill 
one’s duties formally, without interest in the outcome, and 
in some cases, the disgust to work. Because of it, judges have 
self-doubt, a decline in professional self-esteem, doubts and 
hesitation while making independent decisions.

In the Netherlands the research has been conducted 
not only on health risks such as professional burnout 
(“tension hypothesis”), but also on positive aspects of the 
judge’s work, such as involvement in work (“motivational 
hypothesis”). Various studies in other countries show that 
judges are at a significantly higher risk of stress, burnout or 
secondary injury influence (more relevant to the criminal 
side of the legal field) or already suffer from them [18].

The work of a judge is one of the highly stressed ones, 
the consequences of which are alcohol or drug addiction in 
some cases. According to research by American scientists, 
lawyers are three times more likely to suffer from depres-
sion than representatives of other professions. One in four 
lawyers suffers from psychological stress, including feelings 
of inadequacy, inferiority, anxiety, isolation, and social 
alienation. As a result, the level of drug addiction among 
lawyers is twice as high as that of the entire US population, 
and male lawyers are twice as likely to commit suicide as 
men in the general population. In the legal profession of 
this country, alcohol abuse reaches 20%. Reports from 
help programs for US attorneys show that 50% -75% of 
discipline violation cases in legal practice are related to 
drug addiction [19].

In the light of the mentioned above, we consider it to be 
a fair practice to legally prescribe the powers of the High 
Council of Justice to require a judge to obtain an opinion 
from a narcologist and psychiatrist, but only in the context 
of a judge dismissal proceeding on the ground of his health 
status. Sometimes it is necessary to find out the fact of a judge’s 
health deterioration due to his own actions, rather than the 
influence of negative factors of the profession. In our opinion, 
before visiting these specialists by the patient (judge), medics 
should be silently present at the trial of a judge and objectively 
determine the true mental state of the person beforehand, 
since there is again the possibility of deliberate stimulation 
when attending such specialized doctors.

Fourthly, there is a mechanism for appealing the decision 
of the competent authority on dismissal for health reasons 

is in line with the requirements of the profession, the judge’s 
authority must be renewed (see EAT Decision in Cooper 
v Balfours Bakery Pty Ltd).

In addition, the procedure for establishing the grounds 
for dismissal of a judge for health reasons itself must be 
concrete, clear, and explicit. That is, the authorized entity 
entrusted such a decision making is identified, the method 
of obtaining information about the health of the judge (see 
Fair Work Commission (FWA) decision in Chetcuti v Coles 
Group Supply Chain Pty Ltd) and the entity, competent in 
determining a judge’s suitability for justice due to the health 
status; the order of initiation (the subject of appealing to 
the High Council of Justice) and the order of studying  
the matter essentially; ensuring guarantees of the right to 
work and protection against discrimination on disability.  

Third, the issue of financial compensation is analyzed. That 
is, the cause of illness/defect/trauma occurring is evaluated, 
which interfere him/her being a judge, which will confirm 
(refute) the nature of professional cause (and not, for exam-
ple, heredity, genetic predisposition or development due to 
abuse) of illness or injury (physical or mental). If the nature 
of the illness or injury is determined to be professionally 
caused, additional guarantees of financial security and social 
protection should be applied. In addition, the employer (for 
judges the employer is the state) should have additional obli-
gations to take measures in preventing occupational diseases 
and injuries, that is, to prevent the psychotraumatic effects 
of professional stress factors, as noted above.

Another problem is a situation in which damaging health 
is due to the performance of professional functions or, for 
example, inadequate working conditions. In addition, the 
profession of judge is associated with constant stressful 
situations, so the question on development of a program 
for the prevention of psychotraumatic impact of factors of 
professional stress.

So-called “occupational diseases” in legal profession 
have not been established yet. But there are already such 
health disorders that are quite common among lawyers 
who work as judges. Working as a judge is very difficult 
because the parties’ competitiveness in any of the lawsuits 
is based on a conflict that creates certain types of emo-
tions: anger, fear, excitement, disgust, anxiety - all of them 
cause stress. At the mental level, the most typical signs of 
prolonged stress and accumulated different emotions are 
unmotivated anxiety, depressed mood, which can lead to 
depression, mood swings, unreasonable irritability and 
conflict, emotional coldness, indifference and hostility 
with people. These processes are caused not mainly by 
external circumstances, but more by a disturbed internal 
psycho-emotional state. Traditionally, depression and 
hostility always coexist. When a person is in such a state, 
it is important what exactly will prevail: if one is depressed, 
that can develop into apathy or emotional dullness, and 
if hostility is taken place - dysphoria develops (profound 
disturbance of the emotional sphere of mental activity). 
Biochemically, in case of presence of such changes in the 
body there is an increase in the content of proteins in the 
blood, which are responsible for the inflammatory response 
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of population’s confidence that justice is performed by 
adequate judges; 4) to protect from the deterioration of 
health through the work of a judge a person who already 
has certain diseases. Such a list must be developed jointly 
by medical and judicial professionals;
• �psychodiagnosis should be a mandatory part of assessing 

a person’s suitability for performing of judicial authority. 
Depending on the features of the appointment of a judge 
in the country, it may be part of a medical examination 
or a separate procedure in the competition process for a 
judicial position;

• �the dismissal procedure of a judge on medical grounds 
must be in line with the following criteria of fairness: (a) 
to be based on indisputable facts about the judge’s health 
status which is inappropriate for performing professional 
functions, as confirmed by the medical opinion of the 
expert medical commission; (b) to be legal, that is, the 
law defines the procedure for initiating the dismissal of 
a judge on medical grounds; the examination procedure 
is substantially ensured by guarantees of competitive-
ness, openness, reasonableness and protection against 
disability discrimination; a mechanism of appealing the 
decision on dismissal due to health status should be set; 
(c) financial compensation if the health status has become 
unsuitable for performing professional functions as a 
result of an occupational illness or injury is provided;

• �implementation of the program of prevention of psy-
chotraumatic influence of occupational stress factors on 
judges is relevant.
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INTRODUCTION
Professional risk is a multifaceted and complex phenome-
non that has different aspects and levels of manifestation. 
Among the most occupational risky areas, medicine is 
rightly identified, noting that physicians ‘are employed to 
diagnose our ills (take a risk, for they might be wrong), 
decide on treatments (e.g. particular pills and dosages) 
and make many other decisions (e.g. decide when it is 
appropriate to discharge patients)’, as well as nurses, ‘who 
have to make judgments, also known as ‘risk decisions, 
irrespective of their specialty, level or experience’ [1, p, 9]. 
Occupational (clinical) healthcare risks should be under-
stood to mean risks arising directly from the delivery of 
medical care [2, p. 11]. By contacting infectious patients 
and their sometimes aggressive relatives on a daily basis, a 
healthcare professional is at risk not only of becoming ill, 
but also of being offended, beaten, etc. Harmful factors in 
the work process of a healthcare worker, which negatively 
affect his body, as well as the process of saving the life and 
health of another person, lead to the fact that healthcare is 
a ‘double-edged sword’, which poses risks for the life and 
health of both the patient and the healthcare professional. 

And if too much research is devoted to patient risk, the 
other topic is often overlooked. 

THE AIM
The purpose of this study is to identify the types of oc-
cupational risks for healthcare professionals working in 
the countries of the Eastern Europe, the causes of their 
occurrence, the study of the legislative system of these 
countries, according to which healthcare professionals may 
be prosecuted/not prosecuted for harming their patients 
and court practice in this area. 

MATERIALS AND METHODS
This research is based on Belarusian, Moldavian, Russian 
and Ukrainian regulations, ECHR decisions, research 
papers. In addition, the statistics of the World Health 
Organization (WHO), the National Institute for Occu-
pational Safety and Health, the statistical data of the state 
institutions of Belarus, Moldova, Russia and Ukraine, 50 
sentences from the national courts practice of Ukraine and 
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Russian Federation have been used, as well as doctrinal 
ideas and views on this issue. 

The article is based on dialectical, comparative, analytical, 
synthetic, statistical and complex research methods. 

REVIEW AND DISCUSSION 
The field of healthcare assistance and medical services is 
extremely important to ensure the life activity of any person 
and society as a whole. At the same time, this area is associ-
ated with continuing professional risks. ‘Healthcare workers 
face a wide range of occupational hazards, including sharps 
injuries, harmful exposures to chemicals and dangerous 
drugs, back injuries, latex allergy, violence, and stress. Al-
though it is possible to prevent or reduce healthcare workers’ 
exposure to these hazards, healthcare workers continue to 
experience injuries and illnesses at the workplace. Cases of 
healthcare workers’ nonfatal occupational injury and illness 
are among the highest in any industry sector’1 [3]. 

It should be noted that in the contemporary scientific 
literature, the concept of ‘occupational risk’ in healthcare is 
usually used in two meanings. Some researches attribute the 
occupational risk of a healthcare professional to circumstances 
that exclude crime. Other researchers view occupational risk 
as a detrimental effect of adverse labour conditions on the 
health of a healthcare professional, which sometimes leads 
to his/her disability or temporary disability [1; 4]. In other 
words, the causes of occupational diseases of physicians, 
their types and means of prevention are investigated. All risks 
encountered by healthcare professionals are also grouped by 
different criteria. Thus, N. Ulutasdemir, F. Tanir state: ‘The 
health-related risks associated with health professionals can 
be grouped by psychosocial, physical, biological, chemical 
and ergonomic factors. The American National Institute 
for Occupational Safety and Health has reported 29 types of 
physical, 25 types of chemical, biological 24 varieties, 10 and 
six types of ergonomic and psycho social hazards and risks’ 
[4]. There are other classifications of occupational health risks. 

To achieve the goals of our article, we suggest subdividing 
risks into 2 main groups: 1 - occupational risks caused by 
the impact of the work process and posing a risk to the 
lives and health of healthcare professionals; 2 - the risks of 
criminal liability of a healthcare professional for causing 
harm to patient’s life and health. 

We will investigate the above mentioned risk groups in 
more detail in the territories of Eastern European countries 
such as the Republic of Belarus (hereinafter - the RB), the 
Republic of Moldova (hereinafter - the RM), the Russian 
Federation (hereinafter - the RF) and Ukraine. 
1. ��Occupational risks that are caused by the impact 

of the work process and posing a risk to healthcare 

professionals live and health. This group of risks is 
nothing but healthcare professionals running the risks 
of occupational diseases and of violence by patients and 
other persons. In accordance with the Report of 2002 
to the Occupational Safety and Health Convention, 
22.06.1981, No. 155, the term ‘occupational disease’ 
covers any disease contracted as a result of an exposure 
to risk factors arising from work activity. 

Subject to the nature of the working process conditions 
that adversely affect the life and health of a healthcare 
professional, we propose to subdivide these risks into: 1.1. 
Threats to infect an employee involved in care of patients 
with infectious diseases. 1.2. Threats of physical abuse 
by patients/their representatives or by third parties. 1.3. 
Threats to psychological health associated with working 
in conditions of increased responsibility and psycho-
emotional stress. 1.4. 1.4. Health hazards for a healthcare 
professional due to both adverse working conditions and 
health equipment shortages. Our classification does not 
claim to be logically complete, because it is sufficiently 
conditional, as the risks often complement each other.
1.1. �Threats of contracting an infectious disease by a 

healthcare professional involved in the care of patients 
with infectious diseases. The official statistics on the 
incidence of infectious diseases in the population of 
Eastern Europe, as noted by the absolute number of 
researchers, do not coincide with the real indicators 
for a number of reasons. Therefore, a healthcare 
professional is constantly at risk of contracting an 
infection. 

Thus, according to the WHO official data, in 2017, 10 
million people contracted tuberculosis (hereinafter TB) 
and 1.6 million died from the disease [5]. In the RM the 
global TB incidence in 2017 totaled 83.3 per 100 thousand 
population, in Ukraine - 63.9 per 100 thousand, in the 
Russian Federation - 48.3 per 100 thousand, while in the 
RB - 24.3 per 100 thousand [6; 7, p. 29; 8; 9, p. 182].  Thus, 
in Ukraine TB is consistently ranked 1st in the structure 
of occupational diseases among healthcare professionals 
(87.7% on average over 15 years) [10, p. 12]. A similar 
situation is observed in Russia, where respiratory TB is the 
main disease among medical professionals and its annual 
rate exceeds 80% [11, p. 158].  It is interesting to note that 
occupational TB incidence in the RB tends to decrease: in 
2016 compared to 2010, the number of health workers who 
contracted this disease dropped from 94 to 56 people [12, 
121].  Statistics show that there is no incidence of TB among 
medical workers in RM [13].2 Although any healthcare 
professional working in general health care facilities runs a 
risk of occupational TB infection, healthcare professionals 
working at anti-TB facilities are referred to the highest 

1 �Healthcare professionals face a wide range of hazards at work (injuries, chemicals, drugs, back injuries, latex allergy, violence and stress, etc.). Cases of 
occupational injuries and non-fatal illnesses among healthcare professionals are among the highest in any industry [3].

2 �This situation, according to Moldovan researchers, can be explained by the fact that in the RM they generally do not recognize such cases as occupational 
diseases. In addition, there is no possibility to recognize professional disease even through legal actions [14]. So we can talk about the lack of proper 
accounting.
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risk group. For example, in Ukraine this group accounts 
for 70-95% of cases annually. Most often these are: nurses 
- 37.9%, doctors - 13.7%, paramedics - 5.6%, laboratory 
assistants and hospital attendants - 6.5%. There are also 
individual cases of infection among medical endoscopists, 
radiologists [10, pp. 8, 13; 15].  A medical worker may 
contract TB through contact with an infectious patients 
or infected materials. 

An exceptional threat to human life and health are 
such viral infections like HIV/AIDS, B and C hepatitis. 
These nosological forms are next to the threat to human 
life and health. According to the WHO data as of 2017, 
approximately 325 million people worldwide are living 
with chronic B hepatitis (HBV) or C hepatitis (HCV) [16]. 
The prevalence of this infection in Eastern Europe is quite 
significant, although there is a tendency of its gradual 
reduction. As early as 2017, HBV/HCV incidence rates 
were as follows: in Belarus - 3.2 (overall); in Moldova - 
0.57/1.32; in Russia - 9.57/34.63; in Ukraine - 3.54/122.7 
per 100 thousand population [9, 180; 11, p. 132; 17; 18, 
p. 26; 19, p. 18]. However, these indicators are exceeding 
those of other European countries.

The risk of contracting these types of infections includes 
physicians who are in immediate contact with patients’ 
blood: surgeons, dentists, resuscitators, obstetricians, 
physicians of hemodialysis units, laboratory assistants, 
operating and procedural nurses. Pathways for HBV and 
HCV contracting are hematogenic (through blood), using 
non-sterile needles or other carelessly disinfected medical 
tools, and contact one – during direct contact of the 
employee’s mucous membranes with the fluids of patients 
or infected persons. It is interesting that the share of viral 
hepatitis in 2012–2017 in the Russian Federation accounted 
for 3.4–11.5% of health workers cases of occupational 
diseases (2017 - 9.86%) [11, p. 158].  However, one can 
claim there is statistical latency of this disease among 
physicians and nursing staff in all the countries studied 
which is due to the peculiarities of the clinical course of 
this infectious disease, which can be asymptomatic for a 
long time.

According to the WHO European Regional Office, 
130,861 new HIV patients were identified in Eastern 
Europe in 2017, of which 104,402 were in Russia. According 
to experts, in the Russian Federation there are 71.1 HIV 
patients per 100 thousand people. Ukraine accounts for 
37 cases, the Republic of Belarus – 26.1 and the Republic 
of Moldova – 20.6 [20, p. 42]. However, official data does 
not reflect the true scale of the epidemic, as information 
is available on the number of people who have been tested 
for HIV antibodies only and who have been detected as 
infected. In fact, the number of infected persons is much 
higher and they are not aware of their status, since for 
some time HIV infection may be asymptomatic [21, pp. 
23–24]. That is, it is not difficult to imagine how often 
healthcare workers are exposed to the risk of infection, 
especially during occupational injuries (for example, when 
a health worker is injured with non-sterile needles after 
manipulation, with ampoules, cutting or piercing tools) or 

through direct contact of health workers with the mucous 
membranes of AIDS patients and HIV-infected individuals 
not receiving antiretroviral therapy. Nurses working in 
hospitals rendering assistance to HIV-infected individuals 
and in outpatient care units, as well as ambulance health 
workers are most often exposed to risk of occupational 
HIV disease. Surgeons, operating nurses and gynecologists 
also belong to higher risk group. However, official statistics 
operates with extremely low indexes. Thus, ‘in Ukraine 
in 1987-2013, there were officially registered 3 cases of 
occupational HIV infection of healthcare workers (before 
1997 – 1 case, in 2004 – 1, in 2005 – 1), which is 2.1 per 
100 thousand of the relevant professional group’ [22, p. 
9].  The situation in other countries of Eastern Europe is 
even worse. For the period 2010-2017, there is no known 
case of recognition of health workers incidence working in 
Russia, Belarus or Moldova contracting HIV infection as 
an occupational disease. According to the researchers, this 
may be explained by the difficulties that arise in proving the 
fact that the contracting of HIV infection by a healthcare 
professional occurred as a result of their professional duties 
[22, p. 9], as well as the legal insecurity of such a worker 
by the state. A doctor with such a diagnosis is unlikely to 
remain at work. Employers do not take into account the fact 
that a significant number of patients who are treated daily 
by healthcare providers have a hidden HIV diagnosis. An 
HIV-infected doctor not receiving antiretroviral therapy 
is considered to be a threat to his patient, not the other 
way around. 

Medical workers also suffer from hospital-acquired 
infections (pneumonia, purulent, acute intestinal 
infections, etc.). Thus, in the departments of purulent 
surgery, 63% of the medical staff each year suffer from 
purulent-inflammatory infections [23, p. 32].  They face 
daily (especially ambulances, therapists and pediatricians, 
otolaryngologists and dentists, etc.) and SARS, herpes, 
especially type I and II, staphylococcal and streptococcal 
infections, fungal lesions, etc. But there is no statistical 
accounting of medical personnel getting infected with 
these pathogens. 
1.2. �Threats of physical abuse by patients/their representatives 

or by third parties. In recent years, the Eastern 
European medical community has been concerned 
about the annual increase in the number of attacks 
on health workers. Thus, according to the official data 
of the Ministry of Health (hereinafter - the MOH) 
of Ukraine from 2013 to 2017, the total number of 
reported infringement on life and health of medical 
workers of the emergency medical care system alone, 
was 543 cases, 2 of them led to disability and 3 – to the 
fatal outcome [24]. In 2018 alone, 152 attacks on health 
workers were reported by the MOH press service in 
Ukraine [25]. The Ministry of Health of the Russian 
Federation also reported that in 2010-2016, there were 
registered about 1,226 attacks on health workers in the 
course of their duties. In 2016, a tendency of increase in 
the number of assaults was observed [26]. The situation 
in Belarus and Moldova is not much better, however, 
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official statistics of this type of offenses is not kept there 
[27]. In addition, there is every reason to believe that 
the figures are significantly underreported, as health 
professionals often do not turn to law enforcement 
authorities. Case law analysis shows that they are 
most often inflicted injuries of varying degrees of 
severity and they are subject to assaults with the 
purpose of drugs seizure [28]. Quite often, such acts 
are performed by patients who are prone to aggression 
(intoxicated [29], under the influence of drugs or other 
psychotropic substances, and persons who have already 
served their sentences in prisons or the mentally ill 
persons). Emergency medical team doctors and duty 
doctors in the reception units of medical institutions 
are at high risk. There are individual cases of harming 
nursing health. For example, a citizen of Ukraine 
was convicted for a set of crimes under Part 1 of Art. 
122 of the Criminal Code of Ukraine (intentional 
moderate bodily harm) and Part 1 of Art. 296 of the 
Criminal Code of Ukraine (hooliganism), for  being in 
the reception room of the children’s clinical hospital, 
he broke the window of pediatric seat, causing the 
nurse slight bodily injury, and unreasonably struck a 
doctor in the face who ran out of the office on hearing 
the noise, inflicting him moderate bodily harm [30]. 
There is also a tendency of the increase in the number 
of attacks on emergency medical teams on the streets 
of Eastern Europe. In particular, conflicts over parking 
space, when entering/leaving an ambulance, are not 
uncommon. Owners of private cars can start a fight 
not only with the drivers of the ambulance, but also 
with its medical staff [31]. There are several reasons for 
the situation that has taken shape, in our opinion: 1) 
the decline of the authority of the health worker (the 
population begins to treat them as a staff, considers 
them to be corrupt, blames the inability to effectively 
and cheaply cure the patient). At the same time, not 
only patients but also their relatives or even outsiders 
behave aggressively; 2) understaffing of ambulance 
teams and as a consequence – their physical insecurity; 
3) low salary level, unregulated working day, which 
makes it impossible to treat a patient in attentive 
and caring manner; 4) permanent impoverishment, 
loss of cultural values of the population increases its 
aggressiveness. 

1.3. �Threats to psychological health associated with working 
in conditions of increased responsibility and psycho-
emotional stress. In Eastern Europe, the work of a 
healthcare professional is associated with constant 
stress. If we consider the unregulated working day, 
high physical activity and emotional exhaustion, low 
salaries, it is not surprising that the medical worker 
often has signs of a symptom of ‘mental burnout’. 
The effects of the syndrome affect both mental and 
physical health as well as the quality of life and the 
effectiveness of a physician’s work, which can cause 
a loss of professional competence. Alcohol abuse is 
often a way to overcome the stress. It is claimed that 

5-7% of physicians have a severe form of alcoholism. 
According to the academician of the RAMS P. Sidorov, 
only 10-12% of doctors do not use strong drinks in 
the Russian Federation. And researchers at the Mayo 
Clinic (USA) found a link between educational level, 
occupation, and risk of Parkinson’s disease: the average 
lifetime probability of the disease is 2%, but only 1% 
for people engaged in physical work. For physicians, 
the index is 4%! [32]. 

1.4. �Health hazards for the healthcare professional are 
associated both with adverse working conditions and 
health equipment shortages. Among the diseases 
of healthcare professionals in Belarus, Ukraine 
and Russia, the 2nd and 3rd places share allergies, 
intoxication and diseases of the musculoskeletal 
system [10, p. 12; 33, p. 70]. We do not provide relevant 
percentages, as official statistics is not publicly available 
(except Russia). However, the literature sources note 
that ‘occupational allergy accounts for 22.6% of the 
total number of diseases in healthcare professionals. 
One of its common manifestations is bronchial 
asthma. It is followed by allergies to medicines and 
skin diseases’ [32]. 

Separately, it is worth to note that technologies used in 
medicine and increasing opportunities for diagnosticating 
and treatment are also dangerous. An example of this 
could be the accident that occurred in the intensive care 
unit of the city hospital in Lugansk city (Ukraine) caused 
by the explosion of an oxygen-air balloon which resulted 
in the death of 16 people, 4 of whom were health workers 
[34]. The health of medical staff in operating theaters and 
biochemical laboratories is adversely affected by chemicals 
(halothane, acetic acid, formaldehyde, phenol, ammonia, 
oxygen chloride), the concentration of which often 
exceeds the permissible limit. Ionizing radiation, which 
can cause leukemia, skin tumors in radiology laboratories, 
radiotherapy departments, surgeons of radiological 
teams, occupies a special place among the physical factors 
that pose a risk to the health of healthcare workers. 
On the background of contemporary knowledge about 
radiological protection it becomes especially hazardous 
when using malfunctioning equipment, or equipment 
with expired operation life, during emergency situations. 
2. �The risks of criminal liability of a healthcare professional 

for causing harm to a patient’s life and health. Receiving 
medical care/services, despite all current protection 
measures, the patient is also exposed to risk. Many 
of them are inherent to therapeutic and diagnostic 
activities, and it is almost impossible to get rid of them. 
But at the same time, the risk-benefit ratio should be 
optimized, while minimizing the first one to provide the 
expected level of care (service). Usually, the likelihood 
of adverse effects increases with surgery, therapeutic 
treatment, blood transfusion or blood donation, 
during medical experiments and the like.  As A.M. 
Serdyuk, states ‘The magnitude of the harm to patients 
in the process of providing medical care is evidenced 
by the data given in the the Helsinki Declaration on 
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Patient Safety in Anesthesiology: annually around 230 
million patients undergo anesthesia in major surgeries 
worldwide. These measures cause about 7 million severe 
postoperative complications, which in almost one 
million patients result in death (about 200,000 deaths in 
Europe)’ [35, p. 18].  Researchers also note that according 
to the WHO, an average of 8.4% of patients record 
hospital-acquired infections, which often cause their 
death. In general, their mortality rate is 10 times higher 
than in individuals without such infection [23, p. 32]. 
3  A separate risk group relates to adverse (undesirable) 
drug response (hereinafter referred to as ADR). 
According to epidemiological studies conducted in 
many countries, there is a predominance of predictable 
(dose-dependent) responses (75–80% of all ADR). For 
example, in Ukraine, ADR B type (‘bizarre’, that is, 
unpredictable, dose-independent responses) occur in 
40% of cases. 36–47% of all ADR cases report serious 
in-hospital reactions depending on the department 
profile, with 73% of incidents requiring hospitalization 
or its continuation (1.8–1.9% of ADR resulted in patient 
death) [36, p. 75-77].  Therefore, the most common 
negative consequences for a patient with medical 
intervention are infection, complication of the existing 
disease or/and his/her death. In such circumstances, the 
issue of criminal liability of a medical professional arises. 
That is, the negative consequences are borne by the both 
parties. But the opinion of those researchers who claim 
that healthcare workers are often criminally prosecuted 
seems to be groundless [37]. 

In particular, in order to prosecute a medical professional, it 
is necessary, at first, to exclude a possibility of the presence 
of a justifiable medical error, an extreme necessity, a 
risk related act (justifiable risk) and a casus (fortuitous 
event). And secondly, to establish and prove a number of 
mandatory signs of a specific crime, which is seen in the 
actions of a person. 

So, let us consider the first part of the circumstances, 
which exclude the possibility of criminal prosecution. A 
medical error is excusable if a healthcare professional, due 
to his/her careful and conscientious attitude to the work, 
could not avoid the errors due to some objective and/or 
subjective reasons.4 

Urgent need, based on criminal law, means of causing 
harm to the lawful interests in order to eliminate a danger 
directly threatening a person or a person’s or other persons’ 
rights protected by law, as well as public or national interests 

if this danger could not be eliminated by other means in 
these circumstances and if there was no exceeding the limits 
of extreme necessity herewith. 5 This circumstance, which 
eliminates the crime of action, occurs in the conditions of 
the ambulance (urgent medical care), when the actions of 
health workers are aimed at eliminating the danger that 
directly threatens the person at the moment. For example, 
in situations of anaphylactic, traumatic shock, hypertensive 
crisis, clinical death, snakebite, angioneurotic edema, etc. In 
particular, proper performance of indirect cardiac massage 
leads to fracture of the patient’s ribs. A more difficult option is a 
situation when a pregnant woman is delivered unconscious to 
a physician but with great blood loss. In these circumstances, 
if the fetus threatens the life and health of the woman, a 
physician will save the latter, performing an induced pregnancy 
termination.

Therefore, in order to exclude the possibility of criminal 
prosecution, it is necessary that: 1) the danger should be real; 
2) the situation should require emergency medical assistance, 
which would cause harm to a patient’s health; 3) the non-
infliction of this harm should threaten with more serious 
consequences for the patient’s health or even life; 4) it should 
not possible to eliminate the danger under the conditions. 

Risk-related action (justifiable risk) takes place in situations 
where socially dangerous consequences are the result of actions 
taken by a healthcare professional to achieve a meaningful 
socially beneficial purpose6. In this case, such actions will be 
considered valid only if the following conditions are met: 1) 
the harm was caused in order to achieve a significant socially 
beneficial purpose: for the sake of saving human life and health 
or developing medicine; 2) this goal cannot be achieved by 
traditional means. If help could be rendered in a traditional, 
non-risk-based way, then such actions are considered criminal; 
3) the healthcare professional has taken all possible actions to 
prevent potential harm to the patient’s life and health; 4) the 
patient is fully aware of the likelihood of adverse effects and 
voluntarily consented to the risky actions. The latter condition 
is particularly separately emphasized by Art. 5 of 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-164) 
1997 [39].7 In addition, it also provides for a situation where the 
patient is unable to provide such consent due to being under 
age, incapacity or inability to give his/her consent for health 
reasons (Articles 6, 7 of the Convention, etc.). Although the 
said Convention does not contain a direct indication of the 
possibility of the protection of violated rights and freedoms 

3 �Newborns are most affected by hospital-acquired infections. Thus, in 8 regions of the former CIS, the mortality from nosocomial infections at neonatal 
pathology units reaches 46.6% among the newly born babies. 21,9% of the operated children of the older age who stay in surgical hospitals, develop 
contracted intra-hospital infections. Also quite high rates are observed among adult patients (15-36% among women in labor and patients in surgical 
departments) [23, 32].

4 �See more in detail ‘Medical Error and Liability for It in Some Post-Soviet Countries (Belarus, Kazakhstan, Moldova, Ukraine’ [38].
5 �Art. 36 of the Criminal Code (hereinafter, the CC) of RB, Art. 39 of the CC of RF, Art. 38 of the CC of RM, Art. 39 of the CC of Ukraine.
6 �Art. 96 of the CC of RB, Art. 41 of the CC of RF, Art. 40 of the CC of RM, Art. 42 of the CC of Ukraine.
7 �As of February, 2019 The Convention on Biomedicine was signed and ratified by 29 states (including the Republic of Moldova), and 6 – signed it only 

(Ukraine among them). Belarus and Russia did not even sign it [39].
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in the European Court of Human Rights (hereinafter referred 
to as ECHR), and the applicant cannot justify his/her claims 
by referring only directly to it, the Court itself has repeatedly 
referred to its rules in order to hear cases of violation of 
the Convention for the Protection of Human Rights and 
Fundamental Freedoms of 1950 or to protect biomedical 
human rights under Art. 2, 3, 6 and 8 of the 1950 Convention8. 
For example, in the case of ‘Glass v. UK’, the Court heard the 
case on the violation of the right to respect for privacy, namely 
consent to medical intervention. It stated that the decision to 
treat, when it contradicts the position of the patient (or his/
her legal representative), indicates that there is an interference 
with the right to respect for his/her private life and his/her right 
to physical integrity. It was also noted that consent should be 
voluntary, clearly expressed and informed [40].

It should also be noted that the occupation of a physician 
is associated with the need to experiment at times. The 
ability to use new methods, treatments and diagnostics, new 
drugs without fear of criminal prosecution is an important 
factor for the healthcare system development. Nowadays, 
there are often reports on designing new devices, implants, 
performing new surgeries, etc.9. The world is changing 
rapidly, the dynamics of the development of science and 
the emergence of new inventions are very fast indeed. 
WHO, as well as individual states, often have lack of time 
for relevant response and checking everything for safety. 
A striking example of this could be a study conducted in 
Germany and Switzerland. According to the data obtained, 
2/3 of the 40 tested nanoproduct manufacturing companies 
did not assess occupational risks for workers involved 
in production and the risks of causing potential harm 
to their consumers [41]. Instead, the legislation of the 
countries under analysis usually contains only outdated 
national programs that require intensive development of 
nanotechnology research and development. 10

At the same time, reports of illegal medical studies 
(experiments) appear periodically in online publications, 
especially regarding trials of new medications [42]. 
However, only in the Criminal Code of Ukraine there is 
a special regulation (Art. 142) on the illegal conduct of 
experiments on a person, but according to the Unified State 
Register of Judgments of Ukraine, currently, there are no 
sentences passed and served for this crime. 

It is also necessary to exclude the likelihood of a casus (accident) 
characterized by a lack of guilt of a healthcare professional. 
The most common causes of casus in healthcare are atypical 
disease due to individual features of the human body, unusual 
anatomical structure, congenital anomalies, allergic reactions to 
diagnostic manipulations and medications. The latter becomes 
more relevant and widespread, in particular, physicians witness 
a steady increase in allergic reactions, as described above. 

Only after the exclusion of the existence of these 
circumstances, lawyers can raise the question of the liability 
of a healthcare professional for the so-called ‘Medical crimes’11. 

Therefore, the risks that are caused by the activities of 
healthcare professionals and which pose a potential risk to the 
life and health of a patient, can lead to criminal liability of a 
healthcare professional. Therefore, adherence to the conditions 
put forward by the international community is not only able 
to protect the patient’s life and health, but also to safeguard it.  

CONCLUSIONS
Occupational healthcare risks should be considered as risks 
to the health and safety of a healthcare professional himself/
herself, and as the risk of criminal liability for causing harm 
to a patient’s life and health. The causes of occupational risks 
that cause harm to the life and health of a healthcare profes-
sional are: the high prevalence of infectious diseases; the use of 
faulty medical equipment or equipment whose service life has 
expired; unregulated working day, emotional exhaustion and 
low salaries; attending patients who are prone to aggression 
(including drug addicts, alcoholics, mentally ill persons) and 
dissatisfied with the scope of medical services, etc. The issue of 
criminal liability of a healthcare professional arises because of 
the negative consequences for the life and health of a patient 
and the presence of obligatory signs of a specific crime in 
a person’s actions. In this case, a medical excuse should be 
excluded, a casus, an emergency condition, or a justified risk. 
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INTRODUCTION
Infectious diseases continue to be a serious threat to the lives 
and health of many people, not only within a particular coun-
try or its regions, but globally. And in such circumstances, 
vaccines are the most important tool for preventing disease 
outbreaks and ensuring safety in the world [4]. According to 
the United Nations Children’s Fund (UNICEF) cases of the 
measles disease more than doubled since 2017, to 350,000 in 
2018. Many countries (Ukraine, Congo, Madagascar, Liberia, 
Somalia, Serbia, Georgia, Albania, Yemen, Romania) have the 
highest level of disease for this dangerous disease.

 However, according to the findings of WMA and 
UNICEF in 2018, every tenth child of the world missed out 
on potentially life-saving vaccinations for not only measles 
but also diphtheria, tetanus (almost 20 million people) [4].

Ukraine is at the top of the list of countries with the 
highest rates of measles incidence, which, despite vacci-
nation against this disease conducted in 2018 at 90% rate 
among infants, has created a threatening situation for the 
whole population. This is primarily the result of inadequate 
vaccination in recent years, which, for example, in 2010 
and 2016 did not exceed 29% rate with an increase in the 
number of people refusing vaccinations [5], that reduced 
collective immunity to catastrophic levels [6, p. 258]. 

Based on recent trends, measles outbreaks and other 
vaccine-preventable illnesses may become more common 

in the coming years. Even in countries where such illnesses 
are considered as eradicated or under control [7].

In the face of these real threats to people’s lives regard-
less of their place of residence, the most important issue 
of medical law is to develop an international standard of 
patient’s rights which will be common to many countries.

MATERIALS AND METHODS
General and special scientific methods (philosophical-dog-
matic, dialectical, logical-normative, system-functional 
and comparative-legal analysis, statistical and others) were 
used in this research,   along with: (1) the international 
legal acts (the Universal Declaration of Human Rights 
(1948), the International Covenant on Civil and Political 
Rights (1966), the European Convention on Human Rights 
(1950), Declaration of Lisbon on The Rights of the Patient 
(1981, amendments to 1995), the Convention on the Rights 
of the Child (1989), the Statement on Patient Advocacy 
and Confidentiality adopted by the 45th World Medical 
Assembly (1993), the Declaration on the promotion of 
Patients’ Rights in Europe (1994) (the Amsterdam Decla-
ration), European Social Charter, Convention on Human 
Rights in Biomedicine, adopted by the Council of Europe 
(1997), European Charter of Patients’ Rights (2002) (the 
European Charter) and others) on human (the patient’s) 
rights; (2) the legal status of the patient’s rights in differ-
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ent countries (Australia, USA, Poland, Serbia, Slovenia, 
Ukraine, France); (3) WHO statistics; (4) judicial practice, 
in particular  of the ECHR on the protection of patient and 
public interest of vaccination, and (5) the views, ideas of 
researchers about patient’s rights and public health.

The empirical basis for the study is the results of the au-
thors’ questionnaire of 120 individuals conducted in 2019, 
Kharkiv (Ukraine), the respondents’ group were: 60 parents 
of children aged 3 to 6 years; 60 young people between 18 
and 25 years old higher education students. The purpose 
of the questionnaire is to find out the attitudes of parents 
of children and young people to vaccination and issues 
related to their immunization rights.

REVIEW AND DISCUSSION
The standardization of health care services is a char-
acteristic feature of health care reform in Ukraine and 
other countries. This approach also contributes to the 
introduction of general public health rules for the inter-
national community, in particular, regarding vaccination 
against infectious diseases with respect for human values. 
And that is the purpose of the UNICEF, WMA and other 
international organizations. The patient as a subject of 
medical relations on vaccination against infectious diseases 
(immunization) is endowed with certain rights proclaimed 
and recognized at international and national levels. At the 
same time, the standards of the international concept of 
human rights are the basis for the patient’s relationship 
with healthcare institutions (doctor, other medical staff) 
[8, p. 1], enshrined in several international documents. The 
rights of the patient are implemented within the framework 
of medical relations concerning immunization from the 
moment of entry into force of a national law (legal act), that 
determines the procedure for organizing and carrying out 
this type of vaccination, and until its revocation. 

International standards of the patient rights’ in vaccina-
tion against infectious diseases are enshrined in: (1) the 
international agreements signed and ratified by signatory 
countries in accordance with national law; and (2) in other 
international legal acts, adopted by international insti-
tutions (UNICEF, WMA, etc.). They have different legal 
meanings: (a) obligatory (for implementation into national 
law and implementation into the health care system) if 
the patient’s international standards are enshrined in an 
international treaty ratified by a signatory state, that is, the 
treaty is recognized as a constituent of national law, and (b) 
advisory (in all other cases). However, international stan-
dards of patient’s rights are a model, a generally accepted 
rule in the medical field, a principle of medical activity in 
developed countries with an adequate level of human rights 
and freedoms and are independent of legal meaning. Such 
standards serve as a criterion for evaluating the quality of 
medical services and patient safety. 

International standards of patient’s rights are the rights 
proclaimed, in particular, in the Universal Declaration of 
Human Rights (1948): (а) «everyone has the right to life, 
liberty and security of person» (Art. 3), (b) «no one shall 

be subjected to torture or to cruel, inhuman or degrading 
treatment or punishment» (Art.  5), (c) «all are equal before 
the law and are entitled without any discrimination to equal 
protection of the law. All are entitled to equal protection against 
any discrimination in violation of this Declaration and against 
any incitement to such discrimination» (Art.  7), (d) «everyone 
has the right to an effective remedy by the competent national 
tribunals for acts violating the fundamental rights granted 
him by the constitution or by law» (Art. 8), (e) « no one shall 
be subjected to arbitrary interference with his privacy, family, 
home or correspondence, nor to attacks upon his honor and 
reputation. Everyone has the right to the protection of the law 
against such interference or attacks» (Art.  12), (f) «everyone 
has the right to a standard of living adequate for the health 
and well-being of himself and of his family, including …
medical care (Art. 25), (g) «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 others 
and of meeting the just requirements of morality, public order 
and the general welfare in a democratic society» (Art.  29) [9]. 

These international standards of patient’s rights are fun-
damental (universal) for any type of medical activity, in 
particular in relation to the vaccination of a patient against 
infectious diseases. Other international human rights acts, 
adopted later than December 1948, mostly clarify or comple-
ment some of these international standards. For example, the 
International Covenant on Civil and Political Rights (1966) 
specified the human right to life, with the refinement in p. 
1 of Art. 6: «every human being has the inherent right to life. 
This right shall be protected by law. No one shall be arbitrarily 
deprived of his life». In addition, Part 1 of Art. 24 the right 
of the child is stating that: «every child shall have, without 
any discrimination as to race, color, sex, language, religion, 
national or social origin, property or birth, the right to such 
measures of protection as axe required by his status as a minor, 
on the part of his family, society and the State» [10]. 

Vaccination against infectious diseases is a medical 
intervention in the patient’s personal life, therefore, the in-
ternational standards of patient’s rights are a guarantee that 
such intervention must be (a) solely in accordance with the 
procedures established by law, (b) with protection against 
illegal (baseless) interference, and (c) with effective resto-
ration of violated rights by the national courts. The social 
aspect of the spread of infectious diseases and relationships 
between international healthcare instruments, human rights 
and the public interests are emphasized by a lot of scientists. 
V. Pashkov also specifies that  «in some cases the state may 
legitimately restrict certain rights and freedoms by carrying 
out mandatory immunoprophylaxis, but it is necessary to 
prove that such restriction of the human right to freedom 
of choice in healthcare is as follows: 1) provided by law 
and carried out in compliance with it; 2) consistent with 
such legitimate objectives as public health; 3) an absolutely 
necessary measure to achieve these goals (conformity); 4) 
necessary in view of lack of less rigid ways to achieve these 
goals (auxiliary character); 5) conducted not arbitrarily, but 
fairly and without discrimination» [1]. 
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It follows from these principle of the international acts: the 
personal rights of the patient shall be subject only to such 
limitations that are prescribed by law and are necessary for 
respect of the rights and freedoms of others and for protec-
tion of the public interest (general welfare) in a democratic 
society; medical staff cannot use the vaccine for vaccination 
against infectious diseases that leading to the most serious 
aftereffect as death of the patient; immunize children with 
life-threatening vaccines on any discriminatory basis, etc.

Specific (by region of action) international standards 
of patient’s rights about medical intervention in the field 
of human health by vaccination are provided by Art. 4 of 
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 (adopted by Council of Europe in 1997): 
«any intervention in the health field, including research, 
must be carried out in accordance with relevant professional 
obligations and standards» [11]. This Convention has not 
been ratified in Ukraine yet and therefore it will take some 
time for implementation of the specified international 
standard of patient’s rights, in particular, the realization of 
such standards of vaccination against infectious diseases.

In accordance with the Statement on Patient Advocacy 
and Confidentiality adopted by the 45th World Medical 
Assembly (1993) «medical practitioners have an ethical 
duty and a professional responsibility to act in the best 
interests of their patients without regard to age, gender, 
sexual orientation, physical ability or disability, race, reli-
gion, culture, beliefs, political affiliation, financial means or 
nationality» [12]. And one of the fundamental rights that 
medical practitioners must try to implement regardless 
of the position of governments is «the right to informed 
consent to treatment or refusal of it » (Declaration of Lisbon 
on the rights of the patient, adopted by the World Medical 
Assembly, 1993) [13].

Specific (by the territory of action) international (Eu-
ropean) standards of patient’s rights should include, in 
particular, the Declaration on the promotion of Patients’ 
Rights in Europe, endorsed by the World Health Organiza-
tion (Amsterdam, 1994), and European Charter of Patients’ 
Rights, that was drafted by Active Citizenship Network in 
collaboration with 12 citizens’ organizations from differ-
ent EU countries (Rome, 2002). It was a significant step 
towards reforming the healthcare system of EU countries 
and other countries, in particular, Ukraine, that concluded 
and implemented the Association Agreement with the EU. 

It is important that the Amsterdam Declaration con-
solidates principles of patients’ rights, which are based on 
respect for human rights and human values in healthcare. 
Such principles are: respect of person as a human being; 
self-determination; physical and mental integrity and 
security of person; respect for privacy and confidentiality; 
respect for mora, cultural and religious values; right to such 
protection of health as is afforded by appropriate measures for 
disease prevention and health care, and to the opportunity to 
pursue his or her own highest attainable level of health. [14].

The Declaration provided fundamental patient’s rights: 

(1) the right to information about health services and how 
to use them best; (2) the right to the informed consent of the 
patient as a prerequisite for any medical intervention; (3) 
the right to the confidentiality and privacy; (4) the right to 
receive such health care as appropriate to patients’ health 
needs, including preventive care and activities aimed at 
health promotion. It is also important that the Declaration 
provides for the definition of basic concepts related to 
patients’ rights and, above all, the key concept of «patient» 
that become the official definition of WHO. [15].

The European Charter of Patients’ Rights includes four-
teen patients’ rights: (1) right of access to preventive health 
care; (2) right to information; (3) right to consent  (4) right 
of access; (5) right to free choice; (6) right to privacy and 
confidentiality; (7) right to respect of patients’ time;  (8) right 
to the observance of quality standards; (9) right to safety; 
(10) right to innovation; (11) right to avoid unnecessary 
suffering and pain; (12) right to personalized treatment; (13) 
right to complain; (14) right to compensation. The Charter 
also includes other patient rights, in particular, the right 
to perform general interest activities [16]. 

International standards of patients’ rights are intercon-
necting with the patient’s responsibilities and the rights and 
responsibilities of the medical staff. The ethical standards 
of International Code of Medical Ethics (General Assembly 
of the WMA, 1949) are essential among those standards.

International legal acts (Conventions, Charters, Declara-
tions, Protocols, Recommendations, etc.) about vaccination 
against infectious diseases enter into force in the case of 
their general implementation in the national legislation 
(human rights, medical activity in general), for example, 
in the Constitutions of the States and/or specifically in 
relation to vaccination against infectious diseases.

In many countries specific legal acts that regulate the 
organization of vaccination against infectious diseases 
are adopted by the legislative body (government, judicial 
institutions). Slovenia has the Infectious Diseases Act and 
the United States has the Supreme Court’s decision Jacobson 
v. Massachusetts (1905) that provide for the right of states 
to regulate vaccination issues [17] and vaccination state’s 
law. These are the Laws «Fundamentals of the legislation of 
Ukraine on healthcare», «On protection of the population 
from infectious diseases», «On providing of the sanitary 
and epidemic welfare of the population», «On stop tuber-
culosis disease» and others in Ukraine. 

Mandatory vaccination against infectious diseases from 
the view of international standards of patients’ rights is 
subject of the discussion for many decades. Vaccination is 
a coercive measure of prevention of infectious disease in 
many countries (Australia, Belgium, Italy, Serbia, Slovenia, 
USA, France, Ukraine, Russia, etc.) and is supported by 
some countries in the world [18] while refusing by others 
[17, 21, 28, 29]. The main arguments of those who is against 
mandatory vaccination are violations of fundamental rights 
to the autonomy (inviolability) of the patient and the qual-
ity of medical services. Different approaches to vaccination 
in countries are the basis for the: number of measles immu-
nizations, different periods of immunization of children, 
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the presence or absence of exceptions and the difference in 
their number, as well as different periods of immunization 
of children, the presence or absence of exceptions and the 
difference in their number, as well as the legal guarantees 
for the restoration of violated rights during vaccination in 
cases of adverse effects on the patient’s health.

In this respect, in different countries governmental 
position with regard to immunization against infectious 
diseases differs.

For example, in Australia in 2015 the bill removed 
non-medical exemptions from existing vaccination require-
ments that had been linked to receipt of family assistance 
payments since 1998 (for those in the lowest tax bracket 
this was estimated to amount to $15,000 AUS per year). In 
addition, three states also passed legislation that is tightening 
requirements for children of non-vaccinators [22].

In Italy new vaccines and other innovative measures have 
been introduced by the National Plan for Vaccine Preven-
tion for 2017–2019 (the law was adopted in July 2017) [22]. 
According to the law, the list of mandatory immunization 
consists of 10 vaccinations against: diphtheria, tetanus, 
hepatitis B, poliomyelitis, measles, mumps, rubella (MMR), 
varicella, pertussis and Haemophilus influenzae type b 
(Hib). All unvaccinated children cannot attend preschool 
services until the age of 6 years and there are fines (from 
100 to 500 Euros) provided for parents [23].

All states of the United States have a mandatory require-
ment that children cannot attend schools and preschools 
unless they have been vaccinated according to schedule 
and there are exceptions in some states (allowance to refuse 
vaccinations due to medical, religious or ideological rea-
sons). The number of such limitations has been gradually 
reduced (for example, in California non-medical exclusions 
are eliminated, i.e., personal belief exclusions) [22].

Compensation payments according to the Court of Federal 
Claims («Vaccine Court») decision, which was established 
in 1980 to consider complaints in the case of vaccinations’ 
negative consequences «in the absence of guilt» [23].

In Belgium 1 vaccination is mandatory, in France their 
numbers have recently increased (from May 2017) from 
3 to 11. Vaccination is compulsory in Serbia [19] as well 
as in Slovenia, with significant severe measures for those 
who refuse vaccination [20].  In Poland such a situation 
gives rise to public protests [21]. In Ukraine 10 manda-
tory vaccinations should be made with the prohibition 
of non-vaccinated children to attend preschools and 
schools, but not all of the parents agree with this decision 
(According to the results of our questionnaire (Kharkiv, 
Ukraine, 2019) – 15% of respondents consider vaccinations 
as «negative» and «rather negative»). At the same time, for 
example, in Canada and in most EU countries vaccination 
is a recommendation.

Therefore, the mentioned information shows the differ-
ent attitude of public institutions to vaccination against 
infectious diseases with different means of carrying out 
such an action.

The coerciveness of vaccination against infectious dis-
eases is supported by the courts, for example, the ECHR 

recognizes the priority of the public interest over personal 
(paragraph 36 in case Solomakhin v. Ukraine, March 15, 
2012 [25]). The same position is observed in court deci-
sions in different countries confirming the lawfulness of 
non-vaccinated child’s admission to a preschool or school 
institution [17, 27–29].

Is the compulsory vaccination could be considered as a 
violation of the immunized people rights from the view 
of international patient rights’ standards? The answer – it 
could be: yes, compulsory vaccination does not violate 
international patient rights standards if such immunization 
is (a) legal, (b) justified, (c) timely, (d) commensurate with 
the risks and (e) provided with quality medical services 
and quality vaccine; and (f) legal safeguards for the harm 
caused by immunization «in the absence of guilt» and «in 
the presence of guilt» are introduced in the country.

While the implementation of compulsory vaccination 
on the state level, the state actually has to ensure a balance 
between the public interest and the legal rights of the pa-
tient in the face of a serious threat of infectious disease. 
United States of America is an appropriate example of a 
comprehensive approach to population-based vaccination.

In today’s realities in Ukraine there are problems in ex-
ercising a patient’s right to receive medical care according 
to his or her health status, including the preventive and 
medical care proclaimed by the Amsterdam Declaration. 
This is confirmed by both the results of the questionnaire 
and the case law. Thus, 33.3% of respondents of the survey 
conducted in Kharkiv in 2019 indicated that there were 
no contraindications for vaccination before vaccination.

Significant violations of patients’ vaccination rights, 
which must meet international standards, were established 
by the Vinnytsia Court of Appeal (Ukraine) (judgment 
of 12 February 2019, case no. 128/2994/15-c) [27]. The 
consequent link between tuberculin diagnostics on April 
11, 2006 and the deterioration of the health status of un-
deraged children.

The court found that the tuberculin diagnostics for the 
children of the Mizyakovo-Khutir secondary school were 
carried out by a series of medical ferments, which were not 
checked in accordance with the procedure established by 
law for compliance with the quality indicators by the state 
body entrusted with such duty − by the State Service for 
Medicinal Products. As stated in the resolution, there is no 
conclusion on compliance with the quality indicators for 
the 14/51 series of this medical ferments. In addition, no 
pre-medical examination of the children before medical 
vaccination was conducted by the medical staff and the 
consent of the parents of the minor children to the vacci-
nation was not provided.

The aforementioned decision was left unchanged by the 
panel of judges of the First Cassation chamber of the Civil 
Supreme Court (Ukraine) (the law from 22 May 2019, case 
no. 128/2994/15-c) [28].

These two judgments confirm the violation of a number 
of international patient rights’ standards, in particular the 
right to informed consent, the right to quality standards, 
and the right to information about the patient’s health.
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Vaccination is always a risk for the patient, and especial-
ly in Ukraine, where legal safeguards for patients’ safety 
require substantial improvement. Despite the fact that 
patient safety is regulated by the Constitution of Ukraine 
and many other legal acts introducing civil, administrative 
and criminal liability, Ukrainian legislation only partially 
protects the abovementioned rights.

In order to realize the patient’s right to safety in Ukraine 
there is no transparent process of functioning of the health 
care system at all levels, an independent procedure for 
quality control of the provision of medical services and 
rapid response to possible conflict situations have not been 
established and provided yet in Ukraine [8].

The patient’s right to safety is defined in the European 
Charter, which recognizes that: «Everyone has the right to 
protection from harm that may be caused to him by the poor 
functioning of the medical care system, criminal negligence or 
medical mistake, and entitled to receiving medical care that 
meets high standards of safety». And this standard should 
be implemented in the Ukrainian healthcare system.

Ukraine is still on the first stages of the health care sys-
tem reforming and a number of key measures need to be 
modified to achieve a level of compliance with international 
patient rights’ standards. 

First, researchers suggest that according to the Euro-
pean integration direction of Ukraine development it is 
necessary to proclaim and gradually secure the rights 
of the patient at the standards set out in the Amsterdam 
Declaration and the European Charter with the adoption 
of the Law on Patient Rights and the Medical Code [2]. 
Secondly, «the formation of a state policy on ensuring the 
rights to health and life, taking into account the various 
consequences of such a policy, cannot be narrowed down 
only to the proclamation of such rights, but also requires 
planning and development of relevant state programs» [3].

Therefore, state planning for immunoprophylaxis and en-
suring the safety of the population should be implemented in 
Ukraine as soon as possible, with the adoption (as an options) 
of the National Infectious Disease Strategy and the National 
Infectious Disease Vaccination Program, in particular, with its 
mandatory components for quality of care and patient safety.

It is also advisable to consider development of specialized 
vaccination courts in Ukraine, for instance, using the US 
experience, and to consider patients’ complaints about 
compensation for harm to their health. 

CONCLUSIONS
1. �International standards for the rights of the patient for 

vaccination against infectious diseases shall be recog-
nized as those rights enshrined in international treaties 
signed and ratified by the signatory countries in accor-
dance with national law, as well as in other international 
legal instruments. Such standards are binding or advi-
sory, depending on the relationship with international 
institutions and the particularities of national law.

2. �Compulsory vaccination complies with international 
patients’ rights standards if the state implements a set of 

measures to eliminate or minimize the risks of immu-
nization, in particular, to ensure the quality of medical 
services and the effectiveness of the judicial recovery of 
violated patient rights, first and foremost, with respect 
to compensation for the harm caused to the patient «In 
the absence of guilt».

3. �In order to further implement international standards 
of patients’ rights in Ukraine in the process of reforming 
the health care system, it is advisable to adopt the Law 
on Patient Rights, state legal acts on the strategy and 
program of vaccination against infectious diseases with 
further real steps to ensure the effectiveness and safety 
of vaccination.
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INTRODUCTION
In terms of current demographic challenges, the issue of 
maintaining reproductive health of population remains 
one of the priorities of any country worldwide. Ukraine 
also seeks to focus efforts on the preservation of family 
reproductive health, which is fully in line with the Euro-
pean Action Plan for Sexual and Reproductive Health and 
Reproductive Rights for 2017-2021 of the World Health 
Organization (WHO) [1].

Application of assisted reproductive technology (ART) 
facilitates the solution of demographic and reproductive 
health problems of any nation. There are many problems 
of medical, moral and legal nature in application of ART, 
which are in the focus of both physicians and lawyers. 
Despite considerable scientific interest to the problems of 
legal regulation of applying assisted reproductive technol-
ogy [2-3], problematic issues of surrogate maternity as a 
form of its use [4], protection in the field of the application 
of ART [5], the issue of determining the origin of a child 
born with the use of ART, the legal status (regime) of 
embryos, have been researched fragmentarily by scholars 
and are relevant nowadays, considering the significant 
migration processes among the population and existing 
artificial resettlement from countries with prohibitions 
and restrictions for conducting ART to other countries, 
where its permitted by law.

THE AIM 
The aim:of this research is to identify the problematic 
of legal regulation of assisted reproductive technology 
application, to analyze legal practice in this area and to 
determine the ways of overcoming these problems.

MATERIALS AND METHODS 
The authors have studied and analyzed eight international 
and national legislative acts, in particular acts of France, 
Switzerland, Ukraine in the field of assisted reproductive 
technology, four decisions of the European Court of Hu-
man Rights, the judgements and rulings of district courts 
of Ukraine on the resolution of disputes on the origin of a 
child in the application of assisted reproductive technology 
and prosecution of perpetrators committed offenses in the 
field of applying assisted reproductive technology. The 
conclusions have been made on the basis of the analysis 
of scientific researches of well-known specialists in the 
field of medicine and medical law, statistics published by 
the World Health Organization and the Ministry of Social 
Policy of Ukraine.

In this research, the authors have used a set of philosoph-
ical, general and special scientific methods of research. In 
particular, the method of analysis and synthesis helped to 
clarify problematic issues of determining the origin of a 
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child born with the use of assisted reproductive technology 
within the practice of the European Court of Human Rights 
and national courts. Comparative and legal method provid-
ed an opportunity to compare the experience of different 
foreign countries in the field of legal regulation of relations 
in the application of assisted reproductive technology.

REVIEW AND DISCUSSION
The issues of reproductive health of the population, in-
crease of birth rates and the use of assisted reproductive 
technology are interrelated. There is a lowering of birth 
rate since 2013 in Ukraine after a prolonged period of its 
raise (2002-2012). It was particularly noticeable in 2015, 
when the number of births was reduced for more than 
54 thousand (or 11.6%) compared to previous year, and 
the number of births per 1,000 was decreased from 10.8 
to 9.6. According to the national demographic forecast, 
the number of women of fertility age (15-49 years old) in 
2020 will be decreased by 6% compared to 2015, and up 
to 2025 this reduction will reach almost 11%. Recognizing 
the strategic importance of reproductive health for the 
sustainable development of society, Ukraine approved 
the Action Program of the International Conference on 
Population and Development Issues (Cairo, 1994), the UN 
Millennium Development Goals (2000-2015), the Plan 
and the Sustainable Development Goals (2016-2030) [6].

Reproductive health strategy to accelerate progress to-
wards the attainment of international development goals 
and targets, adopted by the 57th World Health Assembly 
(2004), states that there are approximately 60-80 million 
married couples in the world suffering from infertility [7]. 
In particular, there are about 1 million couples in Ukraine. 
It is believed that the reason of infertility of the spouses in 
55-65% of cases is the state of woman’s health, in 45-55% 
of cases – of a man’s health, and in some cases, there are 
disorders of the reproductive function of both partners [1].

Researchers note that the overall prevalence of infertility 
in developing countries is 3.5-16.7%, and in developed 
countries – 6.9-9.3% of the population. Moreover, in 
some regions of Africa to the South from Sahara, the rate 
of infertility is between 30 and 40% of the population [8]. 

The WHO report on “Women and health: today’s evi-
dence, tomorrow’s agenda” (2009) provides data from 47 
developing countries (excluding China), which demon-
strates that 187 million couples were affected by infertility, 
as of 2004 – approximately 18 million in primary infertility 
and the remaining 169 million in secondary infertility. 
The percentage of infertility couples was the highest in 
South Africa (30%) compared to Central Asian countries 
(28%), Southeast Asia (24%), and Latin America and the 
Caribbean (16%) [9, p. 46]. 

Infertility has traditionally been a field of medicine for a 
long time, where physicians had limited resources to help 
their patients. However, things have dramatically changed 
since the announcement of the birth of Louise Brown on 
July 25, 1978 through in vitro fertilization. She is called 
the world’s first IVF baby [10] and since her birth more 

than 1 million children have been born with the use of 
this procedure [11]. 

In the current state of medicine’s development, the 
following assisted reproductive technology has become 
widespread: 1) surrogate maternity; 2) intracytoplasmic 
sperm injection; 3) intra-uterine insemination; 4) donation 
of gametes; 5) donation of embryos [5, p. 475.].

In vitro fertilization and intracytoplasmic sperm injec-
tion are legal almost worldwide. However, there are differ-
ent legal restrictions in most countries on the availability 
of these treatment methods for older women, unmarried 
couples, single persons, gays and transgender patients. As 
a result, thousands of infertile patients go abroad for in 
vitro fertilization. Due to higher success rates and fewer 
number of regulatory norms, such countries as the US, 
Spain, Czech Republic, Denmark, Belgium and Israel are 
destinations for medical tourism. There are restrictions 
on the number of embryos for in vitro fertilization in 
some European countries. Many women from Germany, 
Italy and the UK travel abroad to treat infertility and use 
an unlimited number of embryos. The most common 
European destinations for such women are Spain, Czech 
Republic and Belgium [12]. Ukraine is also the country 
of destination, where assisted reproductive technology 
techniques are used, where surrogate maternity, in vitro 
fertilization techniques, etc. are permitted.

Different countries have various approaches to legal reg-
ulation of surrogate maternity. The laws of some countries 
allow the use of assisted reproductive technology through 
the application of surrogate maternity methods (Ukraine, 
some US states, United Kingdom, Greece), and surrogate 
maternity is prohibited in such countries as France, Swit-
zerland, Germany, Italy. Thus, according to the Art. 16-7 
of the Civil Code of France (1804), any agreement that 
provides the impregnation or bearing of a fetus for an-
other person is void [13]. According to Swiss law, anyone 
who uses in vitro fertilization with medical assistance of 
a surrogate mother is punished with up to three years of 
imprisonment or a fine. The same punishment is provid-
ed for those who act as mediators (the Art. 31 of the Law 
of Switzerland of 18 December 1998 “On Reproductive 
Medicine”) [14].

While applying in vitro infertility treatment to adult 
women in Ukraine, the issue of determining the origin of 
the baby from the mother and father is sufficiently regu-
lated. So, if a baby is born as a result of in vitro technique 
to a married woman, then she is indicated as the mother 
of the child, and a man who gave written consent for the 
use of ART is recorded as the child’s father. If the baby is 
born using in vitro technique to a non-married woman, 
then she is indicated as the child’s mother.

Issues of a child’s origin often arise when the child was 
born by a surrogate mother. The legislation of Ukraine 
regulates the procedure for determining the origin of 
a child using such a method of infertility treatment as 
surrogate maternity, only if there is a genetic relationship 
between the born child and one of the parents (mother or 
father), that is, when a human embryo was transferred to 
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the body of the surrogate mother, conceived by a couple (a 
man and a woman), or a human embryo conceived by her 
husband and another woman was transferred to the body 
of the wife. In these cases, the establishment of maternity 
is not allowed.

Therefore, in the application of such infertility treatment 
techniques known to modern medicine, there are problems 
of determining the origin of the child from the mother and 
father in legal precedents of Ukraine, when an embryo of 
a person conceived using donor material from a relative of 
spouses (wife and (or) husband) is transferred to the body 
of another woman (surrogate mother), or an embryo con-
ceived using donor material, when donors are not relatives 
of the client (s) under the surrogacy agreement. It is alleged 
that there is a genetic relationship of the spouses – parents 
(mother or father) with the fetus, but we do not talk about a 
human embryo conceived by a couple, or a human embryo 
conceived by a husband and another woman.

In accordance with the Art. 311-19 of the Civil Code 
of France (1804), in case of assisted reproduction of a 
child with the participation of a third donor, no related 
relationship between the donor and the child born of that 
reproduction is to be established. No claim for prosecuting 
the donor is allowed. The Article 311-20 of the Civil Code 
of France (1804) provides that spouses or cohabitants who 
want to conceive a child, seeking for medical assistance 
involving the participation of a third party – the donor, 
must, in advance, complying with the conditions of secrecy 
express their consent to a judge or notary, who informs 
them of the consequences of their actions regarding the 
child’s origin. The consent granted for assisted reproduc-
tion is an impediment to any claim to dispute the child’s 
origin or establishment of ancestral relationship, unless it 
is proven that the child was not born as a result of assisted 
reproduction or that the consent was invalid. The consent 
is invalid in case of death, filing the application for divorce, 
or the establishment of a separate spousal residence regime 
or in case of the termination of cohabitation that took place 
prior to assisted reproduction. Equally, the consent is not 
valid if a man or woman calls it off, stating in writing about 
this to a physician responsible for the surgery and prior to 
the assisted reproduction. Anyone who does not recognize 
a child born as a result of that reproduction, and prior pro-
vided the consent to assisted reproduction, shall be liable 
to the mother and the child. Besides, the person who has 
provided the consent to assisted reproduction does not 
recognize the child born as a result of this reproduction is 
recognized as the father of the child by a court order [13].

France non-recognition of relationship between a child 
born by a surrogate mother and customers under surrogacy 
agreement results in a violation of the child’s right to re-
spect for privacy, although there is no violation of the right 
of customer-parents to respect for family life proclaimed 
under the Art. 8 of the Convention for the Protection of 
Human Rights and Fundamental Freedoms (1950) [15].

Disputes about the application of assisted reproductive 
technology and the use of embryos have been the subject 
matter of consideration by the European Court of Human 

Rights (ECHR) in the context of protecting the right to 
respect private and family life, proclaimed in the Art. 8 of 
the Convention for the Protection of Human Rights and 
Fundamental Freedoms (1950). Thus, the judgment of the 
European Court of Human Rights in Mennesson v. France 
(2014) (application No. 65192/11) established the violation 
of the applicants’ right to respect private life, which was 
to refuse France in recognizing relationship in the French 
law legally established in the United States between chil-
dren born from surrogate reproduction and spouses who 
addressed to such reproduction method. The applicants 
in the case were the spouses Mennesson, French citizens, 
and twins Mennesson, US citizens, born in 2000. Because 
of Mrs. Mennesson’s infertility, the parents decided to go 
to the United States for surrogate reproduction with Mr. 
Mennesson’s gametes, and the fertilized embryo had to be 
implanted in another woman’s uterus. This is how the Men-
nesson twins (the applicant’s children) were born. Court 
rulings in California noted that the Mennesson spouses are 
twin parents. Suspecting the case of a surrogate reproduc-
tion, the French state authorities refused to submit birth 
certificates to the French civil registers. In the Mennesson 
case, the record was made at the behest of the prosecutor’s 
office, which subsequently filed a suit for annulment against 
the couple. The applicants were finally dismissed by the 
Court of Cassation on April 6, 2011 on the ground that 
such a record would have the legal effects of a surrogate 
reproduction, which according to the French Civil Code is 
null and void. The European Court of Human Rights noted 
that there was no consensus in Europe on either the legality 
of the surrogate reproduction or the legal recognition of the 
relationship of legal parents and children legally conceived 
abroad. This lack of consensus is explained by the fact that 
the use of surrogate reproduction raises sensitive ethical 
issues. In fact, countries should have considerable discre-
tion in matters of surrogate reproduction. However, the 
possibility of discretion should be limited when it comes 
to relationship, since it is a cornerstone of an individual’s 
identity. Therefore, the Court has to determine whether 
there is a fair balance between the interests of the state and 
the interests of a person directly affected by the decision, 
in particular, in regard to the fundamental principle, when 
the overriding priority of a child should be a priority in 
each case concerning the child’s status. [16].

Italy does not recognize the relationship between a child 
born by a surrogate mother and clients in accordance 
with surrogacy agreement, which also leads to litigation 
and, in some cases, criminal liability of the contracting 
parents under the surrogacy agreement. For example, the 
judgment of the European Court of Human Rights in the 
case of “Paradiso and Campanelli v. Italy” (2017) states 
that Mrs. Paradiso and Mr. Campanelli decided in 2006 to 
have a newborn baby. The Italian authorities have issued 
a permit, but given the age limit of “parents”, which pro-
hibits to adopt a newborn. The couple had long waited for 
the opportunity to adopt a child, and in 2010 applied to a 
Moscow company and concluded a contract on surrogate 
maternity with this company. The applicant acknowledged 
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in Italian court that the child had been born by a surrogate 
mother. On May 25, 2011, she told the carabinieri that 
the applicant was the child’s father, but this was refuted 
by the DNA analysis. At the same time, the documents 
on surrogate maternity stated that the Russian physicians 
had examined both applicants, but this did not correspond 
to the real facts, since the applicant did not come to the 
Russian Federation. The Court concluded that the only 
known fact is that the child was born and was transferred 
to the applicant in exchange for the payment of almost EUR 
50,000. In the court’s opinion, it is reasonable to assume 
that the applicants acted unlawfully in order to obtain 
inclusion in the register of civil status the records of the 
child’s birth certificate and to bypass Italian law. The child 
was outcasted and placed under supervision and care of 
another family. In its ruling of 24 January 2017, the Grand 
Chamber of the ECHR explained that there had been no 
violation of the Art. 8 of the Convention, and the child was 
not harmed by the negative effects of weaning, since she 
was not with the applicants for a very long time and had 
no biological connection with them [17].

The world center for surrogate maternity is the state 
of California, where international services of surrogate 
mothers are provided. In 1992, the California legislature 
decided that surrogacy maternity service agreements 
were not against the public interest. The same year, they 
adopted a bill to legalize the use of surrogate maternity on 
commercial basis. However, the state governor vetoed it. 
In 1993, the California Supreme Court ruled that spouses 
entered into a contract to bear the child by a surrogate 
mother are legal parents of a child born by the method 
of surrogate maternity. Thus, in California they started to 
apply the statutory principle according to which all rights 
to a child born with the help of a surrogate mother belong 
to the genetic parents. In some other US states, including 
Virginia, only commercial surrogate maternity is prohib-
ited starting from July 1, 1993 [18, p. 317].

There are some problematic issues in the US, in deter-
mining the origin of a child born with the use of assisted 
reproductive technology, as evidenced by the case law, in 
particular, the lawsuit that took place in 1987-1988. Despite 
the concluded contract, surrogate mother Mary Whitehead 
refused to give the child to Sterns spouses (the egg belonged 
to Elizabeth Stern, and the sperm to her husband William 
Stern). The first court of justice deprived M. Whitehead of 
motherhood and transferred the parental rights to Sterns. 
However, after 10 months, the New Jersey Supreme Court 
resolved this case differently: it retained Sterns’ rights to 
guardianship and granted M. Whitehead the rights of a 
visiting mother [19, p. 420-421]. The current legislation 
of Ukraine does not provide the legal status of a “visiting 
mother” for a surrogate mother. Establishing such a status 
is considered inappropriate, given that the child must have 
one mother, which is completely natural.

Situations when citizens of a foreign country cannot be 
recognized as the parents of a child born by a surrogate 
mother in another country are enormous within law-en-
forcement activities. According to the legislation of this 

country they, as participants in the assisted reproductive 
technology program, were considered the child’s parents. 
The imperfection of legal regulation of relations in deter-
mining the origin of a child in the application of assisted 
reproductive technology also leads to the commission of 
criminal offenses in this area.

Thus, two French citizens were prosecuted according to 
Part 2 of the Art. 332 of the Criminal Code of Ukraine “Il-
legal transfer of persons across the state border of Ukraine” 
for organizing the illegal transfer of children across the 
state border of Ukraine, committed by prior conspiracy 
by a group of persons. At the trial, the defendant fully 
admitted his guilt stating that he and his wife could not 
bear a child for a long time. Kyiv company “Viotekhsom” 
provided him and his wife assistance in the treatment of 
infertility, the representatives of which took them to a 
specialized medical clinic in Kyiv City – LLC “Institute of 
Reproduction Genetics”, which subsequently dealt with 
the issue of fertilization, carrying of a pregnancy and birth 
of children by a surrogate mother. On January 23, 2011, 
two girls were born by a surrogate mother in one of the 
maternity hospitals in Kyiv. After the birth of the children 
they were issued birth certificates and after that he and 
his wife applied to the French Embassy in Ukraine to 
issue the necessary documents for taking the children to 
France and to grant them French citizenship. The Embassy 
refused them because surrogate maternity in France was 
forbidden. According to this fact, he had no other option 
of taking his children from the territory of Ukraine, he 
decided to take the children from Ukraine illegally, hiding 
them from passport and customs control in his father’s 
car-house. However, he did not inform his wife about the 
illegal nature of his own actions, because he believed that 
she would be against this. On March 20, 2011, his father 
arrived in Mukachevo on his “Daimler Chrysler Caravans 
Inter” car, and in the morning of March 21, 2011, he, his 
father and his children went to the “Luzhanka” checkpoint. 
Before reaching the checkpoint, they hide the children in 
the car’s furniture chest so that they could not be identified 
during visual inspection. However, at the checkpoint, their 
car was taken out of the general flow of vehicles and sent to 
the observation deck to undergo an in-depth inspection, 
during which a customs officer discovered two children 
hidden from transport control [20].

From the analysis of court cases entered in the Unified 
State Register of Court Decisions of Ukraine, we can con-
clude that the Unified Register of Pre-Trial Investigations 
includes criminal proceedings on the basis of the offense 
provided in the Art. 149 of the Criminal Code of Ukraine 
(2001) “Trafficking in Human Beings”.

Thus, the ruling of Shevchenkivskyi district court 
of Kyiv City dated from June 29, 2018 (court case No. 
761/22218/18) stated that pre-trial investigation agency es-
tablished that a criminal group organized by citizens of the 
Republic of Moldova and the Federal Republic of Germany 
illegally acted on the territory of Ukraine, in particular, in 
the cities of Kyiv, Kropyvnytskyi, Lviv, Donetsk and Mar-
iupol during 2011-2018. That group included officials of 
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the LLC “VIOTEKHSOM” and other related enterprises, 
who in the course of their business activities eliminate to 
pay taxes in extremely large amounts and pretending to 
carry out assisted reproductive technology programs using 
surrogate maternity for cash in the amount of about 50,000 
euros, assist foreign citizens in the implementation of il-
legal agreements on minors (Ukrainian citizens), thereby 
accomplishing children trafficking for money reward. In 
particular, officials of the LLC “VIOTEKHSOM” con-
tribute to unreasonable submission of false information 
about foreign citizens as parents of newborn citizens of 
Ukraine into certificates on the genetic relationship. After 
that foreign citizens illegally register newborn citizens of 
Ukraine as foreign nationals and take them abroad forever. 
The actual parents of such children are unknown persons, 
as the treatment program for assisted reproductive tech-
nology uses eggs and sperm from donors’ banks that have 
nothing to do with foreigners, who are entered as parents 
in the genetic relationship certificates. As a result, foreign 
citizens illegally take children (Ukrainian citizens) abroad 
on the basis of forged documents. During the pre-trial 
investigation the fact of export of a Ukrainian citizen 
born in Vinnytsia City to the Italian Republic on the basis 
of a fake birth certificate was revealed. The parents of the 
child in this certificate are recorded citizens of the Italian 
Republic whose genetic relationship is excluded by the 
results of the genetic examination. Taking this child from 
the territory of Ukraine was carried out by the citizens of 
the Italian Republic, accompanied by the officials of the 
LLC “VIOTEKHSOM”, who assisted to the mentioned 
citizens of the Italian Republic for a sum of about 50 
thousand euros in the falsification of the act of civil status, 
namely the birth certificate of the child, who was born in 
Vinnytsia City. Besides, it was established that the citizens 
of the Republic of Poland, acting on prior agreement with 
the officials of the LLC “VIOTEKHSOM”, concluded illegal 
agreement with respect to minors born on the territory of 
Ukraine, having previously obtained the birth certificates 
of children from the Civil Registry Office with deliberately 
false information, on the basis of which they tried to take 
them abroad from Ukraine [21].

The determination of the origin of a child born with the 
use of assisted reproductive technology is closely linked to 
the determination of the legal status (legal regime) of the 
embryo. Ukraine has signed the Convention on the Protec-
tion of Human Rights and Dignity for the Use of Biology 
and Medicine (1997), where the Article 18 provides, if the 
legislation allows for embryo research in vitro, it guarantees 
adequate protection for the embryo. Growing human em-
bryos for research purposes is prohibited [22]. The Parties 
to this Convention are Bulgaria, Greece, Spain, Lithuania, 
Romania, Slovakia, Slovenia, Hungary and other countries.

Appendix Rules of the Council of Europe, Parliamentary 
Assembly Recommendation 1046 on the use of human 
embryos and fetuses for diagnostic, therapeutic, scientific, 
industrial and commercial purposes (1986) state that no 
intervention for diagnostic purposes, other than those 
already authorized under national law, on the living em-

bryo in vitro or in utero or on the foetus whether inside 
or outside the uterus shall be permitted, unless its object is 
the well-being of the child to be born and the promotion 
of its development. No intervention on the living embryo 
in vitro or in utero or on the foetus whether inside or out-
side the uterus shall be permitted, unless its object is the 
well-being of the child to be born, that is, to facilitate its 
development and birth [23].

Council of Europe Parliamentary Assembly Recom-
mendation No. 1100 on the Use of Human Embryos 
and Foetuses in Scientific Research (1989) provides the 
intentional creation and / or keeping alive of embryos 
or foetuses whether in vitro or in utero for any scientific 
research purpose, for instance to obtain genetic material, 
cells, tissues or organs therefrom, shall be prohibited [24].

In particular, the judgment of the European Court of Hu-
man Rights (2011) in the case of “S.H. and others v. Austria” 
(application No. 57813/00) did not establish the violation 
of the Art. 8 of the Convention (1950) and stated that the 
applicants were two married couples. Because of infertility, 
they would like to apply medical techniques of assisted 
reproduction. Only fertilization in vitro (FIV) with the use 
of donor sperm (in case of the first couple) or eggs (in case 
of the second couple) would allow them to have children 
for whom one of the spouses could be a genetic father or 
mother. These two methods are prohibited in Austria by the 
law on assisted reproduction, the law does not allow the use 
of donor sperm for the purpose of FIV and egg donation in 
general. However, this law allows other methods of assisted 
reproduction, such as FIV using the exchange of eggs and 
sperm between married persons or those who have stable 
unregistered relationship (homologous techniques of im-
pregnation) and, in exceptional cases, sperm donation for 
the purpose of impregnation in utero. … The Court has 
noted that the use of fertilization in vitro techniques still 
causes controversy that affected and continues to affect the 
delicate moral and ethical aspects; moreover, these disputes 
occur in the context of the rapid evolution of science and 
medicine [25].

There were also no violations of the Art. 8 of the Conven-
tion (1950) found in the judgment of the European Court 
of Human Rights (2015) in Parrillo v. Italy case (application 
No. 46470/11). The Court established that the applicant in 
2002 had used assisted reproductive technology – in vitro 
fertilization with her partner in the Center for Reproduc-
tive Medicine at the European Hospital (Center) in Rome. 
Five embryos were obtained from in vitro fertilization and 
frozen by cryopreservation method. Before the embryos 
could be implanted, the applicant’s partner died on No-
vember 12, 2003 during an explosion in Nasiriyah (Iraq). 
Deciding not to implant the embryos, the applicant tried 
to donate them for scientific research and thus to contrib-
ute to the treatment of serious diseases. The director of 
the Center refused her request, since this type of research 
was banned and prosecuted in Italy. The Court admitted 
that “the protection of the embryo’s potential life”, in the 
sense of this notion provided to it by the Government, 
might be linked to the protection of the morals and rights 
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and freedoms of other persons. However, this does not 
imply any assessment by the Court of whether the words 
“other persons” extend to human embryos... However, 
some countries (Andorra, Latvia, Malta and Croatia) have 
enacted legislation that directly prohibits any research 
on embryonic cells. Other countries allow this type of 
research, but only under harsh conditions, requiring, for 
example, with the purpose of protecting the health of the 
embryo or using cells imported from abroad (Austria, 
Italy, Germany and Slovakia). Therefore, Italy is not the 
only State Member of the Council of Europe that forbids 
the transfer of human embryos for research… However, 
the Court believes, that there is no need to consider the 
sensitive and contradictory issue of the moment, when 
human life begins, since this case is not related to the Art. 
2 of the Convention. With regard to the Art. 1 of Protocol 
No. 1, the Court considers that it is not applied to this case. 
Taking into account the economic and property subject 
matter of this Article, human embryos cannot be reduced 
to “property” in the sense of this provision. Since the Art. 
1 of Protocol No. 1 to the Convention is not applied in 
this case, this part of the application must be rejected as 
incompatible ratione materiae with the provisions of the 
Convention in accordance with §§ 3 and 4 of the Art. 35 
of the latter [26].

CONCLUSIONS 
The use of ART raises many issues of medical, legal, moral 
and ethical nature, in particular, there are problems in deter-
mining the origin of a child. According to the laws of some 
countries, there are restrictions on the procedure of assisted 
reproduction, surrogate maternity, which facilitates the forced 
departure of potential parents to other countries. Ukraine 
is a country often visited by foreigners for the use of such 
infertility treatment methodology as surrogate maternity, 
since surrogate maternity is prohibited in some countries (for 
example, France, Italy) or restricted by law. The imperfection 
of legal regulation of relations in this area leads to the criminal 
prosecution of persons trying to take such children outside 
the country, where surrogate maternity is allowed, to those 
countries, where it is prohibited.

The European Court of Human Rights recognizes the broad 
boundaries of certain countries’ discretion in legal regulation 
of relations in applying assisted reproductive technology, 
but in regard of determining a child’s origin it supports the 
position of guaranteeing the best interests of a child. It would 
be advisable to provide general provisions for determining a 
child’s origin from the mother and father without requiring 
a document on the genetic relationship of the child with one 
of the parents in those countries, where surrogate maternity 
is allowed at the level of legal regulation of determining the 
origin of a child born by a surrogate mother. It would help to 
guarantee the best interests of the child.

A surrogate mother in some U.S. states may have the 
legal status of a visiting mother. This approach is rather 
controversial, considering that a child naturally has one 
mother and one father.

Research on embryos is often the subject matter of dis-
putes considered by the European Court of Human Rights 
in the context of protecting the right to respect private and 
family life. The European Court of Human Rights does not 
consider as a violation of the right to respect private and 
family life, if there are legal restrictions and prohibitions 
on embryo research in the country; embryos also cannot 
be considered as certain “property”, “possession”.
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INTRODUCTION
The fact that Ukrainian legislation in the field of reproduc-
tive medicine is the most liberal in Europe leads foreigners 
to come to Ukraine in order to use surrogacy as a method 
of treatment and in such a way to avoid certain prohibi-
tions of their domestic legislation. Subsequently, they face 
legal issues during the border-crossing with a newborn. 
Additionally, there are several problems with acquiring 
a nationality for child in its parents’ country. Moreover, 
it could lead to initialization of criminal proceedings in 
Ukraine and other countries as during pre-qualification 
these actions formally are similar to human trafficking. 

International cooperation in criminal proceedings in 
cases involving assisted reproductive technologies is a 
way of resolving the moral and legal dispute of countries 

with different legal regulations on assisted reproductive 
technologies. 

THE AIM
To establish the optimal ways of solving problems arising from 
the use of assisted reproductive technologies by foreign citi-
zens, who come to Ukraine from countries, where surrogacy is 
prohibited. Thus, the use of it in Ukraine triggered the urgent 
need for international cooperation in criminal proceedings.

MATERIALS AND METHODS
This study has been conducted in 2019. In this research 
as an empirical basis 2 decisions of the European Court 
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of Human Rights (ECHR), 1 press-release of the ECHR, 4 
cases’ materials, and additionally 2 regulatory documents 
have been used.

Methods of general science (synthesis, induction, system 
method) and specific scientific methods (legal comparative 
method, special-legal method) have been applied.

REVIEW AND DISCUSSION
Surrogacy is treated as the systematical complex of actions: 
artificial (instrumental) fertilization of an ovum with the 
subsequent placement of an embryo in a cavity of the 
uterus of another woman (substitute or surrogate mother). 
Surrogate motherhood is a method of treatment of infer-
tility at which the embryo received from genetic parents 
is transferred to a cavity of the uterus of another woman. 
It is necessary to pay attention to Article 123 of the Family 
Code of Ukraine, which states that genetic relation with at 
least one parent is required [1]. 

In the case of surrogate motherhood using according 
to Ukrainian legislation motherhood establishment is not 
subject to dispute. The child’s biological parents are spouses 
(married couples). This rule protects potential parents from 
abuse and speculation by a surrogate mother. The analysis 
of the legislative provisions of Ukrainian legislation shows 
the legal authorization of the use of surrogate motherhood 
rights by foreigners, and consequently the phenomenon 
of reproductive tourism in Ukraine. However, this phe-
nomenon still has many problems in the realization by 
people (parents) of their reproductive rights through a 
cross-border nature of relations, including a criminal law 
nature, that provides relevance of research of the interna-
tional cooperation in criminal proceedings involving using 
ART treatment method.

The phenomenon of reproductive tourism with the 
realization of the rights to surrogate motherhood has its 
reasons, in general, those that cause further crossing of 
the states’ border by parents with a newborn child, and the 
emergence of grounds for criminal proceedings, such as 1) 
countries may prohibit a specific service because of reli-
gious or moral purpose; 2) the service may not be available 
as it is not considered sufficiently and originally safe or the 
risks of its use are unknown, thus, countries which create 
preventing measures, may prohibit procedures available 
elsewhere; 3) some categories of people may not receive 
services based on age, marital status, or sexual orientation. 
The reasons, which had an extensive impact on reproduc-
tive tourism development, including through surrogacy, 
are described and revealed in researches of Inhorn MC 
[2, р.88], Ferraretti AP, Pennings G, Gianaroli L, Natali F, 
Magli MC [3, р.261], Marcia C. Inhorn, Pasquale Patrizio 
[4, р.904], Sun Chia-Ting [5, р. 38-39], Britta van Beers 
[6, р. 105]  and others.

All of the abovementioned factors that affect repro-
ductive tourism in Ukraine, according to the authors, are 
mainly due to the direct limitation in some countries on 
the use of such reproductive technologies, or by granting 
permission to use surrogacy free of charge and/or from a 

close relative. Thus, surrogate motherhood is totally and 
completely prohibited in France, Germany, Italy [7, p. 291], 
Norway, partially allowed in Great Britain, Australia (other 
than Tasmania) [7, p. 297], Canada, New Zealand [7, p. 
291], China’s administrative region - Hong Kong [8, p. 79], 
Brazil [9, p. 33], Lebanon and Iran [2, p. 98-99], allowed 
in India, Ukraine, some states of the United States, South 
Africa, Japan and Saudi Arabia [7, p.2 97].

According to Van Beers B, despite the fact that many 
national European governments remain critical towards 
the growing commercialization of human reproduction, 
the rise of reproductive tourism has made it clear that 
simply prohibiting of reproductive markets is not the 
panacea. Instead, new regulatory dilemmas have emerged 
[6, р.105].  At the same time, such a regulatory dilemma 
also include the fact that spouses who will return to the 
country of their citizenship with a newborn child, where 
the surrogate motherhood is completely prohibited or pro-
hibited on a commercial basis, criminal proceedings will 
be initiated  while crossing border of Ukraine or border of 
countries of parents’ citizenship, which cause both issues of 
the parental rights and newborn child’s rights realization, 
as well as criminal proceedings initiation and execution of 
international cooperation in criminal proceedings.

Such practice of people’s realization of their rights to use 
surrogate (substitute) motherhood as a method of treat-
ment and following conflicts of two countries’ national 
legislation are not uncommon. Thus, the European Court 
of Human Rights (hereinafter referred to as ECHR, Court) 
in the case of Mennesson v. France pointed out, that there is 
no consensus in Europe neither on the legality of surrogate 
conception, nor on the legal recognition of the affinity be-
tween parents and child who was legally conceived in other 
country. The Court found that the difference between the 
applicants’ right to respect for family life on the one hand 
and the rights of children born by surrogacy to respect for 
their privacy – on the other. At the same time, The Court 
found a violation of the children’s’ rights to privacy [10]. 
A similar decision was taken by the court in Labasse v. 
France [11].

According to these decisions, the ECHR determined 
that, regardless of the country of origin of the newborn 
child and the prohibition of surrogate motherhood in the 
parents’ country, children are protected. This approach is 
also supported by Nila Bala [12, p.13-16, 19]. However, 
the ECHR did not solve the problem, which is repeatedly 
mentioned in complaints to the ECHR.

The Court’s similar position has been shown in a press 
release of another case of D. and Others v. Belgium (ap-
plication no. 29176/13). The case concerned the Belgian 
authorities’ initial refusal to authorize the arrival on its 
national territory of a child who had been born in Ukraine 
from a surrogate pregnancy, as resorted to by the appli-
cants, two Belgian nationals. But the Court concluded that 
the Belgian authorities did not breach the Convention in 
carrying out checks before allowing a child, who had been 
born in Ukraine by a surrogate mother, to enter Belgium 
[13]. Similar positions are used in cases of Braun v. France 



INTERNATIONAL COOPERATION IN CRIMINAL PROCEEDINGS INVOLVING ASSISTED REPRODUCTIVE TECHNOLOGIES

2533

(no. 1462/18) [14], Saenz and Saenz Cortes v. France 
(no. 11288/18) [15], Maillard and Others v. France (no. 
17348/18) [16], Schlittner-Hay v. Poland (nos. 56846/15 
and 56849/15) [17].

In all these cases surrogacy is illegal in the country of par-
ents’ citizenship. The Public Prosecution Services pointed 
out that in cases where it was the ECHR’s decision about 
respect for privacy of newborns, they have to be retained 
in the country of their parent’s citizenship.

In such situations, there is a need to apply international legal 
assistance. There are plenty of cases according to which foreign 
country’s diplomatic mission embraces petitions to the legal 
authorities of Ukraine for the illegitimacy of the actions of 
married couple. These petitions are also provided because of 
that country’s surrogacy prohibition, full or partial. Тhen, on 
the basis of such claims the information on the commission 
of an offense under the preliminary qualification “human 
trafficking” is including to the Unified Register of Pre-trial 
Proceedings. At the same time, international cooperation in 
criminal proceedings ground on taking the necessary measures 
to provide international legal assistance through the transfer of 
documents, the execution of separate proceedings, the extra-
dition of people, who have committed a criminal offense, the 
temporary transfer of humans, the prosecution, the transfer of 
convicted people and the enforcement of sentences. An inter-
national treaty of Ukraine may provide for forms of cooperation 
in criminal proceedings other than The Criminal Procedural 
Code of Ukraine (hereinafter referred to as CPC of Ukraine) 
(art. 542 of the CPC of Ukraine) prescribes [18]. The application 
of international cooperation in such criminal proceedings is 
the only correct way to provide documents as appropriate and 
admissible sources of evidence to establish the truth in the case.

However, it should be stated that the issue is more com-
plicated and is not based on criminal procedural rules 
alone, or simply on unification and standardization of the 
surrogacy rules, citizenship, borders-crossing by biological 
parents with a child born by implementing surrogate moth-
erhood technologies. A lot of problems are also related to 
differences in the legal regulation of the reproductive rights 
of parents, in particular, queer- and transgender people. 
Leibetseder, Doris and Griffi Gabriele stated, that changes 
in the legal access to ART for queer and transgender people 
in different countries have created both challenges and 
possibilities for reproduction for LGBTQI+-people. Some 
queer and transgender people circumvent restrictive laws 
(not only concerning LGBTQI+ access to ART, but also 
limiting access by age, relationship status, and class) in 
their own country and make use of fertility border crossing. 
Nonetheless, in many cases, those either traveling or using 
local ARTs experience legal and administrative problems 
with birth and parental certificates [19, р. 3]. Ferraretti 
AP, Pennings G, Gianaroli L et al pointed out, that single 
women, post-menopausal women, homosexual couples 
and, in some European countries, unmarried couples are 
also not eligible for infertility treatments. The exclusion 
is based on the belief that only a heterosexual (married) 
couple of normal reproductive age can fit the model of a 
‘normal and ideal family’[3, р. 263]. 

According to materials of Deonandan R, Green S, Van 
Beinum A, we find as the global ART industry expands, it 
is incumbent upon all parties, government, and civil society 
included, to explore options for mitigating the many ethical 
challenges with which the phenomenon presents us [20, 
р. 745]. Whittaker A has similar ideas. The author stated 
that some countries leave all decision-making concerning 
ARTs to the discretion of the physician and patient with 
minimal governmental oversight, as is currently the case 
in Thailand (although regulations are currently under 
discussion). Only a few countries have legal sanctions for 
the violation of regulatory requirements regarding repro-
ductive technologies. There appears to be no country with 
specific guidelines on the provision of reproductive services 
to foreign patients [21, р. 400].

Thus, the problems which are faced by Ukraine in the 
context of European integration and the use of ART by 
foreign citizens in order to avoid criminal proceedings 
for “human trafficking” since of crossing the border and 
registering a newborn child in a country where surrogate 
citizenship is prohibited it is inevitably are as follows: 1. 
Ukrainian legislation does not directly permit or a prohibit 
the use of ART (including surrogate (substitute) mother-
hood by foreigners), which in turn stimulates reproductive 
tourism development in Ukraine. 2. Partial limitations on 
commercial surrogate motherhood, or a complete prohi-
bition on surrogate (substitute) motherhood in European 
countries raise the issues of legalizing a status of a newborn 
child in countries of this prohibition, beginning from 
the moment of crossing state’s border and initiating of 
criminal proceedings both in Ukraine and their domestic 
countries. At the same time, before the study and synthesis 
of statistics, it was a belief that a significant percentage of 
surrogate mothers are relatives or friends of women who 
cannot give birth to the child on their own. However, these 
women are less than one percent from total, and the rest 
are strangers that are acting on the basis of civil contracts. 
This creates obstacles in the realization of the rights of 
those foreign citizens whose countries permit the practice 
of surrogacy not based on commercial agreements. Also, 
it provides a necessity for consular and diplomatic institu-
tions of foreign states and their law enforcement agencies 
or legal authorities to apply for international cooperation 
in criminal proceedings and vice versa: domestic law en-
forcement agencies or legal authorities to communicate 
with the competent authorities of other states.

All of the abovementioned arguments lead to the neces-
sity of searching for ways of solving the issue. All countries 
in the world, including European countries, should pay 
attention to the fact that surrogate (substitute) motherhood 
is a treatment in which there must be no discrimination, 
as it was stated by Ferraretti A, Pennings G., Gianaroli L., 
Natali F., Magli M., health care cannot be treated as any 
other product [3, р. 265]. 

Pennings G. established that it is much easier to move 
from permission to prohibition when controversial issues 
are considered than vice versa [22, р. 2692] and promotion 
of the trade-in health services need to ensure that it does 
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not inadvertently promote unethical or exploitative trade 
such as may occur if regulatory mechanisms are not present 
and enforced [21, р. 407]. 

Ergas Y. admits, that states have tried to address indi-
vidual dramas through ad hoc solutions – issuing emer-
gency entry documents for children caught at borders or 
compelling administrative authorities to recognize birth 
certificates related to surrogacy arrangements that run 
counter to domestic public policies, and judges have at-
tempted to craft doctrines that inevitably – and necessarily 
– correspond to the specificities of the cases before and 
their legal systems. But the inadequacy of such approaches 
has become increasingly evident. As a result, states have 
developed national legislation and, together with interna-
tional institutions and civil society networks, begun to seek 
international agreements. Indeed, international coordina-
tion represents the only viable solution to the individual 
dramas and diplomatic crises that have characterized the 
market in international commercial surrogacy [23, р. 117].

However, there are controversial thoughts with which is 
hard or even impossible to agree with. Thus, Abdullah, F.M. 
suggests that to preserve uniformity with the principles in 
international and European law, particularly the Conven-
tion on the Rights of the Child and its second protocol, and 
the decisions of the European Court of Human Rights, we 
recommend the legislators all over the world who’s didn’t 
have specific laws for surrogacy to follow the same track of 
other European countries by prohibiting surrogacy. As well, 
on the local stage, the rejection to permit the registration 
of the child born from surrogacy will terminate this issue 
since it would work effectively as an obstacle and would 
radically terminate the surrogacy business and exploitation 
against women and children [24, р.5].

CONCLUSIONS
The experience of surrogate motherhood legal support in 
Ukraine is considerable. In most European countries sur-
rogate motherhood is prohibited as one that is contradict 
with the moral principles of society. This, in turn, creates 
situations of conflict, when foreigners, that have used ART, 
becomes subject of criminal prosecution while taking their 
newborn child to motherland, which leads to the engage-
ment of international cooperation in criminal proceedings.

Taking into account extensive experience of surroga-
cy in Ukraine (18 years), it is possible to state that such 
phenomenon gives rise to controversial moral and legal 
discussions on the foreigners’ use of Ukraine as a “facility” 
for surrogacy. This controversy is also confirmed by the 
practice of the ECHR in cases of Saenz and Saenz Cortes 
v. France and D. and Others v. Belgium. However, if we 
will look at this problem from the reproductive rights’ 
perspective, we can conclude that surrogate motherhood 
often is the only opportunity to realize the right to have 
a genetically native child. This is the main argument and 
moral basis for the parents’ appeal to the ECHR.

According to the mentioned above, it follows that the 
problematics of the international cooperation in criminal 

proceedings involving ART application also lie outside the 
scope of criminal proceedings alone, resulting in waste of time, 
funds and human resources in some countries’ proceedings. 
Moreover, European countries have accepted a unified ap-
proach, according to which ART is a method of treatment, and 
newborns are full-fledged citizens according to “jus sanguinis”. 
However, it is essentially important to admit that material law 
is primary here. The optimal way to solve the issues of foreign-
ers opting for surrogacy in Ukraine for the sake of avoiding 
criminal proceedings in Ukraine and abroad is to provide for 
all countries a unified approach to understanding that ART 
technology is a method of treatment. And that countries of 
Europe, where surrogate motherhood is prohibited, should 
freely recognize parental rights of individuals, who have used 
or applied method of surrogate motherhood, and the rights of 
newborns to adopt the citizenship of their parents.
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INTRODUCTION
Human rights and freedoms in modern civilized society 
must have the highest and most reliable level of protection. 
A human being, his life and health, honor, dignity and 
safety are the most important social values in any demo-
cratic state. One of the inherent natural human rights that 
he has since the birth is the right to reproduction of his 
kind. Non-interference with human reproductive activity 
is guaranteed by constitutional regulations, provisions of 
international legal acts and belongs to the sphere of his 
private life.

The issue of sterilization, both voluntary and violent, is 
one of the most difficult issues in the realization of human 
reproductive functions. If a person consciously and freely 
chose medical intervention that makes it impossible to 
exercise the reproductive function in the future, he may 
need protection from religious and moral condemnation 
and oppression. In case if a person is sterilized by force 
– there is the most serious violation of his constitutional 
inalienable rights to life and health in accordance with the 
general rule.

Violations of civil rights to freely use the function of 
reproduction of own kind, are primarily related to the 
lack of efficiency, inconsistency of legal acts regulating 
the sphere of human sterilization, to the presence of many 

gaps. Overcoming these negative phenomena will make it 
possible to fill the reproductive rights with real content, 
but not to have profanity.

THE AIM 
The aim:of this article is: (1)  to distinguish the types of 
sterilization, 2) to determine the status of legal regulation 
of voluntary and forced sterilization at national and inter-
national levels, 3) to study the issues of legal regulation of 
sterilization worldwide. 

MATERIALS AND METHODS
The issues of the reproductive human rights’ realization 
are covered in the researches of Pashkov V. [1], Gutorova 
N. [2], Horodovenko V. [3], Lyfar A. [4], Semeniuk L. [5], 
Bakun O. [6], Biletska E. [7] and others. However, some 
aspects of legal regulation of sterilization, distinguishing 
of its types, grounds and problematic issue have not been 
the subject of thorough research. Theoretical foundations 
of the study include scientific articles, legislation reviews, 
doctrinal ideas, and views on the subject. The empirical 
basis of the research includes 3 judgements of the European 
Court of Human Rights (ECHR) and health legislation acts 
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of Ukraine, Belarus, Armenia, Kazakhstan, Kyrgyzstan, 
Moldova, Azerbaijan and others. International legal acts of 
the United Nations, WHO, Congressional Executive Com-
mission on China, Open Society Foundations and others 
have been also used in this paper. The methodological basis 
of the research consists of general and special scientific 
methods. The dialectical method was used to define the 
terms of “sterilization”, “forced”, “voluntary” has been used 
in the paper. The statistical method has been applied to 
statistics. The formal method has been used to analyze the 
experience of such foreign countries as Ukraine, Armenia, 
Belarus, Kazakhstan, Kyrgyzstan, Moldova, Azerbaijan, 
USA, China, Spain, Egypt, Japan, Australia and others. 
The comparative and generalization methods have been 
used while studying the laws of different countries and 
ECHR judgements. Through the use of historical and 
logical methods, the authors have achieved deeper under-
standing of the essence of the problematic, and there is an 
opportunity to provide more valuable recommendations 
for their resolution.

REVIEW AND DISCUSSION
The United Nations Conference on Population and Devel-
opment was held in Cairo in 1994, focusing on the need for 
governments to increase their attention to human rights to 
reproduction of own kind. It has been emphasized that married 
couples as well as single (unmarried) persons have the right to 
resolve issues relating to their reproductive rights and behav-
ior in terms of not using discriminatory, coercive and violent 
methods for them [8].

The key topic of medical ethics, which is reflected in human 
rights law, is the principle of autonomous, full, free and in-
formed decision-making by an individual. Guaranteeing the 
ability to make independent decisions about one’s reproductive 
rights is one of the manifestations of respect for dignity and 
respect for the physical and mental integrity of individuals. The 
very fact of legal regulation of the issues of freedom to reproduce 
own kind at the international level indicate on its importance 
and the need to improve the mechanisms of its protection.

Sterilization (defertilization) is the most radical solution for 
refusing from reproduction. It can be voluntary and forced. 

Sterilization is a medical operation that is aimed at the loss 
of fertility which could be achieved by: 1) surgically removing 
or profoundly inhibiting the function by other methods (e.g., 
irradiation) of genital glands (testes) in men (castration) and 
ovaries in women (ovariectomies); 2) by ligation or removal 
of the tracts, through which man’s sperm moves (vasectomies) 
and woman’s uterine tubes (salpingectomies). 

Any person has the possibility to choose whether to be 
sterilized or to refuse from sterilization. Nowadays, voluntary 
sterilization becomes more widespread and is one of the meth-
ods of family planning. 

Sterilization, in general, can be divided into types depending 
on the will of an individual, to whom it is applied. 

Forced sterilization is a medical operation that is carried out 
without the will (with its disregard) of an individual. These are 
intentional actions of one person against another one, which 

violate the rights and freedoms of the victim, causing him 
physical, moral or mental harm.

In turn, forced sterilization can be divided into the types 
according to the range of persons, to whom it is applied (ster-
ilization of national minorities, sterilization of persons having 
mental or physical disabilities and prisoners, sterilization of the 
poorest segments of population in overcrowding countries).

Forced sterilization of national minorities is the most common 
type of deprivation of fertility caused by the purpose of genocide 
of a particular nationality.

The law on forced sterilization as the method that prevents 
the transmission of hereditary features to future generations was 
for the first time adopted in Indiana (USA) in 1907. There was 
forced sterilization of the indigenous population – the Indians 
in America until the 1970s. It was performed by physicians on 
behalf of the Indian Health Service. Sterilization of the Indians 
was carried out without their consent. For example, Jean White-
horse of the Navaho tribe was sterilized during the surgery for 
appendicitis. She found out that she would no longer be able 
to give birth in a few years. According to Professor Brightman’s 
research, 10% of men and 42% of women indigenous persons 
in the US were forcibly sterilized [9].

The ECHR in 2009 has heard the case of K.H. and others 
v. Slovakia. Eight Slovak Roma women found that they could 
not become pregnant after caesarean operation. Suspecting 
that they had been sterilized without their consent, they filed 
a complaint for two Slovak hospitals [10]. In 2011, the ECHR 
heard the case of V.S. v. Slovakia, where it established the fact 
of forced sterilization because of the applicant’s belonging to 
ethnic minorities – the Roma. The applicant was forced to sign 
an agreement for sterilization during the second childbearing, 
threatening that the next child or she would die during the 
third pregnancy, without explaining that the procedure was 
irreversible. After sterilization, she was expelled from the Roma 
society and divorced for her infertility [11]. 

Nowadays, mass forced sterilization of Uighurs – ethnic Tur-
kic-speaking minorities, is now being applied in China under 
the auspices of the government. An Uighur woman, Mehrigul 
Tursun, testified in November 2018 at the Congressional Exec-
utive Commission on China about the tortures that had been 
committed against her. In 2019 she called for the international 
community to draw attention to forced sterilization at the 
Amnesty International conference in Tokyo. She testified that 
she and other Uighur women were forced to use unknown 
drugs. After that the victims did not have menstruation for a 
long time or forever. Those drugs also caused some women to 
have severe bleeding as a result of which they died. Mehrigul 
Tursun, after arriving to the United States, has undergone a full 
medical examination, which confirmed that she could never 
have children as a result of sterilization [12].

This type of forced sterilization in criminal legislation of dif-
ferent countries is envisaged as the most serious crime that has 
severe punishment. But if some instances of forced sterilization 
have the liability and punishment of certain individuals, then 
mass government-sanctioned sterilizations are still unpunished.

Sterilization of persons with mental or physical disabilities and 
prisoners is a form of deprivation of the reproduction possibility 
that is tried to be justified by the interests of both those indi-
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viduals and the whole society. For example, surgeries in Japan 
were conducted for persons with disabilities, according to the 
law that was in force until 1996. The Ministry of Health and 
Welfare (MHW) issued guidelines in 1953, which stipulated 
that a surgery could be performed against the patient’s own 
will: it was allowed to restrict the patient’s movements, to inject 
the anesthetic, or deceive a patient, if deemed necessary by the 
commission. These provisions in the early 1950s allowed forc-
ible and fraudulent sterilization, which was a common practice. 
These sterilizations were often performed not by fixation of the 
fallopian tube, but by hysterectomy, because the purpose of the 
surgery was not only to sterilize, but also to stop menstruation to 
facilitate the care of women in prisons and hospitals. According 
to statistics, 16,520 sterilizations were performed from 1949 to 
1994 without patients’ consent. 11 356 of them were conducted 
to women and 5 164 to men. The youngest known patients 
were only 9 or 10 years old. About 70% of cases were related to 
women or girls [13]. In 2019, Japanese Prime Minister Shinzō 
Abe apologized to victims of forced sterilization and promised 
to pay compensation for them.

The laws of different countries (e.g. Spain) allow the steriliza-
tion of minors with serious intellectual disabilities [14, p. 64]. 
The Egyptian Parliament does not prohibit the use of steriliza-
tion as a “treatment” for psychiatric illness [15]. On October 23, 
2012 a case was sent to the ECHR concerning the sterilization 
of five young women with mental illness for contraception 
who worked at the local vocational center. They stated that 
sterilization without their consent resulted in interference with 
their physical integrity, and claimed that their right to respect 
the privacy and their right to family had been violated [16].

There is the world practice, when decisions about steriliza-
tion of minors and incapable adults are commonly made by 
parents or guardians. Guardianship is abused in many coun-
tries. Wards are extremely vulnerable to the threat of forced 
sterilization since they are deprived from the right to refuse 
medical procedures.

This type of forced sterilization is characterized by the pres-
ence of a number of legal acts of a medical nature that allow 
such restriction of patients’ reproductive rights. Although, the 
existence of such norms in today’s world seems to be unethical 
and immoral. At the same time, criminal norms do not have 
a clear mechanism for regulating and protecting the impartial 
and unhelpful consent of guardians and parents to sterilize 
persons with immaturity. 

Sterilization of the poorest population in the overcrowding 
countries is a violent contraceptive measure applied more to 
women and allows authoritarian governments to control the 
population rate in the country. 

Women living in India, Peru, South Africa and other un-
derdeveloped countries are sterilized without their consent to 
implement government programs to control population rate. 
They are sterilized during other obstetrics and gynecology 
procedures, in particular caesarean operation. These women 
are either not informed at all about what was done to them, or 
misinterpret after surgery that the procedure was mandatory, 
“it saved the life”.

The Report (Policy Report for Open Society Foundations) 
found out that physicians in the East, in autocratic Uzbeki-

stan, sterilized a lot of women without their consent, usually 
during caesarean operations, to implement a family planning 
government program. Women returned to consciousness 
after caesarean operations in many of these cases and found 
out that they had been sterilized and had not even been 
asked about that. For example, a 34-year-old mother of two 
children in Bukhara, has undergone a routine examination, 
when her gynecologist suggested her to ligate fallopian tubes. 
The physician told her that the procedure was reversible and 
that he would be able to loose the “fallopian tube” at any 
time. The woman signed the consent form and underwent 
the procedure. In one year, both of her children died in a car 
crash. A few years later, she got married again, returned to 
her gynecologist and asked him to “loose the tubes” so she 
could give birth. The physician told her that it was impossi-
ble. The woman’s second husband left her because she was 
infertile. Four months after their divorce, she committed 
suicide [17].

Because of these consequences the UN Committee on Hu-
man Rights recognizes forced sterilization as a violation of the 
right not to be subjected to torture, cruel, inhuman or degrading 
treatment or punishment, and calls on countries to take specific 
measures in combating such practices. Forced sterilization is so 
severe and discriminatory that it falls under the international 
legal definition of torture. The UN Special Rapporteur on the 
Right to Health notes that regulations and legislation that au-
thorize treatment types without patient’s consent ... including 
sterilization ... violate the right to physical and mental integrity 
and may constitute an act of torture and ill-treatment [18].

The opposite concept of forced sterilization is voluntary 
sterilization, which is a medical operation that is carried out 
on a voluntary, informed and volitional initiative or with the 
consent of the person.

First of all, a type of voluntary sterilization is therapeutic or 
healing sterilization. In case of surgical treatment of tumors or 
other pathological conditions that are not amenable to other 
treatment, sterilization can be a side effect. However, the main 
aim is to save lives and health, but not to deprive a person of 
fertility. Such sterilization will be voluntary only if a patient is 
fully aware of the possible treatment options and their conse-
quences, as well as his or her consent.

Another type of voluntary sterilization is sterilization for the 
purpose of contraception. Many young people in today’s world 
use sterilization for this purpose.

Amy Blackstone, professor of sociology at the University 
of Maine, distinguishes the specific reasons for refusing from 
reproductive rights. For example, the increase of costs for 
childbirth and child support, striving of independence and 
spontaneity, the freedom to travel, many childfree couples want 
to focus solely on the relationships they already have, etc. [19].

Besides, sterilization is attractive to many couples as a family 
planning event. After the birth of the desired number of chil-
dren, one parent or both are sterilized.

Taking into account the complex moral and ethical aspect, 
this type of voluntary sterilization is criticized in many countries 
around the world. Contraceptive sterilization is called immoral 
because it permanently deprives a person of reproductive func-
tion. There is negative attitude towards voluntary contraceptive 
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sterilization by the representatives of religion. Pope Francis said 
in 2015 that choosing not to have children is selfish.

The Catholic and Orthodox churches have a negative atti-
tude towards voluntary sterilization, considering it a loss to 
the integrity of the human personality. In terms of religion, 
any law that allows sterilization is objectively and morally 
criminal and morally perverted [20, p.277]. According to 
the Catholic doctrines enshrined in official documents, 
sterilization is absolutely forbidden by the Catholic Church. 
Protestantism does not contain such radical prescriptions 
and notes that it is a matter of married couple and, even, 
of a woman, when it comes to female sterilization. Jewish 
religious morality also allows only female sterilization. Islam 
permits sterilization with the mutual consent of the married 
couple and if such a measure is psychologically beneficial to 
them. The attitude towards voluntary sterilization may be 
different at the state level. For example, sterilization is illegal 
in Iran. The right to voluntary sterilization in Australia has 
emerged relatively recently. The Australian Medical Associ-
ation (AMA) until 1971 recognized this procedure as being 
contrary to law and ethics. Although facts demonstrate that 
some physicians have secretly conducted such surgeries since 
1930s. Only following the example of Britain, voluntary 
contraceptive sterilization has been officially authorized in 
Australia since 1972. Voluntary contraceptive sterilization 
was illegal in France until 2001.

There are some restrictions on voluntary sterilization in 
many countries.

According to the venue: it is allowed only in state institu-
tions (in legislation of Moldova [21], Armenia [22], Belarus 
[23]); it is allowed both in state and non-state medical insti-
tutions (in the legislation of Azerbaijan [24]); it is allowed 
even to individuals who are involved in private medical 
practice, having the license to carry out this activity (in the 
legislation of Kazakhstan [25]).

According to the patient’s age: voluntary sterilization is allowed 
only for adults (legislation of Armenia [22] and Kirghizia [26]); 
voluntary sterilization is only permitted to persons at the age of 
at least 35 years or who have at least 2 children (in the legislation 
of Belarus [23] and Kazakhstan [25]).

Besides, a married woman in Tajikistan must obtain her 
husband’s consent for sterilization [27]. Kirgizia and Tajiki-
stan require compulsory medical and social counseling [26] 
and mandatory prior notification of the irreversibility of this 
surgery [27].

At the same time, the legal status of voluntary steriliza-
tion is still unclear in dozens of countries. For example, 
the Article 281 of the Civil Code of Ukraine states that the 
application of sterilization is performed for adults at their 
request, and the Article 49 of the Basics of Ukrainian Leg-
islation on Health Care specifies that it is performed only 
under medical indications. In fact, voluntary sterilization as 
a mean of contraception is not legally envisaged in Ukraine 
[28]. On the contrary, some countries such as Uzbekistan, 
grant citizens with an unlimited right to make independent 
and responsible decisions about the number, time and mode 
of birth of their children, and to deal independently with 
their sexual and reproductive rights [29].

CONCLUSIONS
In modern world the right to freely dispose own reproduc-
tive rights must be based on fundamental constitutional 
principles and must be protected by the regulations of the 
relevant branches of law, in particular, criminal law. The 
lack of uniform principles and standards for the realization 
of the right to reproduction at the international level causes 
absolute insecurity of subjects who are either limited or 
deprived of the opportunity to choose the desired option 
of realizing their own reproductive rights. The current 
legislation does not fully ensure the conditions and op-
portunities for realizing person’s right to reproduction in 
various countries.

Forced sterilization is introduced in many criminal codes 
and laws as a criminal offense. It imposes a duty for States to 
combat such a phenomenon. Recognition of forced sterilization 
as tortures, obliges the international community to intensify the 
fight against it both at international and national levels.

Instead, voluntary sterilization, as a measure of contraception 
is either not regulated at all or regulated only partially in many 
countries. Besides, legislation’s regulations of different countries 
provide certain restrictions or prohibitions on voluntary ster-
ilization. Voluntary sterilization as a method of contraception 
requires a clear regulation at the legislative level and develop-
ment of uniform principles and standards, both within national 
and international law in order to eliminate the restrictions to 
freely use the reproduction function.

It is appropriate to use the legislation experience of those 
countries, where the regulations contain progressive approaches 
in guaranteeing the person’s freedom of choice to exercise his 
or her own reproduction function. First of all, to entrench 
mandatory consultation before the sterilization procedure at 
the legislative level, which may highlight the advantages and 
disadvantages of the procedure, its risks and side effects. The 
person’s age and level of education must be also taken into 
account. The information should be provided in a language 
understandable to the patient, either verbally or in writing. If 
persons have hearing or visual defects, they must be provided 
with hand language or Braille script. Reaching of particular age, 
preferably 25 years, should be also a mandatory prerequisite for 
voluntary sterilization as a mean of contraception. Any other 
restrictions must be regarded as a restriction of the right to free 
choice while realizing the right to reproduction. Persons guilty 
of forced sterilization should be also prosecuted for this grave 
crime against human health.
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INTRODUCTION
Post-mortem organ donation covers 90-95% of transplant ser-
vices demands in different countries and thus poses a problem 
not only for transplant specialists but also for lawyers, whose 
task is to provide legal support for the removal of organs of the 
deceased. The development of the law governing posthumous 
organ donation puts the legislator in a difficult position. Оn the 
one hand, it is necessary to ensure human rights to the autonomy 
of the body and its respect after death, on the other − to create 
an effective legal model of the system of removal of cadaverous 
organs. Thus, the legislator must pass between the wall of the 
accusations of “pseudo-Democrats” and so-called “human rights” 
in the lack of respect for “universal values” and the sick, the dying 
an agonizing death from an incurable disease without a possibility 
to be saved by donors’ organs [1, p. 21]. All the above-mentioned 
factors determine the relevance of the research topic.

THE AIM
The purpose of the article is the scientific search for the 
optimal legal model of organ removal for transplantation, 
considering the practice of the ECHR and the legislation 
of countries with different legal systems.

MATERIALS AND METHODS
Research methods are chosen according to the aim of the 
article. Both general and special scientific methods are used. 

The formal-logical (dogmatic) method was used to in-
terpret certain provisions of current Ukrainian legislation, 
foreign legislation and international legal acts. The compar-
ative legal method was applied in foreign experience study-
ing of the legal regulation in the field of transplantation. 
The logical-semantic method was applied to interpret and 
distinguish basic concepts and some scientific categories. 
Generalization and modelling techniques have been used 
to examine existing regulation practices in the field of 
transplantation.

The theoretical base of the research is papers of Bonnie 
F., Dakhno I.N., Dubovik O.L., Erin C., Evans R., Kevorki-
an J.A., Price D., Richardson R., Reriht A.A. The empirical 
base includes the results of the opinion poll and the analysis 
of the ECHR practice.

REVIEW AND DISCUSSION
A serious obstacle to postmortem organ donation is 
people’s lack of confidence that death will be diagnosed 
accurately and will not be accelerated specifically to obtain 
the necessary organ.

Thus, one of the most important tasks faced by the leg-
islators of many countries is to consolidate the rules of law 
to regulate the necessary actions and conditions for the 
accurate diagnosis of human death, taking into account 
the latest achievements in Biomedicine. In search of the 
optimal legal model it is necessary to refer to the existing 
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experience. The analysis gives us the basis to allocate four 
main approaches to removal of bodies of the dead for 
transplantation regulation:
1) routine transplantation;
2) forcible removal from persons sentenced to death;
3) the removal of organs based on “consent” (the “pre-
sumption of disagreement”) of the deceased during his 
life (partial agreement – no doubt agreement) or his next 
of kin after the donor’s death (full consent procured (sim-
plified) consent»;
4) removal of organs based on the” presumption of consent 
“ of the deceased, that is, his alleged consent.
So, what is the meaning of routine transplantation as a 
method of organ removal?
According to experts, this method is the most beneficial in 
terms of ensuring the needs of transplantology, but at the 
same time from a legal point of view has significant gaps, 
since the removal of the organs of the deceased only the 
permission of the medical administration and, in criminal 
cases, the forensic expert and the Prosecutor is required. 
This does not take into account the will of the deceased 
or his relatives, which grossly violates the human rights to 
autonomy and integrity of his body and respect for him 
after death. The basis of the ideology of this organs removal 
system is the belief that the corpse belongs to society. The 
legal basis of this system is usually not laws, but by-laws 
as it was, for example, in the USSR before its collapse and 
in several countries of the “socialist camp”.

Advanced democracies have rejected the method of 
routine organ removal for transplantation purpose because 
a person has the right to express his or her will about his 
or her body after death, or the right is transferred to the 
relatives of the deceased (the so-called “next of kin”).

Only in China, through the use of this method, there is 
a systematic removal of kidneys from sentenced criminals. 
However, the state authorities of China claim that the 
permission of the criminals themselves and their relatives 
for the removal of organs as compensation for the harm 
caused to people was obtained in advance.

In the Syrian Arab Republic according to the law this 
method is allows to take organs for transplantation from 
criminals that are convicted to the penalty. Similar ap-
proaches are used in Egypt and Taiwan [2, p. 83].

The author (A.O.) considers that this method should be 
legally prescribed for convicts, who have committed grave 
crimes in case of an them diagnosis of deadly disease, ex-
cept for contraindications to this procedure.

At the same time, the review allows us to conclude that 
described approaches to the removal of deceased organs 
for transplantation are currently being used very limited 
and rejected by all democratic states, where there are two 
principal Legal models of “expressed consent” or “pre-
sumption of consent”.

Each of these “models” from a legal point of view is both 
“strong” and “weak” depending on the will of deceased’s 
relatives.

The “strong” model does not require any mandatory 
approvals of relatives of the potential donor, if there is a 

formal confirmation of the will of the deceased to donate 
their organs (for example, the so-called “donor card”), or 
none of the relatives of the deceased did not inform about 
the refusal to remove organs. 

A “weak” model requires, in any case, the obligatory 
alignment of this procedure with of the deceased’s relatives, 
even if there is a notarized volition of the deceased on the 
donation of organs. 

The essence of the withdrawal system on the basis of 
“expressed” or “concerned” consent is that it is necessary 
to obtain a “pronounced” consent, issued by the deceased 
during the life, or the obligatory consent of relatives of 
the deceased on the removal of organs for transplanta-
tion (concerned consent). Under such approach one of 
the so-called “cards” of the donor could be used, where 
he expresses his willingness to donate of their organs for 
transplantation after the death (UK) or categorically aban-
don this (Denmark, Holland, Spain, Portugal, Sweden). In 
Belgium and Sweden these data are logged in the central 
computer database.

However, as a practice shows, the effectiveness of such 
consolidation volition was low. In particular, in 2013 in the 
United States the staff of the centre Gellop found that 69% 
of Americans are willing to donate their organs after death, 
but only a small part of them has a “card” of donor [3].

In the UK, 27% of the individuals has such a card, but 
only 1 of 5 carry it constantly with them, in the US − only 
1 of 4 [4].

Even in the early 80s, many countries abandoned the 
system of “expressed consent” and switched to the “pre-
sumption of consent” system. For example, according to F. 
Stewart (1981) of 28 countries in 13 a legal model for the 
removal of organ transplants based on “presumption of 
consent” was introduced at that time. A review conducted 
by the Council of Europe in 1987 testified the implemen-
tation of a system based on “presumption of consent”, in 
21 states of the Council of Europe and also in Finland.

At the same time, it should be noted that in almost all 
countries with the legalized system of “expressed consent” 
its “strong” version implemented (Argentina, Australia, 
Denmark, Norway, the Philippines, Romania, Slovenia, 
Venezuela, Zimbabwe), “weak” version took place in Unit-
ed Kingdom, Japan, and Lebanon [5, p. 92].

Practically, as the literature review shows, the case went 
differently. According to the law in countries with a “strong” 
version of “expressed consent”, relatives had no right to 
change the volition of the deceased, but the medical staff 
had such an opportunity (Great Britain, the USA, Australia). 
Thus, in most countries with the legalized “pronounced 
consent”, the practice of the permission to relieve relative’s 
authority, which was subsequently enshrined in the legisla-
tion of several states, was developed. Thus, for example, by 
the law of Germany in 1997 [6, p. 2363]. Seizure of the organ 
for transplantation is permitted provided that:
1) There is consent provided for life by the donor;
2) In case of absence of any written official volition of 
the deceased there is the consent of the close (“next kin”) 
relative.
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Similar provisions were enshrined in the legislation of 
Venezuela, Algeria, Sri Lanka and Turkey.

It should be noted that although the law was supposed to 
get the consent of relatives, but in most regulations there 
are no any clear instructions that would oblige someone 
to purposefully seek these relatives. Therefore, in some 
countries, these requirements have appeared in the laws 
much later.

The additions made to these laws partially eliminated this 
gap by putting the responsibility of the medical official to 
allow the removal of organs in the absence of volition of the 
deceased and the consent of relatives only in cases when 
they are convinced that necessary, and provided reasonable 
efforts of the staff were made to establish a valid will of  the 
deceased and to search for his relatives.

Under Danish and Dutch law, the lack of direct consent 
of relatives prohibits the removal of organs for transplan-
tation.

Of great interest is the law of Germany “on donation, 
withdrawal and transplantation of organs.” The essence of 
this law is manifested in the fact that, acting on the basis 
of the model of “Express consent” doctors, in the absence 
of an express will of the deceased, will agree to the request 
of relatives, who have a certain period of time to decide 
whether they agree to the removal of organs of the deceased 
for transplantation. Relatives in such cases are formally 
warned that the absence of any response will be regarded 
as consent (although this reservation is characteristic of the 
presumption of the consent). Therefore, relatives, by law, 
must confirm their awareness. In this case, the following 
is of interest:” silence “of relatives can be considered as a 
consent by prior agreement of the parties since without a 
preliminary explanatory conversation, the assessment of ” 
silence” as consent is contrary to the general rule of law.

The differentiated approach to the consideration of the 
above systems leads to the disclosure of the legal nature of the 
model of withdrawal based on the “presumption of consent”.

In foreign literature, it is noted that the “presumption of 
the consent” approach is the “weakest link” in the legisla-
tion on transplantation of human organs of many States 
and serves as an occasion for discussion and well-reasoned 
objections. Systems based on the “presumption of consent” 
are often compared to routine organ removal. John. Kev-
orkian even expressed the view that the removal of organs 
based on “presumption of consent” is simply a state system 
of organ theft [7, p. 48].

Some authors and, in particular prof. Richardson believe 
that society paid dearly for failing to recognize the need of 
consent and that the “presumption of consent” is essentially 
a denial of this necessity [8, p. 78].

Erinn S., Harris J. (1999) consider the “presumption of 
consent” to be a legal fiction, and that without “Express” 
consent can be considered that it does not exist at all [9, 
p. 366].

At the same time, many supporters of the “presumption 
of consent” believe that a significant number of medical 
manipulations are based on the “presumption of consent” 
and therefore it is not a fiction, but a real consent.

Despite the revealed differences among specialists, it 
can be concluded that with “expressed consent” there is a 
real consent to the removal of organs for transplantation, 
and with “presumption of consent” − there are simply no 
identified objections.

“Strong “versions of legal models based on the “presump-
tion of consent” legalized in Austria, France, Luxembourg, 
Poland, Portugal, Slovak Republic, Spain, Peru, Brazil, 
Singapore,” weak “ − in Belgium, Finland, Russia.

To date, there has been some debate as to which system 
of “expressed” or “implied” consent is better. No one doubts 
the superiority of the first in terms of moral and ethical 
and the second in terms of much greater opportunities to 
provide patients with donor organs.

Only a few authors believe that there is no correlation 
between the legal model of organ removal in the country 
and the number of organs seized.

It is very interesting that recently there has been a clear 
trend towards convergence of both legal models due to the 
fact that although “de jure” medical personnel should not 
actively “ask” for the consent of relatives in the presence 
of a “strong” version of the “presumption of consent”, “de 
facto” this happens in almost all cases.

For example, in Spain, which has the world’s most effec-
tive post-mortem organ donation system, there has been 
provided more than 1,500 kidney transplants in 2017.

The same trend can be seen by comparing transplantation 
legislation in the UK (“expressed consent”) and Norway 
(“presumption of consent”). In the legislation of both 
countries for the removal of the organs of the deceased the 
requirements are: the “express consent” of the deceased; the 
absence of objections of relatives, subject to the expression 
of consent of the deceased.

None of these laws contain a provision on the mandatory 
receipt of the consent of the deceased after his death − his 
relatives, and in Croatia, Sweden, Norway need a mandato-
ry family permit for transplantation. Rules for the harmo-
nization of medical manipulation with the family or other 
community are adopted by States within the framework of 
the so-called “principle of family autonomy”.

It should be noted that there are cases where both criteria 
are applied at the same time to establish death. For example, 
in accordance with Art. 2 and 15 of the Venezuelan Law “on 
transplantation of organs and anatomical materials of the 
person” receiving of donor’s organs is possible from a person 
whose death is established on the basis of traditional criteria 
of clinical death (cardiac and respiratory arrest, lack of reac-
tions to external stimuli) or complete cessation of electrical 
activity of the brain within 30 minutes (in persons whose 
vital functions are maintained artificially). You should pay 
attention to the fact that the Law expressly stipulates the con-
dition that should be equated with death: it is reversible toxic, 
and metabolic changes caused by hypothermia [10, p. 73].

The European Convention on Human Rights (ECHR) 
(formally the  Convention for the Protection of Human 
Rights and Fundamental Freedoms) is one of the basic 
European legal acts in many spheres, including trans-
plantation.
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Thanks to the European Court of Human Rights the Con-
vention [11] is a “living document”. The European Court in 
its case law concretizes, clarifies and expands the normative 
content of the ECHR. Examples of such solutions are used 
in the field of transplantation and organ donation. The 
study of the practice of the European Court in the field of 
transplantation and donation is limited to two cases. 

The judgment in the first case “Petrov against the Repub-
lic of Latvia” (Petrov v. Latvia, complaint No. 4605/05) was 
issued in June 2014 [12]. The judgment in the second case 
“Alberta (Elberte v. Latvia, complaint No. 61243/08) against 
the Republic of Latvia” was issued in January 2015 [13].  
The plots of these cases are similar in factual circumstances.

In Petrov v. Republic of Latvia, the applicant’s son suf-
fered serious injuries as a result of a traffic accident, after 
which he was taken to the hospital, where he underwent a 
craniotomy, and it was decided by doctors to remove the 
kidney and spleen for further organ transplantation.

The Complainant was reported to have deteriorated 
in her son’s condition but was not approached with the 
consent of an organ transplant. About what happened, 
the applicant learned nine months later during the con-
sideration of the criminal case on the fact of a traffic acci-
dent. Following the Complainant’s complaint, the police 
concluded that the transplantation of her son’s organs was 
legal under the national law and refused to initiate criminal 
proceedings [12].

According to the Law of the Republic of Latvia “On 
the protection of the body of a deceased person and use 
of human organs and tissues in medicine” (as of January 
1, 2002), it was assumed that every person in life has the 
right to inform the institution in writing that he/she agrees 
to further removal of their organs after death. Such infor-
mation is entered in the internal passport of a particular 
person on his consent or disagreement to the removal of 
organs during transplantation, this information is as well 
recorded in special registers. Article 11 of this Law provided 
that “the removal of organs and tissues from the deceased 
donor for further transplantation is allowed if during his 
lifetime he did not object to this and if his next of kin did 
not prohibit this removal” [14].

In her application to the European Court of justice, 
the applicant claimed that the case involved a violation 
of article 8 of the Convention concerning the removal of 
organs from her son without his prior consent and the 
prior consent of the applicant herself. The European Court 
concluded that in the applicant’s situation there had been a 
violation of the right to private and family life (article 8 of 
the Convention). That is, the European Court recognized 
that interference with the right to respect for private life 
was not provided by law, as required by article 8 of the 
Convention, because Latvian law, formally granting close 
relatives of the deceased the right to object to the removal 
of his organs, which were not formulated clearly and did 
not provide effective protection against arbitrariness [12].

The legislation of Latvia does not provide proper notifi-
cation of relatives of the deceased on the transplantation of 
its organs so that they could argue against it, as well as did 

not forbid the removal of organs without obtaining consent 
from the relatives if the deceased had not expressed their 
will. The applicant, formally having the right to object to 
the removal of her son’s organs, was not informed of how 
and when she could implement it, let alone to obtain proper 
explanations [12].

It should be noted that in response to this situation, the 
Law of the Republic of Latvia “on the protection of the body 
of a deceased person and the use of human organs and tissues 
in medicine” was amended. The amendments were aimed at 
a clearer definition of “consent”, including by close relatives. 
Thus, article 11 this Law establishes that “the Removal of 
organs and tissues from the body of a deceased person for 
transplantation is allowed in cases when the register of citi-
zens of the Republic of Latvia has no information concerning 
the refusal of the deceased person from the post-mortem 
use of organs or tissues, or its consent to the procedure, and 
the nearest relatives of the deceased before the transplant 
not reported medical institution in writing of its objections 
to post-mortem use of organs and tissues of his body made 
during his lifetime. The removal of organs and tissues from 
a deceased child for further transplantation is prohibited 
unless one of his parents or his legal representative has given 
written consent to it” [15].

In the second case, Elberte v. Latvia, the applicant’s man 
died in a car accident. During the autopsy at the forensic 
center his tissues were seized and transferred to a pharma-
ceutical company in Germany for the manufacture of bio 
implants under an approved state contract.

The Complainant alleged, inter alia, that without her 
consent and notification, tissue samples were taken from 
her deceased husband and that her husband was buried 
with his legs tied. The applicant learned about the seizure 
of tissues two years later during the consideration of the 
criminal case on the fact of large-scale illegal seizure of 
organs and tissues from the corpses [13].

The Complainant claimed that there had been a violation 
of article 8 of the Convention in the case, in particular, that 
the removal of her husband’s tissues had conducted without 
his and her consent. She complained that in the absence of 
such consent his dignity his individual integrity had been 
violated and his body had been treated with disrespect. The 
Complainant also claimed that there had been a violation 
of article 3 of the Convention in this situation because the 
removal of tissue from the man’s body had been carried 
out without her prior consent or notice, and that she had 
been forced to bury him with his legs tied.

Violation of the Law “on the protection of the body of a 
deceased person and the use of human organs and tissues 
in medicine” in two ECHR cases are the same.

The European Court found that the Latvian authorities 
had not created the legal and practical conditions that 
would have allowed the applicant to Express her opinion 
on the removal of her deceased husband’s tissue and thus 
allowed interference in the exercise of her right to respect 
for private life [13].

The Latvian authorities differed on the significance of 
the applicable domestic legislation. The forensic medical 
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examination center and the Latvian police assumed that 
there was a system of “presumed consent”, whereas the in-
vestigators believed that the Latvian legal system was based 
on the principle of “informed consent”, and the removal 
of organs and tissues was possible only with the consent 
of the donor (during his lifetime) or his relatives. At the 
time when the Latvian police agreed with the interpreta-
tion proposed by the Prosecutor’s office and decided that 
it was necessary to obtain the consent of the applicant, the 
Statute of limitations for criminal prosecution had already 
expired. Such disagreements between the authority’s point 
to the lack of clarity of the provisions of the legislation of 
Latvia [13].

Concerning to compliance with article 3 of the Conven-
tion, the European Court found that apart from the grief 
caused by the death of a close family member, the applicant 
suffered without knowing why the man’s legs were tied 
when the body was returned to her for burial. In fact, she 
became aware of what fabrics were seized and in what quan-
tity only during the proceedings in the European Court.

Thus, the applicant was denied the negative consequences 
of the violation of her personal rights, concerning a very 
painful aspect of her private life, namely the right to con-
sent to or object to the removal of her deceased husband’s 
tissues.

Although in the highly specialized field of organ and 
tissue transplantation, it is generally accepted that the hu-
man body should be treated with respect even after death. 
Indeed, there are many international treaties, including 
the Convention on human rights and Biomedicine and its 
Additional Protocol, aimed at protecting the rights of living 
or dead organ and tissue donors. Moreover, respect for hu-
man dignity is one of the “ trunks” of the Convention [13].

Analyzing the Ukrainian legislation in our opinion 
there is a substitution of “presumption of disagreement” 
of “presumption of consent”. Currently, Ukraine has a 
presumption of disagreement, which is reflected in article 
17 of the Law of Ukraine “on the use of transplantation of 
human anatomical materials” 2018 (hereinafter – the Law) 
[16]. “ It is forbidden to remove anatomical materials for 
transplantation and / or production of bioimplants from a 
deceased person in the case of: the existence in the Unified 
State Information System of Transplantation of the infor-
mation about the life-giving written consent for the death 
donation provided by such person”. A logical question 
arises: “The absence of written disagreement is the basis 
for the transplantation of human anatomical materials?”. 
The subparagraphs of this article are contradictory and 
may lead to conflict and abuse of law. For example, another 
case of a ban on the removal of anatomical materials for 
transplantation and/or the manufacture of bio-implants 
from a deceased person is the lack of consent of relatives. 

If the donor-corpse has no legal representatives the de-
ceased may be a subject of law, but not of legal relations. In 
this case, in our opinion, it would be logical if the interests 
of such a subject of law would be represented by the state, 
provided that there is no expressed disagreement on organ 
transplantation.

In case of formation in the future of judicial practice 
in part of Art. 17 p. 3 PP.1 of the Law there should be a 
mandatory procedure for informing relatives about their 
right to informed consent.

 As for the recipients, that in article 13 [16] the Law 
clearly stipulates that the withdrawal of anatomic materials 
for transplantation and/or manufacture of bio implantation 
is carried out with the consent objectively proposed by 
capable person. In the absence of consent to the operation, 
the specified medical intervention is prohibited. But article 
13 p. 5 of the Law provides for the case of a real threat to 
life (but what is meant by a real threat to life is not clear, 
because medical practice knows many “journal” cases 
of patients coming out of conditions that threaten their 
lives), which implies the lack of consent of the recipient 
to medical intervention.

It is necessary to pay attention to one more issue which 
will lead to the inhibition of the development of transplan-
tation. This contradiction between the Law “fundamentals 
of legislation of Ukraine on health protection (article 47, 
52) [17], where for the first time the definition of the con-
cept “the moment of irreversible death” – the moment of 
brain death or biological death, and the Order of the MOH 
of Ukraine No. 821 dated 23.09.2013 “About establishment 
of the diagnostic criteria of brain death and the procedure 
of finding the death of the person” [18], changes to which 
had not been made. The reference rules of the order are 
based on the old law on transplantation and contain out-
dated provisions, which is unacceptable. This in turn leads 
to the incorrect execution of procedural actions during 
transplantation.

The law did not provide specifics about the order of 
obtaining consent from relatives and family members of 
the donor in case there is a list of persons defined by law 
or in the case of radically different views on the removal 
of anatomical materials. The main task of the Ukrainian 
legislator is to solve these conflicts. In our opinion, this 
is especially aggravated in cases that concern the future 
recipient. Regarding this, we consider it appropriate to 
conduct the procedure of listening to both sides in terms 
of validity, objectivity, the impartiality of the judge in the 
field of the main question: “what would be better for the 
life and health of the recipient?”

CONCLUSIONS
Taking into account the practice of the ECHR and the 
experience of other legal systems, it is necessary first of all 
to focus on improving the legal literacy of the population 
and on the peculiarities of accepting consent to the removal 
of human anatomical materials. This is the first point. The 
second point is that the improvement of legal culture is 
not possible without the creation of effective mechanisms 
to protect the rights of patients and doctors. The third one 
is the necessity to increase the information and scientific 
support of this sphere.

Despite the mixed nature of the system of removal of 
anatomical materials, the Ukrainian legislator prefers the 
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presumption of disagreement. This system requires a com-
plex process of debugging. And the presumption of consent 
may be the next stage when the pyramid “Transplantation 
in Ukraine” will be competently and harmoniously built, 
will be based on the trust and law.
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INTRODUCTION
In 2015 it was a significant event in the development of 
mankind – the leaders of states around the world agreed 
on 17 new goals, the achievement of which has become 
crucial for the balanced and prudent development of 
present and future generations. Actually, these goals are 
called the Sustainable Development Goals or SDGs [1]. In 
fact, the idea of sustainable development has taken on the 
mainstreaming character and is now pervading almost all 
spheres of public life. 

Labor migration has become one of the priority areas in 
the achievement of the SDGs, that is absolutely obvious and 
justified, because in the modern world people’s mobility, 
regardless of the cause and scale, is no longer evaluated as 
“background context for development, or even worse, as a 
by-product of lack of development”. Migration, including 
labor, is now regarded as “a core, cross-cutting issue and 
an important contributor to sustainable development” and 
migrant workers are a “key target group for the achieve-
ment of the SDGs” [2].

THE AIM
The aim of this article is to identify the challenges that 
migrant workers face in terms of their health care and to 

analyze current approaches to understanding the right to 
health of migrants seeking work outside their own country.

MATERIALS AND METHODS
International migration and human rights issues discussed 
in the article determine the choice of the following general 
philosophical and legal methods. Through the use of a di-
alectical approach and a historical method, we have been 
able to understand the patterns of formation and develop-
ment of perceptions of the international community and 
states about migration and the protection of the rights of 
labor migrants. The formal legal method was used while 
studying legal documents, and comparative legal method 
enabled comparing different approaches to the protection 
of labor migrants` human rights that are embodied in dif-
ferent international human rights mechanisms.

The study is mainly based on international law (6 
universal and regional instruments), interpretation and 
explanation of human rights’ treaty bodies (Committee on 
Economic, Social and Economic Rights, UN Committee on 
Labor Migrants, UN Refugee Council), expert reports and 
research studies, case law (3 European Court of Human 
Rights judgements, advisory opinion of the Inter-Amer-
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1 � Relevant methods of estimating labor migration in the world are not always able to take into account migrant workers who do not have the necessary documents or permits, i.e. 
undocumented migrant workers. In this regard, the issue of developing and improving existing data collection mechanisms for undocumented migrant workers is urgent.
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ican Court of Human Rights, decision of the European 
Committee of Social Rights (Council of Europe), relevant 
scientific literature.

REVIEW AND DISCUSSIONS 
The problem of people migrating worldwide in order to 
find better work and higher pay has been under the scru-
tiny of the international community since the beginning 
of the twentieth century, namely – since the creation of the 
International Labor Organization (ILO) in 1919, the prior-
ity area of which is the promotion of equality of working 
migrants. Thus, Migration for Employment Convention 
(Revised), 1949 (No. 97) [3] established the obligation 
of each ratifying State to provide for immigrants lawfully 
within its territory the same conditions that are no less 
favorable than that applied to its own nationals, without 
discrimination in respect of nationality, race, religion or sex 
(Art. 6). In its Art. 5 Convention pays particular attention 
to the protection of the health of migrant workers: states 
are under a duty to assert, that migrant workers and their 
families, who are allowed to accompany or join them, are 
in reasonable health state; states are also obliged to provide 
them with the necessary adequate medical care and appro-
priate hygienic conditions at the time of their departure, 
during the journey and after arrival at their destination.

State obligation to respect migrant workers` human 
rights is the main idea of the first provision of another ILO 
Convention, No. 143, adopted in 1973, that particularly 
prohibit abuses in the field of clandestine movements of mi-
grants for employment and illegal employment of migrant 
[4]. This ILO Convention No. 143 further demonstrated the 
need for equal protection of all migrant workers, especially 
since that creation of this Convention was already based 
on established human rights standards.

As to the United Nations level, in 1990 International 
Convention for the Protection of the Rights of All Migrant 
Workers and Members of Their Families (ICRMW) was 
adopted, which together with the ILO Conventions No. 47 
and No. 143, mentioned above, constitutes the international 
charter on migration. ICRMW provides a broad under-
standing of the term “migrant worker”, meaning a person 
who will be engaged, is engaged in, or has been engaged 
in remunerated activities in a country of which he or she is 
not a national. In this case, ICRMW distinguishes between 
the regular migrant workers (so-called “documented” mi-
grants), who are authorized to enter, to stay and to engage 
in a remunerated activity in the State of employment pursu-
ant to the law of that State and to international agreements, 
to which that State is a party, and irregular migrants, who 
don`t comply with these conditions (have either entered 
the country of employment without authorization, or have 
not been entitled to stay, reside and work in that country, 
or have an expired permit or visa, or have tourist visas, but 
they are engaged in remunerated activities in the country 
and so on). Both regular and irregular migrants enjoy all 

the rights, provided for in Part III of the ICRMW, which is 
essentially consonant with widely recognized human rights 
catalogue, but at the same time, irregular migrant workers 
are excluded from the scope of rights grouped under Part 
IV of the ICRMW that are primarily social-economic. For 
instance, with regard to healthcare Part III of ICRMW 
(Article 28) guarantees all migrant workers, irrespective 
of their legal status of residence or employment, the right 
to receive urgent medical assistance if their life or health 
are under threat.

According to Part IV of the ICRMW only regular mi-
grant workers have: the right to social and health services 
(Article 45); freedom to leave the country freely without 
prejudice to future return (Article 38); freedom to form 
associations and trade unions (Article 40); the right to 
participate in the public and political life of the country 
of employment (Article 41); the right to consultation from 
public bodies of local communities (Article 42); access to 
housing (Article 43); the right to protection of the unity 
of the family life (Art. 44) and others. It seems that the 
inability of these migrant workers to enjoy their rights 
poses risks to their right to health. Once European Court 
of Human Rights (ECtHR), known for its evolutionary in-
terpretation of human rights, in the interstate case Cyprus 
v. Turkey (2001)2 [4] noted that sometimes “the authorities 
of a Contracting State put an individual’s life at risk through 
the denial of health care, which they have undertaken to 
make available to the population generally” (para. 219). In 
this connection, the Court notes that paragraph 1 of Art. 
2 of the Convention for the Protection of Human Rights 
and Fundamental Freedoms (ECHR) obliges states not only 
to refrain from the intentional and unlawful taking of life, 
but also to take appropriate steps to safeguard the lives of 
those within its jurisdiction.

There is almost 20 years’ discussion among experts and 
human rights` treaty bodies about the expanding the range 
of rights for irregular migrant workers and about more 
decisive overcoming the discrimination and inequality 
treatment of States. The texts of international agreements 
on the migrant workers` status indicate that the “employ-
ment states” are the main actors in establishing the rules 
and determining the status of migrant workers, and that 
is why these “undocumented” migrant workers are placed 
in a potentially vulnerable light [7; 258]. They usually find 
themselves in situation of a “legal limbo”: as human beings 
they are bearers of human rights, but they have limited 
access to enjoying of rights and remedies [7; 258]. Such 
situation often combined with a feeling of uncertainty 
that further transforms into a feeling of real danger and 
restriction of freedom. Moreover, often the motives for la-
bor migration – searching for better jobs and higher wages 
are reinforced by other reasons that make this displacement 
truly forced. For instance, one of the key reasons for the 
labor migration of Ukrainians abroad during the last 5 
years is annexation of Crimea, occupation of some regions 

2 This case concerned the issues of internal displacement as a result of military occupation of Cyprus by Turkey and armed conflict. 
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of Donetsk and Luhansk regions, armed conflict there and 
providing of anti-terrorist operation at the contact line.

Freedom from fear, freedom from want and freedom 
to live in dignity are the basic elements that underpin 
current understanding of human security. But it becomes 
more obvious that in the global era, promotion of human 
security with traditional public policies and concepts of 
national, military and state security are no longer effective 
[7; 253]. And here the human rights-based approach “may 
come in handy”: it says that each state has three levels of 
positive obligations towards all human beings within its` 
jurisdictions – obligations to respect, obligations to protect 
and obligations to fulfill [8, 9]. What is the right to health 
from this prospect? What positive obligations do states 
bear in the sphere of health care? What labor migrants can 
count on from the point of view of human rights` positive 
obligations as a whole and as to the health in particular?

It is well-known that according to the Constitution of the 
World Health Organization, “health is a state of complete 
physical, mental and social well-being and not merely the 
absence of disease or infirmity” [10]. In terms of a human 
rights-based approach, this definition is non-informative. 
Today it is customary to consider one`s health not only as 
a desire for well-being, but also as a human right that is 
structurally composed of freedoms and rights (for rights 
bearers – natural and legal persons), as well as obligations 
– for obligation bearers (states and non-state actors). Ev-
eryone has the freedom to control his or her health and 
body, including sexual and reproductive freedom, freedom 
from intervention (from torture, unfair medical treatment 
and experimentation); at the same time, the entitlements 
include the right to a system of health protection, which 
provides equality of opportunity for people to enjoy the 
highest attainable level of health [11]. One should note, 
there are a number of human health issues as to which the 
regulative potential of law is limited.

After all, no country in the world can be obliged to 
achieve any certain result, because of objective reasons 
that impact on fulfilling state`s obligations, regardless of 
its good faith and will. [12, p. 74]. Any state can hardly 
promise to protect a person from any illness, to guarantee 
a perfect health, but it is obliged to respect the right of 
every person to health and to protect it against the inter-
ference of other private and state actors. Nor should we 
underestimate the fact that social health policy is more 
dependent on, and should be adequate to, the economy, 
but at the same time ignoring social problems can lead to 
significant economic losses in the future. [13; р. 49]. In 
this connection, according to Art. 2 (par. 1) of the Interna-
tional Covenant on Economic, Social and Cultural Rights 
of 1966 (ICESCR) all states undertake steps, individually 
and through international assistance and co-operation, 
especially economic and technical, to the maximum of its 
available resources, with a view to achieving progressively 
the full realization of the rights recognized in the present 
Covenant by all appropriate means, including particularly 
the adoption of legislative measures. At the same time, par. 
2 of Art. 2 allows “developing countries, with due regard to 

human rights and their national economy” to “determine 
to what extent they would guarantee the economic rights 
recognized in the present Covenant to non-nationals”.

The prohibition of discrimination in the enjoyment of 
human rights is one of the basic principles of the human 
rights-based approach and is a direct and inclusive duty 
of any state. In its Advisory Opinion on the “Juridical 
Condition and Rights of Undocumented Migrants”, the 
Inter-American Court of Human Rights (IACHR) stated 
unequivocally that the principle of equality and non-dis-
crimination has entered the domain of jus cogens, since the 
whole system of “national and international law is based 
on this principle” (para. 101)  [14]. As IACHR mentions, 
“the situation of vulnerability has an ideological dimension 
and occurs in a historical context that is distinct for each 
State and is maintained by de jure (inequalities between 
nationals and aliens in the laws) and de facto (structural 
inequalities) situations” (para. 112) [14]. Regarding the 
latter, it should be noted that states can often be constrained 
in their efforts to overcome discrimination by the fact that 
society discriminates against a particular group, which 
is quite often the case with migrant workers. This can be 
enhanced by cultural prejudices, ethnic rivalries and xe-
nophobia, violence of distinct forms, personal insecurity 
[14]. However, this means that the state should be more 
deliberate about the implementation of the principle of 
non-discrimination in the horizontal dimension, i.e. be-
tween private actors [15; р. 23]. 

Art. 12 of ICESCR proclaims the right to the highest 
attainable standard of physical and mental health for all 
without limitation. The same approach is enshrined in the 
1981 UN Convention on the Elimination of All Forms of 
Discrimination against Women (CEDAW) and the 1989 
UN Convention on the Rights of the Child (CRC). On the 
same ground the European system of protection of social 
rights is based, namely, the European Social Charter of 
1996 (revised) (ESC). The European Committee of Social 
Rights (ECSR), which monitors fulfilling the provisions 
of ESC by states by adjudicating collective complaints, 
found in one of the cases the lack of access to medical 
assistance for children of “undocumented” migrants as a 
violation of social, economic and social rights of children  
and young people, that are protected by means of Article 
17 of ESC [16].

As the UN Committee on Economic, Social and Cultural 
Rights (UN CESCR) explained, Art. 12 ICESCR obliges 
states to ensure that all migrant workers and their families, 
regardless of their migration status, have effective access to 
primary care, as well as to preventive, curative and palliative 
care services[11], as far as such care is urgent to preserve 
their life or to avoid irreparable harm to their health; here 
the CESCR addresses the issues of immunization of mi-
grant children against major infectious diseases, as well as 
the access of women-migrant workers to safe reproductive 
health and abortion services, where they are at risk or after 
being raped, and to emergency obstetric care [11].

Consolidating all abovementioned and taking into ac-
count human rights`-based approach, in the field of health 
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care the state is obliged : 1) to respect, which requires states 
to refrain from direct or indirect interference with the right 
to health (to refrain from denying or limiting access to 
health-care services; withholding, censoring or misrepre-
senting health information and violating the right to priva-
cy (e.g. of persons living with HIV / AIDS); 2) to protect – to 
pass legislation or take other reasonable measures in order 
to ensure private individuals` right to health in interfered 
with: for example, preventing women from being subjected 
to harmful practices or establishing liability for forcing 
them to do so (prohibition of female genital mutilation); 
to guarantee people’s access to information and services 
related to health, including environmental protection; and 
to provide medical assistance to persons with disabilities, 
with their free and informed consent [17]; this duty also 
means to control the marketing of medical equipment and 
medicines by individuals; states also should prevent third 
parties from violating the right to health in other coun-
tries, as well as exercise human rights due diligence when 
negotiating international or multilateral agreements with 
other states, that means assessing their potential impact on 
human rights and taking measures to prevent them 3) to 
fulfil the right to health – to adopt appropriate legislative , 
administrative, budgetary, judicial and other measures to 
fully assure one`s the right to health [17].

Within the ECtHR case law there are several prominent 
judgements which found states failing to fulfill a posi-
tive obligation to ban slavery and forced labor (Article 4 
ECHR). One of the first such is Siliadin v France (2006)[20]. 
In this case, a 15-year-old African migrant who arrived 
in France on a tourist visa and worked as unpaid servant, 
actually became a “house slave”. The ECtHR has decided 
that States have positive obligations to adopt criminal-law 
provisions that penalize of forced labor and to apply these 
criminal sanctions to violators (para. 89). In case of Chow-
dury and others v. Greece (2017) [21] ECtHR awarded to 
applicants — a group Bangladesh agricultural irregular 
migrant workers – a just satisfaction of EUR 588,000. The 
applicants, who protested against the non-payment of their 
wages for a considerable period of time, were injured by 
the employer’s armed guards. The ECtHR found of the 
applicants in the situation of vulnerability, taking into 
account their undocumented status and the risk of being 
arrested, detained and expelled. The fear of not receiving 
pay was compounded by a greater feeling of threat – a threat 
to life, since the applicants worked under the supervision 
of armed guards. The ECtHR found Greece to fail to fulfil 
its positive obligations under that provision, namely the 
obligations to prevent the impugned situation of human 
trafficking, to protect the victims, to conduct an effective 
investigation of the offences and to punish those respon-
sible for the trafficking (par. 128).

Human rights treaty bodies, as well as non-governmen-
tal organizations in their reviews and reports repeatedly 
noted the discriminatory treatment towards migrant 
workers while providing health services: collecting exces-
sive charges from irregular migrants for medical services, 
practices of demanding immediate payment, or paying for 

services before providing them [18]. 
In this regard, implementation of national policies of en-

couraging the health professionals working with vulnerable 
groups is urgent. It may mean promotion of specific train-
ings and exercises on anti-discrimination rules, creation 
of mechanisms for evaluating health care professionals in 
the context of equal treatment of all patients (e.g. medi-
cal questionnaires) assuring patients that responding to 
questionnaires will not harm further treatment [19; р. 89].

Quantitative and qualitative researches fix the major 
challenges and threats faced by migrants, especially undocu-
mented migrants, as to their right to health: they are usually 
excluded from public health systems and cannot afford med-
ical insurance. For example, ICRMW does not provide for 
irregular migrant workers access to national health programs 
(Art. 45); migrants have difficulties in accessing to health 
information and available services; often information is not 
properly provided by the state (ICRMW also provides that 
access to public information of irregular migrant workers is 
limited); female domestic workers are particularly vulner-
able to sexual abuse and violence; dangerous, unecological 
and unhealthy working conditions; migrant workers may 
be more at risk of sexual intercourse, thus contributing to 
the rapid spread of sexually transmitted diseases; migrant 
workers are more vulnerable to such cruel practices as hu-
man trafficking, forced labor, slavery, as a result of which 
they are physically abused and ill-treated, and face threats 
to their reproductive health (sexually transmitted diseases, 
unwanted pregnancies, dangerous abortions) [11]. 

A serious obstacle to getting proper medical assistance 
by undocumented migrant workers is their fear of being 
reported about to immigration authorities by health 
workers or employers. Some countries have implemented 
specific policies that in certain circumstances protect such 
migrant workers from deportation when they seeking 
medical care: if proper treatment is not guaranteed in the 
country of origin (Austria, Belgium, Greece, Italy, Norway); 
if it is demonstrated the serious harm to health, if service 
is not provided (Luxembourg); in case of pregnancy, when 
a temporary authorization for medical assistance should 
be provided (France, the Netherlands); emergency aid in 
the case of threat to life (Norway); in case of progressively 
developing diseases (Hungary) [22]. Language and cultural 
barriers as well as the political climate in the country are 
also recognized as barriers to the implementation of mi-
grant workers’ rights [23]. 

But it is exactly workplaces, where migrant workers are 
more often exposed to various health threats. Migrant work-
ers, especially irregular ones in most cases are engaged in 
so called “3d” jobs – dirty, dangerous and demanding jobs. 
Migrant workers are often at risk of performing work without 
adequate training or protective equipment, and are not able to 
challenge dangerous working conditions, and that increases 
the risks of injuries, occupational diseases and deaths at work. 
For example, agriculture is dangerous sphere because of high 
temperatures and toxic effects of pesticides; construction and 
hotel business are physically exhausting [23]. 

It seems that the only way out in this case is human rights-
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based approach. As IACHR rightly notes, the “labor rights 
necessarily arise from the circumstance of being a worker, 
understood in the broadest sense. A person who is to be en-
gaged, is engaged or has been engaged in a remunerated activity, 
immediately becomes a worker and, consequently, acquires the 
rights inherent in that condition. The right to work, whether 
regulated at the national or international level, is a protective 
system for workers; that is, it regulates the rights and obliga-
tions of the employee and the employer, regardless of any other 
consideration of an economic and social nature. A person who 
enters a State and assumes an employment relationship, acquires 
his labor human rights in the State of employment, irrespective 
of his migratory status, because respect and guarantee of the 
enjoyment and exercise of those rights must be made without 
any discrimination.” [14]. That means that every person, regard-
less of status, should be protected in the meaning of security of 
workplace and conditions by all accessible remedies. 

It worth to mention, that promoting a safe working environ-
ment for migrant workers, eliminating of modern slavery and 
human trafficking, the worst forms of child labor, including 
the recruitment and use of child soldiers, are goals that have 
taken their place in the 2025 Sustainable Development Agenda. 
Incidentally, the latter, as well as much of what has been stated 
in the text above, raises the issue of non-state actors’ obligations 
in the field of human rights, and business corporations are on 
the first place here. Human rights due diligence of business is 
a common standard of expected behavior for all enterprises, 
wherever they operate and regardless of their size. It is import-
ant to understand that these obligations exist irrespectively of 
the ability and/or willingness of states to fulfill their human 
rights obligations, but does not diminish the role of states` 
obligations; human rights responsibility is also separate from 
the obligation to comply with national laws and regulations 
protecting human rights [25]. In August 2019, 181 CEOs of 
the world (Amazon, Apple, Google, Mastercard) made a joint 
commitment to sustainable practices, including investing in 
their employees, providing them with honest remuneration 
and caring for their rights and the rights of stakeholders, i.e. 
others on which they have some influence. Particularly, they 
decided to pay much more attention to working conditions 
and protection of workers from discriminative treatment [26]. 

CONCLUSIONS
The major challenges facing by migrant workers in the 
modern world require new approaches to public policy. 
This particularly concerns their health care. Despite an ex-
tensive system of international human rights instruments, 
discriminatory practices and treatment of migrant workers 
are still widespread in the world. It is mostly agreed within 
the expert and scientific community that human rights-
based approach is able to counter these threats.

There are also an unequivocal understanding that nat-
ural and inalienable human rights must be accessible to 
migrant workers and protected by their states of residence, 
that complies with current perceptions of the positive 
obligations of states in the sphere of human rights. Often, 
the health care of migrants is directly dependent on the 

access to enjoyment of human rights (the right to access to 
information, the right to freedom of association, the right 
to freedom of movement) or the degree of protection of 
freedoms (freedom from torture and torture, freedom from 
forced labor). The more dangerous link is opposite, when 
health insecurity and lack of access to medical care results 
in the loss of life, that is the biggest value ever.
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INTRODUCTION 
The deepening of integration has led to a significant 
increase in the influence of international organizations 
on all spheres of public life, and on people’s mobility in 
particular. Health care in a globalized environment is not 
confined by national borders, and as a result of increased 
mobility of people more and more issues of social secu-
rity and medicine are arising. One of such an issue is the 
right to access to medical care for citizens while they are 
outside their home country. This problem is derived from 
two criteria: the need for access to unplanned medical care 
during temporary staying abroad, as well as the availability 
of the right to access to planned medical care, that is, when 
a person insured in one country has the need to obtain 
some medical services outside of that country. The ques-
tion naturally arises as to the grounds, guaranteed scope 
and conditions for receiving medical care by such patient 
– a national of a foreign country. The issue of receiving 
medical care staying in the territory of a foreign country 
is relevant for all categories of foreign nationals – those 
who, during a temporary being abroad, have the need to 
receive unplanned or planned medical care. 

The international legal regulation of the right to 
receive medical care is not perfect; the existing interstate 
agreements contain only general provisions in the field 

of the health care Law. At the same time, the acts of the 
national legislation of the states have provisions that 
fragmentarily regulate the rights of foreign patients to 
medical care.

Despite the fact that Ukraine is not a member of 
the European Union, our country clearly defined the 
integration vector of its development, so the reforms of 
the health care system should be based on the European 
values and standards of medical care. Thus, the creation 
of an effective mechanism for ensuring the citizens with 
rights that are equal to European Union citizens’ ones in 
terms of accessibility and quality of healthcare should be 
a strategic aim.

THE AIM
To study the peculiarities of enforcement of the right to 
medical care for patients staying abroad and to formulate 
proposals on legislation improvements on the basis of the 
analysis of the international law and national legislation of 
the European Union (EU) countries.

MATERIALS AND METHODS
International acts in the field of protection of the rights of 
the patients staying abroad, in particular, legislative acts 
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of the EU states, court decisions of the European Union, 
national legislation of foreign countries, scientific publi-
cations of the leading experts in the field of medical law, 
legislation of Ukraine in the field of protection of patients’ 
rights to medical care were used in the study. Access to 
court decisions and legislative acts was obtained via official 
websites of the Court of Justice of the European Union, 
the Supreme Court, the Verkhovna Rada of Ukraine, the 
Ministry of Justice of Ukraine and the Ministry of Health 
of Ukraine. The analysis and comparison of the medical 
laws’ provisions of the EU states and Ukraine were done in 
the course of the study. In addition, scientific publications 
of the leading experts in medical law, current international 
and national legislation were used.

The methodology of the study is based on a combination 
of philosophical approaches, general scientific and special 
legal methods of research. In particular, the systematic 
method was used to carry out a systematic analysis of 
the current EU legislation on the procedure for receiving 
medical care by the patients abroad. The structural-and-
functional method allowed us to examine the main aspects 
of proceedings of the EU court. The comparative-and-legal 
method has made it possible to compare EU legislation on 
access of patients to medical care with Ukrainian national 
health legislation. The legal modeling method was used 
to formulate proposals for improving current legislation.

Problems of enforcement of the right to medical care for 
patients were studied in science, however, due attention 
was not paid to the issues of enforcement of the right to 
medical care for patients staying abroad. Therefore, the 
chosen topic is obviously relevant.

REVIEW AND DISCUSSION
Provision on the human right to health is contained in the 
Preamble to the Charter of the World Health Organization 
(hereinafter - WHO), according to which: “The enjoyment 
of the highest attainable standard of health is one of the fun-
damental rights of every human being without distinction of 
race, religion, political belief, economic or social condition” 
[1]. The Universal Declaration of Human Rights, although 
it does not include a direct reference to the right to health 
care, points to the human right to the standard of living that 
is necessary for maintaining health (and for medical care) 
[12]. Also, the human right to health is enshrined in Article 
12 of the International Covenant on Economic, Social and 
Cultural Rights, 1966, which emphasizes “the recognition by 
States of the right of every person to the highest attainable 
level of physical and mental health” [3]. At the same time, 
Article 7 of the International Covenant on Civil and Political 
Rights, 1966, contains the provisions on the right not to be 
subjected to the medical and scientific experiments without 
consent [4]. The studied provisions allows to conclude that 
the right to health care is inextricably connected with other 
social-and-economic, civil-and-political rights and other 
factors, such as living conditions, infringement of physical 
or mental inviolability, which can directly affect the level of 
health, and therefore, the right to health care itself.

According to V.V. Sokurenko, the imperative link to the 
state and its institutions concerning recognition, respect 
and protection of the rights and freedoms of a human and 
citizen is formed in a society that perceives the human, 
his internal freedom and rights as a manifestation of that 
freedom, as the most important social value [ 5].

The implementation of the human right to health care 
by the state is a mechanism of creating the conditions for 
equal access to medical care based on the resources of 
each individual state. As the scientific literature indicates, 
ensuring of equal access to medical care does not mean 
providing the same amount of medical services for all 
categories of patients. Each state, first of all, ensures the 
enforcement of the rights of its citizens, and the regime for 
providing of medical care to non-citizens is regulated by 
the national legislation [6]. Despite the proclamation of the 
general right to health care, there are no provisions of the 
international acts that disclose the content, the mechanism 
of providing guarantees and the enforcement of such a 
right. Of course, the right to health care is a set of rights 
that make up one whole: the right to access to medical care, 
the right to be informed about the condition of providing 
of such care, and also the right to safe environment.

However, the enforcement of the human right to health 
care is impossible without the mutual cooperation of states 
[7], since state borders are not an obstacle for the spread 
of epidemics and infectious diseases. In addition, many 
international legal acts contain the direct obligation of the states 
concerning establishing of international cooperation in a wide 
variety of fields including health care. Thus, Article 56 of the 
Charter of the United Nations (hereinafter - “UN”) of 1945 
contains a provision under which Member States are required 
to undertake both independent and collective actions in 
coordination with the United Nations on the issues of medical 
care [8]. These include ensuring of equal access to medical care. 

A particular problem is presented by the situation in 
which non-nationals of the states apply for receiving 
of such care. States may not restrict the right to access 
to medical care on the basis of the patient’s nationality. 
This follows from the provisions of the United Nations 
International Convention on the Elimination of All Forms 
of Racial Discrimination of 1965 concerning removing of 
administrative restrictions on using of social and economic 
rights by non-nationals. The above acts proclaim the 
human right to health care, but do not contain specific 
provisions on the mechanisms for proving of such a right. 

The Council of Europe adopted the European Convention 
on Social and Medical Assistance in 1953 [9]. The 
Convention’s provisions specify providing of medical and 
social care to the nationals of the contracting states when 
staying outside of their own country on an equal basis 
with the nationals of the country where they stay, as well 
as to stateless persons in case of legality of their staying 
in the territory of the contracting state. However, the 
Convention norms apply only to those who do not have 
sufficient livelihood. 

The European Social Charter of 1996 [10] in Article 13 
regulates the right to social and medical care, which should 
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be provided to any person who does not have sufficient 
livelihood or is unable to obtain it through his own efforts 
or from other sources. The ratification of the Charter on the 
basis of the Law of Ukraine “On Ratification of the European 
Social Charter (Revised)” gave a qualitatively new impetus 
to the social democratic changes in Ukraine [11]. 

One way or another, the main volume of the enforcement 
of the right to health care, including medical care, is 
governed by the national legislation. A person who is in 
the territory of another state falls under the jurisdiction of 
that state, in the case of providing medical care to a foreign 
person, the provisions of domestic law usually considering 
the provisions of international law is applied. However, 
depending on the country the legal status of such a patient 
may vary: it depends on the existence of international 
agreements in the field of medicine and health care 
between the country of stay and the country of citizenship, 
on participation in conventions governing the right to 
medical care, and state participation in the international 
intergovernmental organizations, integration projects, etc. 
In addition, there is a social and health insurance system in 
some Member States of the European Union, a nationally 
funded public health system in others. In both cases it 
is possible to conclude on the “medical-and-social state 
security” or “health care system”.

The Treaty on European Union, signed on 7 February 
1992 in Maastricht (hereinafter TEU) and the Treaty on 
the Functioning of the European Union [13] (hereinafter 
- TFEU), signed in Rome on 25 March 1957 are the main 
sources of European Union law [12] which are of supreme 
legal force. 

The Preamble to the Treaty on European Union 
emphasizes the direct link between Member States and 
the fundamental social rights set out in the European 
Social Charter of 1961 [14], which also include the right 
to health care. Therefore, the right to health care is one of 
the fundamental provisions on which the European Union 
is built. Moreover, the objectives of the Union as defined 
in the Treaties are the well-being of the peoples of Europe, 
the promotion of social justice and social protection, the 
fight against discrimination and social marginalization, 
as well as the achievement of a high level of health care 
of the citizens.

Receiving of medical care in another country is always 
determined by different reasons. If medical care in another 
country can be provided without delay, by highly qualified 
specialists, will meet all the requirements of quality and 
safety, as well as the possibility of providing the most 
effective treatment, not available in the territory of their 
own country, then the patients will be motivated to receive 
such care in another country.

Since 1998, the Court of Justice of the European Union 
(hereinafter - the Court of EU) has begun to study the 
practice in this field based on the provisions of the EU 
treaties, such as the freedom of movement of persons, 
capitals and services principle. As a consequence, this raised 
a question in the context of the right to compulsory health 
insurance in an EU Member State in which the patient is not 

insured. In this regard EU Member States are adjusting their 
national health systems in accordance with the regulations 
and norms established by the European Union. 

The European Commission, as the EU’s executive body, 
held many consultations on health care issues. These 
actions resulted in the adoption, in particular, of Directive 
2011/24/EU of the European Parliament and of the Council 
of the European Union of 9 March 2011 “On application 
of the patients’ rights to cross-border health care services” 
[15] (hereinafter - Directive 2011/24/EU). 

According to Article 3 (e) of Directive 2011/24/EU, 
cross-border medical care is understood as medical care 
provided or received in other Member State of EU than 
the country of the insured person. This definition is rather 
narrow, since the sphere of its application is the issue of 
providing or receiving medical care within the territory 
of the European Union. At the same time, the tendency 
of providing cross-border medical care is only increasing 
every year, and it is possible to talk about the development 
of cross-border medical care not only within the EU but 
also within other international organizations. Within the 
EU cross-border medical care is governed by Directive 
2011/24/EU and the European Economic Community 
(hereinafter - EEC) Regulations No.3/58 on social security 
for migrant workers (entered into force on 1 January 
1959), No.1408/71, EU Regulations No.883/2004 [16] and 
No.987/2009 [17], which the social security system of the 
EU Member States is coordinated by.

Coordinating Regulations No.883/2004 and No.987/2009 
regulate the procedure for receiving both planned and 
unplanned medical care. In this case, medical care to the 
patients from other EU countries is provided only in public 
health care institutions. At the same time, Directive 2011/24/
EU does not contain provisions on their application in cases 
of unplanned medical care. The provisions of the Directive 
regulate the rights of the patients traveling outside the country 
for the purpose of receiving medical care. As a conclusion, 
the Directive applies only in cases of planned medical care. 
However, the Administrative Commission of the European 
Commission in its decision explained that the provisions of 
Directive 2011/24/EU are also applied to the cases of unplanned 
medical care. This leads to the need to amend Article 1 of 
Directive 2011/24/EU on patients’ rights to cross-border 
services in the field of health care, stating that the provisions 
of Directive 2011/24/EU are expanded to the situations of 
providing both planned and unplanned medical care.

Thus, the EU in accordance with the ordinary legislative 
procedure, determines the volume of the rights of third-
country nationals legally residing in the territory of 
the Union, including conditions regulating freedom of 
movement and residence in other EU Member States 
(other than the country of residence). These provisions 
are important because Article 63 p.4 of the Treaty on 
European Union (equivalent to Article 79 p.2 of the Treaty 
on the Functioning of the European Union) was used to 
extend the scope of implementation of regulations of the 
EU (and, accordingly, regulation of cross-border health 
care) to third-country nationals.
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The patient has the right to free emergency medical care 
when temporarily staying abroad in the territory of another 
EU Member State, in such cases the patient does not have 
to pay in advance for provided medical services. That is, 
a foreign patient is subject to the same conditions as local 
patients who are covered by the state social security system 
upon presentation of a European Health Insurance Card 
(hereinafter - EHIC). Thus, if local patients do not have 
to pay for the provided medical services, then the foreign 
patient also does not have to pay [18, 19]. However, this rule 
does not apply to the persons residing abroad permanently.

In addition to the restrictions laid down by the TFEU, 
there are restrictions created by the case law of the EU 
Court. In some cases, restrictions on the freedom to 
provide care may be a matter of national interests for 
Member States. For example, limiting the amount of 
social security treatment received abroad as a way to 
maintain a financial balance in the national health care 
system. However, as stated in doctrine, the principle of 
proportionality must be applied in all cases even when it 
comes to the protection of national interests [20].

The specificity of the right to medical care enforcement in 
Ukraine by the foreigners stems from the provisions of the Law 
of Ukraine “On the Legal Status of Foreigners and Stateless 
Persons”, according to which the foreigners and stateless 
persons residing permanently in Ukraine, as well as those 
foreigners who have been granted refugee status in Ukraine, 
receive medical care on an equal basis with the Ukrainian 
citizens [21]. Other foreigners and stateless persons receive 
medical care in accordance with the procedure approved by 
the Decree of the Cabinet of Ministers of Ukraine No.121 
of 19 March 2014. This procedure defines three categories 
of the foreigners and stateless persons: who resides or stays 
temporarily in the territory of Ukraine; who lives permanently 
in the territory of Ukraine; who is recognized as refugees or 
persons in need of additional protection.

The procedure of providing medical care also differs 
depending on the legal status of foreigners and stateless 
persons. In particular, medical care is provided to the 
foreigners and stateless persons who reside or stay 
temporarily in the territory of Ukraine on a paid basis, 
unless otherwise provided by the international treaties or 
laws of Ukraine. Medical care is provided at the expense 
of budgetary funds provided for this purpose in the state 
and local budgets to the foreigners and stateless persons 
permanently residing in the territory of Ukraine, to the 
foreigners and stateless persons recognized as refugees 
or persons in need of additional protection. The above 
provisions of the national legislation differ significantly 
from the provisions of the EU legislation on the rights of 
the foreigners to medical care.

Thus, relevant measures on the changes of the national 
legislation in the field of enforcement of the right to medical 
care by the foreigners in Ukraine have not been taken 
despite the declared intentions for an association between 
Ukraine and the European Union, which determines the 
perspectives for the further study of this issue and related 
legislative activity. 

CONCLUSIONS
One can conclude that the right of an insured person (patient) 
in the EU to receive unplanned medical care in the territory 
of another EU Member State is ensured by a number of regu-
latory requirements and confirmed by the European Medical 
Insurance Card while analyzing the international treaties, the 
practice of applying the legislation of the European Union. 
However, there is a legal gap in the provision of unplanned 
medical care in the between two legal instruments (coordi-
nating Regulations and Directive 2011/24/EU) governing 
patients’ rights on cross-border health care. Coordinating Reg-
ulations No.883/2004 and No.987/2009 regulate the procedure 
for receiving both planned and unplanned medical care. In 
this case, medical care to the patients from other EU countries 
is provided only in public health care institutions. At the same 
time, Directive 2011/24/EU does not contain provisions on 
their application in cases of unplanned medical care. The 
provisions of the Directive regulate the rights of the patients 
traveling outside the country for the purpose of receiving 
medical care. It follows that the Directive applies only to the 
cases of planned medical care. However, the Administrative 
Commission of the European Commission in its decision 
explained that the provisions of Directive 2011/24/EU are also 
applied to the cases of unplanned medical care. This leads to 
the necessity to amend Article 1 of Directive 2011/24/EU on 
patients’ rights to cross-border services in the field of health 
care, stating that the provisions of that Directive are expanded 
for providing both planned and unplanned medical care. 

There is a need to develop and adopt a unified domestic 
legislative act on the rights of the patients receiving medical 
care abroad and to make corresponding changes to the 
legal acts on health care in accordance with the provisions 
of the Association Agreement between Ukraine and the 
European Union, under which the Contracting Parties 
should develop cooperation in the field of health care in 
order to improve its safety and protection of human health 
as a prerequisite for sustainable development and economic 
growth; which in turn determines the perspectives for 
further study of this issue. 
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INTRODUCTION 
The article focuses on the health-care for older persons 
using smart technologies. Emphasis is placed on the legal 
basis for regulating the issues related to “digitization” of 
health-care for older persons within the European Union, 
stressing that these acts are based on generally recognized 
standards adopted by specialized universal international 
organization – World Health Organization, the Council of 
Europe, since the aging of the population is an urgent issue 
nowadays and crucial for most countries of the world, in 
particular the European region. Special attention was paid 
to the activities of the European Innovation Partnership 
on Active and Healthy Aging, the e-Health Action Plan, 
Communication from the Commission COM (2008)689 
final, Directive on the application of patients’ rights at 
cross-border health-care, and others. Considering the 
fact that maintaining confidential patient information in 
accordance with their right to privacy is important in the 
application of information and communication technol-
ogies, the provisions of the acts adopted by the EU in this 
area of legal regulation are examined (the EU Charter of 
Fundamental Rights of 2000, Regulation (EU) 2016/679, 
Directive 2011/24/EU).

Practical experience of the European states on the intro-
duction of innovative technologies in health-care of older 

persons (Flemish Region of Belgium and the municipal 
district of Prague, Czech Republic, were taken as an ex-
ample) is analyzed.

The abovementioned indicates the relevance of the topic, 
its importance for the protection of human rights in the 
field of health-care. 

THE AIM
The purpose of the article is to investigate the organiza-
tional and legal aspects of the healthcare provision to the 
older persons through the use of information and com-
munication technology; to create and evaluate the recom-
mendations aimed at improving the system of healthcare 
for older persons.

MATERIALS AND METHODS
The following research is based on the analysis of the 
international legal acts, scientific researches. The meth-
odological basis of the study is a set of general and special 
methods of scientific knowledge, the use of which allowed 
to achieve the goal and to ensure the scientific reliability 
and clarity of the obtained theoretical results. All methods 
are applied in conjunction, which ultimately contributed 
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to the comprehensiveness, completeness and objectivity of 
the scientific findings obtained.

The research was based on dialectical method, which 
made it possible to understand objectively and thoroughly 
the international legal reality, determine the nature of the 
studied international legal phenomena in their develop-
ment and the unity of their substantive content and legal 
form. The axiological approach made it possible to com-
prehend the value orientation of the right to healthcare for 
older persons and to consolidate it in international acts. The 
formal-logical method was used to identify existing gaps 
and contradictions in current international instruments 
and to develop proposals for their improvement. The for-
mal (dogmatic) method facilitated a detailed analysis of 
the provisions for the protection of the right to healthcare 
for older persons, including the classification and system-
atization of barriers related to the exercise of this right.

REVIEW AND DISCUSSION
Population aging is one of the dominant trends of the 21st 
century. It has important and far-reaching consequences 
for all aspects of society [1]. The provisions of the Europe-
an Commission staff working document “Progress of the 
European Innovation Partnership on Active and Healthy 
Aging” also confirm that aging is one of the major social 
problems today in the Union and beyond, affecting labor 
markets and the stability of health and social care systems. 
Aging is associated with an increase in chronical diseases 
that affect the quality of life of millions of people. World-
wide, Europe has the largest burden of chronical disease 
in the world, accounting for 86% of all deaths and 77% of 
healthcare and long-term care costs [2]. In its communi-
cation COM (2018) 233 final, the European Commission 
also stated that healthcare systems in Europe are facing 
serious problems, including aging… [3].

In many European countries, there is an increase in 
the average age of the population and an increase in the 
proportion of the older persons as a result of the progress 
made in medicine and health-care technology, improving 
the environment in which people live (improving hygiene 
practices, access to food, living and working conditions), as 
well as fertility decline. Only in 25 EU Member States the 
proportion of people aged 65 and over is projected to increase 
from 17% in 2007 to 21% by 2020 and to 28% by 2040 [4].

It should be noted that population aging is taking place in 
a context of technological changes that create opportunities 
that have never existed before. These important social and 
technological changes mean that the policy should not be 
based on outdated social models of aging, but on using of 
available opportunities, including access to information 
technologies [5].

Such developments require a new integrated approach 
to health and social care. Assistance professionals should 
work side-by-side with representatives of different sectors, 
one team, with common goals and resources, in order to 
take concerted action in response to emerging needs for 
assistance to each individual. Advanced information and 

communication technology (hereinafter – ICT) offer broad 
opportunities for implementation of measures to positively 
impact on particular health threats [4].

In order to exercise their right to enjoy the highest at-
tainable standard of mental and physical health, the older 
people must have access to affordable and age-friendly 
health-care information and services to meet their special 
needs. This includes, namely, preventive, curative and long-
term medical care [1].

Changing the health paradigm means investing in active 
aging through preventative measures, rather than focusing 
solely on curing medicine [6]. The ability to monitor from 
anywhere the condition of patients with chronical diseases 
of low complexity, which typically include older persons, 
may contribute to their active aging.

Great attention within the EU is paid to the issue of 
healthy aging, under which the WHO understands the 
process of development and maintenance of well-being in 
old age. Thus, the Commission has launched an initiative 
– European Innovation Partnership on Active and Healthy 
Aging (hereinafter – EIP) to promote innovation and dig-
ital transformation in the field of active and healthy aging. 
The EIP pursues a number of goals, including improving 
the health and quality of life of Europeans with a focus on 
the older people; support the long-term sustainability and 
effectiveness of health and social care systems and more. 
The EIP operates in two directions – action groups and 
reference sites. Action groups are a community of partners 
involved in working on specific issues concerning active 
and healthy aging. They do this by sharing knowledge and 
experience, identifying gaps that need to be filled at the 
European level. Six EIP groups include parties involved 
academics and governmental staff. They cover local, re-
gional, national and European levels.

In addition, Blueprint, Innovation to Market (I2M), and 
MAFEIP are three initiatives that enable the implementa-
tion of EIP on active and healthy aging. Blueprint strives for 
health and care innovation in Europe; I2M aims to expand 
digital health and care solutions in a cross-border context; 
MAFEIP is an assessment tool to support evidence-based 
decision making for all institutions and users in the field 
of health-care.

It should also be mentioned that since 2004, when the 
First e-Health Action Plan was adopted, the European 
Commission has been developing certain policy initiatives 
in order to promote the spread of e-Health throughout the 
EU. The adoption in 2011 of the Directive on the applica-
tion of patients’ rights at cross-border health-care, which 
contains a rule on the creation of an e-Health network 
(Art. 14), marked another step in the formal cooperation 
in the field of e-Health to maximize social and economic 
benefits through the interaction and implementation of 
the e-Health system.

COM (2008) 689 final stipulates that the Europeans are 
aging and leave with chronical diseases. Their health often 
requires an improved health-care measures because med-
ical aid is often unavailable. Tele-medicine can improve 
access to specialized care in areas with a lack of experi-
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ence or in areas where access to health-care is difficult. 
Thus, tele-monitoring can improve the quality of life of 
chronically ill patients and shorten their hospital care. 
The services such as tele-radiology and tele-consultation 
can help reduce queues, optimize resource utilization, and 
increase the efficiency [7].

The scientific study by Ann L. Bossen, Kristine N. 
Williams, Heejung Kim, Molly Strieker and Andreanna 
E. Steinhoff on the use of ICT in the care of older people 
with dementia states that as the population with dementia 
increases the burden for carers increases too, tele-medicine 
and intellectual technology can support aging for people 
with disabilities at the same time, while reducing the bur-
den on caregivers, improving the quality of life of families, 
and reducing health care costs. However, the realization of 
the technology’s potential to meet dementia needs depends 
on a number of factors, including raising awareness of and 
availability of technology, promoting accessibility, and 
overcoming admission and use difficulties [8].

In addition, Winifred V. Quinn, Gregg Springan and 
Ellen O’Brien noted in their work that providing better and 
more cost-effective care for older persons with complex 
conditions requires care models that, among other things, 
better integrate health-care and social services and improve 
support for family caregivers. Tele-medicine is increasingly 
being used to achieve these goals. This includes a variety 
of technologies and services, including virtual video visits, 
remote patient monitoring, e-mail and other messaging 
tools, and activity monitoring – technologies that can be 
combined in different ways depending on individual needs. 
Remote patient monitoring includes technologies used to 
monitor and transmit health data (for instance, weight, 
blood pressure, heart rate), symptom reports, alerts and 
reminders, as well as feedback from a healthcare provider. 
The authors also pointed to a number of obstacles to the 
introduction of tele-medicine at home, including ambigu-
ous evidence of its benefits, consumer interest and usability, 
logistical problems, cost recovery and other regulatory 
barriers [9].

It should be noted that some European countries have 
already taken small steps towards introducing innovative 
technologies for the provision of health-care services 
to older people, so the Flemish Region of Belgium has 
introduced “Flemish Care” programme to improve the 
provision of health-care to older persons through the 
development of innovative technology. The programme 
includes “demonstration projects” and a “pilot platform for 
health innovation”. In addition, the Assistance Programme 
foresees the creation of a Flemish Assistant Technology 
Expertise Centre.

In the municipal district of Prague, Czech Republic, there 
is a dedicated multilingual website for older persons with 
useful information about their daily life in the area (social 
and medical services, cultural activities, leisure activities, 
etc.). The district also provides a help-line and legal advice 
for the elderly (Chapter VI. Care) [10].

At the same time, the use of modern e-Health achieve-
ments, including by the older persons, is complicated by a 

number of reasons that delay its effective use. These include: 
lack of awareness and confidence in e-Health solutions 
among patients, citizens and professionals in the area of 
health and care; lack of interaction between e-Health; 
lack of legal clarity on mobile health applications and 
transparency regarding the use of data collected by such 
applications; limited large-scale evidence of the cost-ef-
fectiveness of e-Health tools and services; fragmented 
legal and organizational framework, lack of cost recovery 
schemes for e-Health services; regional differences in access 
to ICT services, etc. [11].

Lack of legal clarity is one of the main obstacles to the 
use and dissemination of eHealth. The primary objective 
of providing legal clarity in this area is to ensure that 
tele-medicine is developed in such a way that it benefits 
the care of patients, while ensuring the confidentiality and 
highest standards of patient safety. Lack of legal clarity – in 
particular regarding licensing, accreditation and registra-
tion of tele-medicine services and professionals, liability, 
compensation, jurisdiction is a huge problem. Cross-bor-
der provision of tele-medicine services also requires legal 
clarification on confidentiality [7].

Effective data protection is crucial to building trust in 
e-Health and is a key to its successful implementation and 
cross-border exchange of health data.

The rules for the protection of personal information are 
contained in Art. 8 of the EU Charter of Fundamental 
Rights, according to which “every person is guaranteed the 
right to the protection of personal information concerning 
him or her. This information should be used in accordance 
with the established rules for specific purposes and on the 
permission of the person concerned or on other legitimate 
grounds provided by law...”. In 2016, in order to adapt data 
protection rules to the digital age, a Regulation (EU) 2016/679 
(GDPR) (effective May 2018). The adoption of the Regulation 
modernized the EU legislation on the protection of personal 
data, adapting it to existing realities in the context of the 
economic and social problems of the digital age. GDPR lays 
down the rules on the protection of individuals with regard to 
the processing of personal data, including health information 
(Art. 1, 9) [12]. It should be noted that the Directive on the 
application of patients’ rights to cross-border health-care 
states that the objectives set out therein must be respected 
in accordance with the principles of data protection, as set 
out, in particular, in Directive 95/46/EC and 2002/58/EC 
(Art. 14 (2)) [13].

The mentioned issue is also covered in the researches 
of foreign scientists. Thus, Leszek Buliński, Aleksandra 
Błachnio in their article concluded that the need for the 
creation of appropriate protocols that would guarantee the 
basic rights of patients in the environment of tele-medicine 
applications [14]. Kristine Williams, Sally Mathis Hartwig, 
Ann Bossen, Alexander Gloeckner also noted that legal 
issues are one of the main obstacles to the introduction of 
tele-medicine. These include the lack of an international 
legal framework allowing health-care professionals to 
provide services in different countries; the issue of au-
thentication of health-care professionals, in particular, 
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when dealing with e-mail and the risks of medical liability 
of professionals providing tele-medicine services; lack of 
policy in the area of patient privacy and confidentiality 
while transferring, storing and exchanging data between 
health-care providers in different jurisdictions [15]. In 
addition, they noted that older people may face the prob-
lem of using smart technologies because of some changes 
related to aging, lack of experience and different attitudes 
towards their use. Therefore, the ease of use of technology 
is an important factor in technology adoption [15].

Removing of legal barriers is vital to implementing an 
electronic healthcare system. It is crucial to establish safety 
measures that allow citizens to confidently use health and 
well-being applications, and to integrate user data with 
official medical data to make care more personalized and 
useful for patients.

CONCLUSIONS
1. �Population aging is driven by technological changes that 

create opportunities never existed before. These import-
ant social and technological changes mean that policies 
should not be based on outdated social aging models, but 
should use existing opportunities that provide social and 
technological change for innovative approaches, including 
access to basic tools and information technology. Mobile 
technologies are becoming an important tool of delivering 
health-care services with ease of use, breadth of coverage 
and recognition. They are capable of revolutionizing the 
interaction of the public with health-care services. The use 
of innovations in the field of digital technology is aimed at 
ensuring the effective realization of the right to healthcare 
guaranteed by international human rights instruments and 
national laws. The introduction of digital health solutions 
can increase the quality of life for older persons who may 
need medical care for chronical deceases caused by aging.

2. �Modern ICT, such as computers, the Internet and cell-
phones, have changed the way we communicate, search 
and share information, and have significantly improved 
our lives. These technologies have enormous potential in 
addressing today’s global health problems, including for 
such vulnerable groups such as the older persons. The 
use of modern ICT in the field of health-care aims to help 
the elderly to remain healthy, independent and active at 
work or in society. ICT have great potential to overcome 
geographical barriers and increase access to health-care 
services. At the same time, in order to “put them into 
service” for the older persons, significant efforts should 
be made at the international and national levels to ensure 
their accessibility, fairness, quality, efficiency, etc.

3. �Keeping sensitive information in line with their right to 
privacy is essential when using ICT, especially when it 
comes to serious illnesses (cancer, Alzheimer’s disease, 
dementia), as well as diseases that have significant social 
resonance (sexually transmitted diseases, HIV/AIDS, 
etc.), disseminating information that is undesirable to 
the patient. Otherwise, it may cause additional psycho-
logical trauma to individuals.

4. �Compliance with health-care ethical standards by the 
providers of health-care, the principle of non-discrim-
ination, and the gender principle in the treatment of 
elderly patients is crucial nowadays.

5. �Considering the fact that the problem of aging is a common 
problem for modern countries of the world, it is important 
to share the latest developments in the field of healthcare, 
including new diagnostic tools, transmission of health 
data, medical services and their forms, legal aspects of reg-
ulation. In addition, in order to facilitate exchanges in the 
field of elderly service provision, it is necessary to establish 
institutional structures in the territories of the states with 
a single universal center through which the cooperation 
of the states is essential, which is important when assisting 
displaced persons. It is also important to listen to the prob-
lems faced by elderly relatives, caregivers in the provision 
of health-care services, to take into account the practical 
aspects (disadvantages) of health-care and to enhance the 
services that can be provided to older people.

6. �Measures to train medical staff in the field of geriatrics, 
to improve their skills to enhance their professional 
knowledge, to work with innovative technologies, to 
become familiar with the provisions of international 
acts in the field of health-care and human rights, are im-
portant for improving of healthcare services providing. 
The responsibility for training such staff should be relied 
on the state government. It is also urgent to establish 
geriatric centers in the states.

7. �Undoubtedly, the use of smart technologies requires the 
provision of transparent legal support at all stages of im-
plementation (licensing, accreditation and registration of 
telemedicine services, training of specialists, use of med-
icines, etc.), which is essential both for the protection 
of patients and individuals, providing medical services; 
regulation of liability issues, damages, jurisdiction.

REFERENCES
	 1. 	�United Nations Population Fund (UNFPA) United Nations Population 

Fund (UNFPA). Aging in the Twenty-First Century: A Celebration and A 
Challenge. Available from: https://www.unfpa.org/sites/default/files/
pub-pdf/Aging%20report.pdf [reviewed 2019.09.15]

	 2.	� Commission staff working document Progress of the European 
Innovation Partnership on Active and Healthy Aging SWD (2018) 437 
final. Available from: https://ec.europa.eu/eip/aging/about-the-
partnership_en [reviewed 2019.09.15]

	 3.	� Communication from the Commission to the European Parliament, 
the Council, the European Economic and Social Committee and the 
Committee of the Regions on enabling the digital transformation of 
health and care in the Digital Single Market; empowering citizens 
and building a healthier society SWD (2018) 126 final. Available from: 
https://ec.europa.eu/digital-single-market/en/news/communication-
enabling-digital-transformation-health-and-care-digital-single-
market-empowering [reviewed 2019.09.15]

	 4.	� Karl A. Stroetmann, Lutz Kubitschke, Simon Robinson et al. How can 
telehealth help in the provision of integrated care? World Health 
Organization. 2010. Policy brief 13. Available from: http://www.euro.
who.int/__data/assets/pdf_file/0011/120998/E94265.pdf [reviewed 
2019.09.15]



Tetiana L. Syroid, Lina O. Fomina 

2562

	 5.	� World Health Organization. Draft 1: Global Strategy and Action Plan on 
Aging and Health. 2015. Available from: https://www.who.int/aging/
aging-global-strategy-draft1-en.pdf [reviewed 2019.09.15]

	 6.	� United Nations Economic Commission for Europe. Policy Brief Active 
Aging. 2012. No. 13. Available from: https://www.unece.org/fileadmin/
DAM/pau/age/Policy_briefs/ECE-WG.1.17.pdf [reviewed 2019.09.15]

	 7.	� Communication from the Commission to the European Parliament, 
the Council, the European Economic and Social Committee and 
the Committee of the Regions on telemedicine for the benefit of 
patients, health-care systems and society COM (2008)689 final. 
Available from: https://eur-lex.europa.eu/LexUriServ/LexUriServ.
do?uri=COM:2008:0689:FIN:EN:PDF [reviewed 2019.09.15]

	 8.	� Bossen A, Kim H, Williams K et al. Emerging roles for telemedicine and 
smart technologies in dementia care. Smart Homecare Technology and 
TeleHealth. 2015;3: 49–57. doi:10.2147/SHTT.S59500.

	 9.	� Winifred V. Quinn, Ellen O’Brien, Gregg Springan. Using Telehealth to 
Improve Home-Based Care for Older Adults and Family Caregivers. AARP 
Public Policy Institute. May 2018: 1-12.

	 10.	� Recommendation CM/Rec(2014)2 of the Committee of Ministers to 
member Stateson the promotion of human rights of older persons. 
Available from: https://search.coe.int/cm/Pages/result_details.
aspx?ObjectId=09000016805c649f [reviewed 2019.09.15]

	 11.	� Communication from the Commission to the European Parliament, 
the Council, the European Economic and Social Committee 
and the Committee of the Regions eHealth Action Plan 2012-
2020 - Innovative health-care for the 21st century SWD (2012) 
414 final. Available from: https://ec.europa.eu/transparency/ 
r e g d o c / ? f u s e a c t i o n = l i s t & c o t e I d = 1 0 1 0 2 & y e a r = 2 0 1 2 
&number=414&language=en [reviewed 2019.09.15]

	 12.	� Regulation (EU) 2016/679 of the European Parliament and of the 
Council on the protection of natural persons with regard to the 
processing of personal data and on the free movement of such 
data, and repealing Directive 95/46/EC (General Data Protection 
Regulation) Available from: https://eur-lex.europa.eu/legal-content/
EN/TXT/?uri=uriserv:OJ.L_.2016.119.01.0001.01.ENG [reviewed 
2019.09.15]

	 13.	� Directive 2011/24/EU of the European Parliament and of the Council 
of 9 March 2011 on the application of patients’ rights in cross-border 
health-care. Available from: https://eur-lex.europa.eu/legal-content/
EN/TXT/?uri=CELEX%3A32011L0024 [reviewed 2019.09.15]

	 14.	�  Leszek Buliński, Aleksandra Błachnio. Health in old age, and patients’ 
approaches to telemedicine in Poland. Annals of Agricultural and 
Environmental Medicine. 2017; Vol 24, No 2: 322–328.  doi: 10.26444/
aaem/74200. 

	 15.	� Williams K, Pennathur P, Bossen A et al. Adapting Telemonitoring 
Technology Use for Older Adults: A Pilot Study. Res Gerontol Nurs. 2016 
Jan 1; 9(1): 17–23. doi: 10.3928/19404921-20150522-01.

	
Authors’ contributions: 
According to the order of the Authorship. 

ORCID numbers:
Tetiana L. Syroid: 0000-0003-4733-0640
Lina O. Fomina: 0000-0002-8756-4006

Conflict of interest: 
The Authors declare no conflict of interest.

CORRESPONDING AUTHOR 

Received: 02.09.2019
Accepted: 25.11.2019



© Wydawnictwo Aluna

2563

Wiadomości Lekarskie 2019, tom LXXII, nr 12 cz. II

INTRODUCTION
The Internet expanding moves not only by increasing the users’ 
quantity, but also by going beyond standard computers, tablets, 
smartphones and reaching new devices. Electronic communi-
cations and touch systems are no longer new. As a result, IoT 
is a top priority – a network of physical objects equipped with 
built-in technologies for transmitting and receiving data: from 
cars to watches, household goods and even clothing.

The benefits of artificial intelligence’s using are obvious, 
so it’s no wonder that medical IoT is gaining ground each 
year and will keep a positive trend. Markets’ analysts believe 
that healthcare will become the fastest growing segment of 
IoT in the next five years [1]. Devices, gadgets and smart 
systems are designed not to replace doctors and nurses, 
but to facilitate and optimize their work. Thus, Tractica 
experts predict that deliveries of clinical and non-clinical 
connected sensors will reach 92.1 million units in 2022 (for 
comparison: 2.4 million units were in 2016) [2].

The aim:of the research is to analyze global trends in de-
velopment of IoT in medicine, identify major threats, and 
develop priority areas for their localization and prevention.

MATERIALS AND METHODS 
The paper primarily focused on international standards, 
in particular the cybersecurity standard of the Internet of 

Things TS 103 645. Requirements and conceptual princi-
ples and other standards are also taken into account: ISO 
/ IEC 27001 “Information technology - Security methods 
- Information security management systems - Require-
ments”, ISO/IEC 17799 “Information technology - Security 
technology - Practical information security management 
rules” ISO/IEC 27552 “Security methods. Extension of 
ISO/IEC 27001 and ISO/IEC 27002 to manage privacy 
information. Requirements and Guidelines, BS 7799-3 - IB 
Risk Management Guide.

The norms of international and national law became 
an integral part of the research materials. In particular, 
provisions of the Doctrine of the European Parliament 
and of the Council “On the protection of persons in  pro-
cessing of personal data and on free movement of such 
data”, “Convention on Cybercrime”, UNGA Resolution 
“Advances in Information and Telecommunications Con-
text” Laws of Ukraine “On Access to Public Information”, 
“On Information”, “Doctrine of Information Security of 
Ukraine”, “On Protection of Personal Data”, “On Basic 
Principles of Cyber Security of Ukraine» were analyzed.       
Crucial element of the research materials was the analysis 
of international companies’ activities (Fitbit, Apple, Intel, 
IBM, AdhereTech, iFlytek, Hewlett-Packard, D-Link, 
Johnson & Johnson, Exlab), which are actively engaged 
in development and implementation of IoT in the field of 

INTERNET OF THINGS TECHNOLOGIES IN MEDICAL SECTOR: 
CYBER SECURITY ISSUES

DOI: 10.36740/WLek201912228 
 
Alexander D. Dovhan¹, Yan O. Bernaziuk², Taras Y. Tkachuk³
¹RESEARCH INSTITUTE OF INFORMATICS AND LAW, NATIONAL ACADEMY OF SCIENCES OF UKRAINE, KYIV, UKRAINE
²V.I. VERNADSKY TAURIDA NATIONAL UNIVERSITY, KYIV, UKRAINE
³INSTITUTE OF INFORMATION SECURITY OF THE NATIONAL SECURITY SERVICE ACADEMY OF UKRAINE, KYIV, UKRAINE

ABSTRACT
Introduction: One of the areas of the Internet of Things (further IoT) popularisation is medicine. Along with significant progress in this area, cyber security threats are on the 
rise. Thus, the issue of IoT technology’s scientific understanding in medicine is of particular relevance.
The aim: The purpose of the study is to analyze the global tendencies of IoT development in medicine, identify major threats and define priority areas for their localization and 
prevention.
Materials and methods: The materials were primarily international standards, norms of international and national law, analysis of international companies’ activities. The 
theoretical basis was the IoT researches of A. Ross, O. Baranov, V. Vishnevsky. General theoretical (epistemological, functional-structural) and special (comparative, inductive) 
methods of research were used.
Conclusions: It has been proven that security and privacy issues are one of the main obstacles to IoT development. Specific recommendations for IoT developers in the medical 
field are proposed, which should include flexible standards, clear rules, and strict obligations with severe penalties for violations.

	� KEY WORDS: artificial intelligence, cyber threats, Internet of Things, IoT, robotics 

Wiad Lek 2019, 72, 12 cz. II, 2563-2567

REVIEW ARTICLE 
PRACA POGLĄDOWA



Alexander D. Dovhan et al. 

2564

medicine. Their experience has served to develop specific 
proposals for IoT developers in the field of medicine, as 
well as mechanisms for implementing the requirements of 
international standards into national law.

This article’s theoretical basis was the leading research-
ers’ works of the IoT, in particular A. Ross “Industry of 
the Future” (2017), who predicts and describes radical 
changes in all spheres of life, including medicine related 
to IoT implementation. O. Baranov’s monograph “The 
Internet of Things: Theoretical and Methodological Foun-
dations of Legal Regulation” (2018). The author examines 
the emergence and development of the IoT phenomenon 
through numerous examples, clarifies its unique role in 
the development of society, examines and summarizes the 
possible risks’ content and barriers to IoT implementation 
and functioning. A valuable scientific work is a mono-
graph of V.P. Vyshnevsky’s “Smart Industry in the Digital 
Economy: Perspectives, Directions and Mechanisms for 
Development” (2018), which explores the features of the 
smart industry and its role in modernization of industrial 
potential; identified promising areas and potential effi-
ciency of smart industry technologies; analysis of barriers 
and risks of its development; directions of development of 
smart industry in Ukraine.

Common methodical (epistemological, functional-struc-
tural) and special (comparatively legal, inductive) methods 
are used as a methodological basis in the article. They are 
used to: characterize the IoT concept, its features and in-
formation and legal nature of healthcare; specific threats 
connected with IoT expansion in health care system; in-
ternational experience of IoT using in medical practice is 
explored; the conclusion was confirmed on the necessity of 
optimizing the legal mechanisms of cyber defense in the 
system of medical assistance to population, introduction into 
national information legislation of the basic principles and 
requirements of cyber security standard in IoT - TS 103 645.

REVIEW AND DISCUSSION
The term Internet of Things (IoT) was first introduced in 
1999 by the founder Kevin Ashton at the Auto-ID Center 
at the Massachusetts Institute of Technology. The research-
er defined it as follows: “if in the twentieth century, data 
were entered into computer only by a person who used to 
introduce additional devices for them, then in the twen-
ty-first century we will already be dealing with gadgets 
that can collect and send data themselves” [3]. In the most 
common definition, IoT is a concept that allows physical 
objects (“thing-resources”) to interact with one another or 
with external environment, partially or completely without 
human involvement. For this purpose, appropriate associ-
ations of such devices on the network are used. In fact, this 
means that things that surround us in everyday life, from 
the simplest, such as coffee makers, to a car, can transmit 
the necessary data, providing maximum comfort for a 
person without his/her intervention and control.

According to a well-known American innovation expert, 
Senior researcher at Johns Hopkins University, Alec Ross, 

in 2017 the number of devices connected to the Internet 
has exceeded 20 billion pieces, and by 2020 there will be 
about 50 billion of them [4, p. 52]. We are now on the verge 
of digitizing virtually all things, and this will become one 
of the determining factors of economic development in 
the next ten years. These processes will certainly affect 
healthcare system.

Today, IoT-connected devices are becoming an inte-
gral part of many healthcare facilities and help greatly in 
automate processes, save time and increase the efficiency 
(effectiveness) of physicians. The sensors’ use and remotely 
operated medical devices will give patients access to ad-
vanced medical technology. The development of remote 
diagnostics, including telemedicine and extirpate surgery 
will bridge the geographical dividence in healthcare de-
livery, increase the effectiveness of emergency medical 
care and significantly reduce the cost of services provided. 
Internet-enabled medical devices will be able to collect and 
transmit patient’s data over a long distance in seconds, sig-
nificantly reducing medical errors level and, consequently, 
improving healthcare system.

So, services provided by Fitbit and based on Apple’s 
ResearchKit platform give researchers access to vast repos-
itories of biometric user data that can be used to collect 
and use nutrition information, fitness, disease progression, 
patient efficacy, etc. 

Intel has made a “smart connection” that can measure the 
attacks’ number in patients with Parkinson’s disease, which 
is important for gathering information about the disease’s 
dynamics. There are also devices that allow you to monitor 
elderly relatives who reside elsewhere [5].

Thus, with the help of IoT it is possible to collect the 
complete clinical chart, data on analyzes for treatment 
period, the body’s state for a certain period of time. Data 
that is downloaded to database is quickly processed by a 
computer [6]. This will help to establish an accurate diag-
nosis and allow timely treatment.

This is how an IBM system called Watson Health works. 
It is able to identify potential problems with the vascular 
system, recognize cancer, determine whether a patient is 
prone to blood clots. IBM Watson can respond promptly 
when it comes to learning new information and drawing 
conclusions from it. Thus, artificial intelligence from IBM 
is in 10 minutes analyzing 20 millions of scientific articles 
on oncology and on their basis is giving a patient the cor-
rect diagnosis [7].

In December 2016, a prototype bracelet with an NFC 
chip, which provides emergency assistance to wounded sol-
diers, was introduced in Israel. The device stores informa-
tion about a patient’s health, treatment information, photos 
of patient’s wounds, and GPS coordinates of locations 
where a soldier was injured. Scientists at the University 
of Tokyo have developed a system of artificial intelligence 
for phobias and post-traumatic stress treatment. This re-
quires finding brain areas responsible for memory of fear. 
Artificial Intelligence quickly and accurately identified the 
required brain regions responsible for this memory. With 
this in mind, doctors have created an effective treatment 
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program. Microscopic sensor tablets are able to provide 
physicians with information about the patient’s internal 
organs’ state. For example, a Proteus Discover solution that 
uses tablets with rice grain size sensors built into them, and 
patch fitted with sensors that record and transmit infor-
mation to a body, provides much more information about 
patient’s health. AdhereTech has invented a medication box 
that sends patients a reminder if they don’t use drugs on 
time. The sensors are fixating when the tablet or milliliter 
of fluid is removed from the box. If this does not happen 
at the right time, the box begins to flash and sound. At 
the same time, a message or a reminder call arrives on the 
patient’s phone. The patient is then asked to indicate the 
reason why he/she missed the medication. Data are also 
available to the doctor [8]. In China, Xiaoy robot (Xiao I) 
with artificial intelligence has successfully passed medi-
cal examinations provided to become a licenced doctor. 
According to Interesting Engineering, the robot scored 
456 points out of 600 possible, it was 96 points more than 
required for a satisfactory result. In the “consciousness” 
of work there were downloaded textbooks on medicine. 
In the exam, the robot could not search for information 
on the Internet and gave answers based on theory learned 
from the textbooks. Xiao I Robot was developed by iFlytek, 
China, as a helpful physician assistant who can receive and 
analyze patient information. The developers believe that 
such experience can improve the effectiveness of patient’s 
treatment. In addition, iFlytek plans to use artificial intel-
ligence technology to find ways to treat cancer [9].

There are many examples of successful IoT use in medi-
cine and every day their scope and capabilities are expand-
ing. Summarizing these opportunities, we can identify the 
main perspectives for their use and potential areas for their 
positive impact on health care system:

1) optimization of control and management system in 
medicine. Real-time monitoring of physicians and pa-
tients with emergency call (surgery or procedures), status 
monitoring and medical equipment, automated inventory 
and reporting based on intensity of equipment’s use in a 
particular crisis situation. These functions could be suc-
cessfully relied on IoT.

2) improving the quality and efficiency of health care. 
With the help of IoT the process of equipment mainte-
nance and repair can be automated. The general visualized 
information on entire hospital’s status (a complete map of 
medical facility indicating the location of required facility 
and its status) is displayed.

Therefore, on the IoT basis a full integration with all 
systems of equipment management is ensured and reports 
that allow to improve the process of conducting daily / 
periodic health care procedures are created.

3) ensuring patient safety. Controlling the location and 
status of hospitals, equipment, staff, and patients with IoT 
help is an important prerequisite for safety and improve-
ment of patient care. Employees can use location and 
status information (equipment, patients) to ensure that 
procedures start on time, reducing the waiting period. 
Status information can be integrated into existing software 

systems, helping to optimize and stabilize hospital work-
flows, improve patient care and safety.

4) prevention of force majeure. Modern healthcare facil-
ities are faced with a wide range of tasks, such as hospital 
and its staff ’s safety, need for constant recruitment to im-
prove work efficiency, constant monitoring of regulatory 
climate, and monitoring of patients’ physical performance. 
And all these problems have a common reason - the lack 
of a comprehensive solution that will perform continuous 
measurement and control of environmental parameters, 
technological processes, status and condition of patients, 
staff, medical and other equipment. A syringe pump that is 
not used regularly, an open refrigerator with thermosensi-
tive drugs – all this adversely affects the quality of medical 
services provided. Through continuous monitoring of 
temperature, humidity, pressure and other weather data, 
IoT can capture events that occur, collect all necessary 
information according to set requirements, display it on a 
single information screen, warn of unacceptable deviations 
or their possible occurrence, automatically turn on alarm 
in the event of a non-standard situation, ensure that data is 
collected and archived and analytical reports are generated. 
The sensors are easily placed in refrigerators or freezers, in 
wards, corridors or other medical premises of a hospital.

Despite the obvious benefits of Iot practical use in med-
icine, the downside of these processes – cybersecurity – is 
also relevant. Right now, cybercrime costs about $ 600 
billion a year, up from $ 445 billion in 2014. This compares 
with a 10-year average economic loss from natural disasters 
of $ 208 billion – three times more [10].

In the context of this, a serious threat is the loss / dis-
closure of patients’ personal data. Modern hospitals use 
network monitoring to collect information from all their 
equipment and encrypt data. Creating different levels of 
access to information limits the range of people who can 
access it. You can also see and control in real time what 
actions are being taken from each device. Accordingly, 
when developing such devices, priority must be given to 
ensuring complete security of the data transmitted and 
stored by IoT devices.

According to Hewlett-Packard (2015), over 70% of IoT 
devices have vulnerabilities, and 60% have a dangerous 
web interface. However, most of them have access to such 
information of their owners as address, e-mail and even a 
bank account [11].

This is often due to the fact that manufacturers, in order 
to reduce their costs, radically save on security. Cheap video 
camera manufacturing companies ignore the inclusion of 
security products because, from their point of view, low 
cost is far more important characteristics for most camera 
users. On January 9, 2017, the US Federal Trade Commis-
sion even filed a lawsuit against D-Link for poor protection 
of webcams and routers [12].

In 2016, a major breakthrough came from the successful 
cracking of an insulin pump by a diabetes hacker on his 
own device. It was accessed via an unsecured Wi-Fi chan-
nel. This episode almost caused the Johnson & Johnson 
pumps to disappear from the market, but as a result, the 
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company limited itself to sending out alerts to all users and 
claiming the risk as “overrated” [13].

To illustrate the worst-case scenarios of what could hap-
pen due to hacking attacks in IoT, Exlab chief S. Minraz 
cites an example of pacemakers: “… Everyone talks about 
the benefits of joining a cloud. But at the same time, it is 
assumed that the cloud is completely protected ... Many 
talk about pacemakers attached to the cloud. In fact, here’s 
the advantage – if something goes wrong with your heart 
rate, you’ll get an automatic alarm. But what if a terrorist, 
or just a child, for fun, would decide to give alarm to all 
pacemakers in America?” [4, p. 86].

Bruce Schneier (an associate at the Berkman Klein Cen-
ter for Internet and Society at Harvard, a board member 
at Electronic Frontier Foundation, chief technology officer 
at IBM Resilient, which helps other campaigns prepare for 
potential cyber threats), in his new book, “Click Here to Kill 
Everybody”, argues that governments should force gadget 
companies that go online to put security at first place and 
not at last. [14]

A number of important IoT cyber security issues have 
served as the basis for the TS 103 645 cybersecurity 
standard to be issued by the Technical Committee of the 
European Telecommunications Institute (ETSI) on cyber-
security [15]. The document establishes a basic security 
level for consumer products connected to the Internet and 
sets the stage for future IoT certification schemes.

TS 103 645 requires developers to abandon universal 
passwords’ use, which have become a source of many se-
curity issues. It also provides for a vulnerability disclosure 
policy to allow security researchers and others to report 
issues. In addition, the standard will ensure compliance 
with General Data Protection Regulation (GDPR) stan-
dards for IoT devices and services that store and process 
personal data of users.

In addition, on the basis of TS 103 645, developers plan 
to introduce certification schemes that will help to protect 
the users’ personal data.

One important feature of the standard is to reduce the 
number of passwords used by default. Standard passwords 
are one of the main causes of cyber security threats in the 
IoT sphere. TS 103 645 also includes a vulnerability disclo-
sure policy: this encourages users to report device issues.

The application of this standard will also allow full com-
pliance with the rules of the General Data Protection Regu-
lation (GDPR), a special EU regulation aimed at protecting 
and unifying the personal data of all EU citizens. In turn, 
using GDPR will help protect users’ personal information 
and bring a single regulatory framework across the entire 
IoT and IT sector.

A responsible entity, such as a service provider or device 
manufacturer, is required to ensure that personal data are 
processed in accordance with applicable personal data 
protection legislation (such as European GDPR), and 
in accordance with applicable legislation and regulatory 
security requirements.

Thus, the above-mentioned standard, in terms of per-
sonal data protection, provides, inter alia:

Regulation 4.8-1. Device manufacturers and service 
providers are required to provide consumers with clear 
and transparent information about how, by whom and for 
what purpose their personal data is used. This also applies 
to third parties that may be involved, including advertisers.

Regulation 4.8-2. If personal data are processed based 
on consumer consent, this consent must be duly obtained.

Provisions 4.8-3. Consumers who have consented to 
the processing of their personal data should be given the 
opportunity to withdraw their consent at any time.

Getting a “valid” consent usually involves giving con-
sumers, in this case - patients, a free, obvious and explicit 
choice (and by default, there is no such consent - opt-in) 
for the use of their personal data for a specific purpose by 
third parties.

Patients expect that they will be provided with the means 
to protect their privacy by properly tuning the functional-
ity of the IoT devices and services used in the health care 
delivery process.

The issues outlined in this paper encourage the sugges-
tions of the domestic researcher O. Baranov, who believes 
that introduction and use of IoT in medicine makes the 
following legal studies urgently relevant: legislative regula-
tion of medical services IoT using, in particular, in remote 
mode; setting boundaries and content of legal liability for 
medical personnel, telecommunications operators, equip-
ment manufacturers and software developers; legal regime 
of admission to the market of medical services of autono-
mous software for mobile devices, remote diagnostics, etc.; 
legal regime of admission to the market of medical services, 
devices and diagnostic equipment; defining legislative re-
quirements for transparency in informing the public about 
all features of the provision of medical services using IoT 
technologies; legal regulation of information collection and 
remote access to patient’s health information [16, p. 10].

CONCLUSIONS
The development of a cybersecurity standard is an im-
portant step in legal normalization of the whole IoT field, 
including the medical field. Nowadays, the users’ personal 
data of IoT devices remain unprotected, while the scope 
of such devices is growing.

Another problem is the initial non-adaptability of prod-
ucts to use when devices have design features that prevent 
the use of security standards. Security and privacy issues 
are one of the main obstacles to IoT development. In this 
regard, and in accordance with the essential requirements 
of TS 103 645, the following are proposed to IoT developers 
in the medical field:
– �to abandon universal passwords, which are often the 

cause of cyber security problems;
– �to publish all data on identified vulnerabilities in order 

to inform all companies interested about necessity to 
improve their own systems;

– �to verify vulnerability of data coming from a user-friendly 
interface transmitted through APIs or external networks 
to prevent hacking and theft of data by malicious users;
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The main goal of IoT development in medicine is to obtain 
the most complete information about the human body, on 
the basis of which it is possible to make informed decisions 
that prevent the emergence and development of diseases. 
Top priority should be given to human security. That is 
why cyber security issues remain and should continue 
to be a priority in the development of IoT. Today no IoT 
manufacturer can guarantee that the medical data will not 
be stolen or modified.

The task of state control is to establish regulation to per-
suade manufacturers to take it seriously. This requires that 
clear legal mechanisms be put in place at the state level to 
apply measures to IoT companies. Such measures should 
include flexible standards, clear rules, and strict obligations 
with the system of penalties for breaches.

In addition, it is advisable to provide high standards 
of care, to issue specialized or to amend existing clinical 
guidelines for the management of patients with various dis-
eases and conditions where IoT technologies may be used.
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INTRODUCTION
Due to the intensive development of the latest information 
and communication technologies (hereinafter referred to as 
ICT) health care industry has entered a new phase of health 
service delivery system based on the dynamic application of 
artificial intelligence technologies (hereinafter referred to as 
AIT). Nowadays, AIT functional and technological capacities 
allow us to convert any sphere of health care from hospital 
records to diagnosis. Thus, they ensure processes automation 
of and increase ща diagnosis’ efficiency and accuracy [1].

The research conducted by Frost & Sullivan on AIT in 
health care shows that there is the explosive market growth 
for these technologies from $600 million in 2014 to $6,6 
billion in 2021 (according to preliminary estimates) with the 
combined annual average growth rate of 40% [2]. Further-
more, sociological surveys conducted by the international 
audit company PwC demonstrate that most health care 
consumers consider innovative types of medical treatment 
and consent to replace medical staff with AIT [3].

However, the existing legal mechanism for AIT application 
is still one of the key problems in the world health practice. It 
is about identifying the criteria assessment for the lawfulness 
of AIT application in health care and determining the legal 
environment for their further practical implementation.

THE AIM
The aim:of this article is to develop the assessment criteria 
for the lawfulness of AIT application in health care, as 

well as to clarify the specifics of their legal and practical 
implementation.

The main hypothesis of this study is revealed in the following 
conceptual provisions: 1) measures of lawful application of 
AIT for health needs should be determined by regulatory, legal 
and factual criteria; 2) such criteria reflect legislative, judicial, 
administrative, and ethical approaches to the evaluation of 
medical information processing algorithms as well as the prac-
tical outcomes of AIT application in healthcare; 3) regulatory 
criteria should be enshrined in international legal acts of the 
Council of Europe; as for the factual and legal criteria, they may 
be determined by the agreement between the healthcare facility 
and the patient or his/her authorized representative.

MATERIALS AND METHODS
During the study a number of methods have been used, 
namely: theoretical methods - dialectical, logical, historical, 
analysis and synthesis; specific legal methods – compara-
tive-legal, formal-legal, historical-legal, etc. 

During the study scientific findings devoted to e-Health and 
AIT application, as well as the results of the research on AIT 
application conducted by international audit companies such as 
Deloiite, PwC, Frost & Sullivan have also been taken into account.

REVIEW AND DISCUSSION  
Since the scientific discussion devoted to the concept of “ar-
tificial intelligence in medicine” goes beyond the scope of 
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this study, for this particular research a previously proposed 
definition is used. Thus, “artificial intelligence in medicine 
can be defined as the ability of a computer programme or 
of a system to reproduce, either fully or partially, the be-
havior of healthcare workers providing medical services, 
by using the established algorithm of transforming the data 
included in the system into the target result, thus serving 
the patients’ needs and interests” [4].

The following definition indicates two important rules 
that directly address the issue of the lawful use of AIT in 
health care. It is about the capacity of information systems 
along with hardware and software complexes to reproduce, 
either fully or partially, healthcare workers’ behavior, on 
the one hand, and on the other one, such capacity is always 
based on technological abilities to transform specific sets 
of medical data into a predictable result by predefined 
algorithms.

In its essence, the first rule derives from the latter one. 
This, in turn, allows us to agree on a widely spread thought 
that AIT application in the diseases prevention, diagnosis 
and treatment should be characterized by the same require-
ments to the processes and results as to the professional 
conduct of health care workers [5, p. 41]. At the same 
time, the use of robotics or AIT should not replace human 
activity in any form, nor limit their control over the use of 
appropriate technologies [6, p. 14-15]. Thus, the European 
Parliament Resolution of 16.02.2017 No 2015/2013 (INL) 
P8_TA-PROV (2017) 0051 “Civil law rules on robotics” 
(hereinafter referred to as European Parliament Resolution 
“Civil law rules on robotics”) enshrines the relevant rule 
in paragraph 3 of General Principles and extend its force 
over the public and private relations in health care which 
arising in the EU [7]. 

The development of the above mentioned doctrinal and 
regulatory approaches provides us with the grounds for 
application of the assessment criteria for the lawfulness 
of the individual’s conduct for resolving similar problems 
related to the use of AIT in health care.

Hanna V. Svyrydenko in her research on the theoretical 
and practical grounds for the lawful conduct suggests 
such assessment criteria for the lawfulness of conduct as 
formal (external) and substantive (internal) ones. The same 
approach is illustrated by Prof. Mykola I. Koziubra in his 
textbook “The Theory of the Law and the State” [9, p. 286] 
as well as by some other researchers of the lawfulness of 
conduct in health care [10, p. 90-91]. 

Thus, Hanna V. Svyrydiuk believes that the formal crite-
rion is based on a simple contrast or on the comparison of 
specific actions or behavior and relevant legal provisions [8, 
p. 56]. Consequently, the lawful conduct is the link between 
the legal provision and the result or socially beneficial effect 
on which such legal provision is intended [8, p. 56].

On their functional purpose, formal and substantive 
criteria reflect legal, motivational and ethical requirements 
for the lawful conduct. The infringement of these require-
ments as well as non-compliance with them may constitute 
a wrongful act, unless otherwise provided by the essence 
of the motives themselves. However, scientific research on 

AIT application in health care [11, p. 141-142] shows the 
necessity to clarify the assessment criteria for the lawfulness 
of an individual’s conduct specified in the theory of law. 

From our perspective, the formal criterion can be equat-
ed with the regulatory one, but in the structure of a substan-
tive criterion we distinguish legal and factual criteria for 
assessing the measures of the lawfulness of AIT application 
in health care. The analysis of the international legal acts 
reveals the absence of special unified requirements for the 
procedure of development, testing and delivery of AIT to 
healthcare institutions, as well as for the determination of 
regulatory measures for patients’ personal data processing 
and for the separation of liability of AIT developers and 
medical organizations using these technologies in their 
activities.

Nowadays these regulatory gaps are largely filled by 
applying the general principles for the development, test, 
supply and use of AIT as enshrined in international legal 
acts and the codes of conduct approved by international 
software producers associations. In particular, the Europe-
an Parliament resolution on Civil Law Rules on Robotics 
in Paragraph 13 of the General provisions concerning the 
development of robotics and artificial intelligence for civil 
use provides a fundamental rule according to which the 
system of guidelines for robotics must be based on the 
ethical principles of “do the good” and “do no harm”, and 
on the principles of autonomy, justice, respect for human 
dignity, equality, non-discrimination, the right to informed 
consent, privacy, family life, right to data protection [7]. 
With regard to the validity of these provisions of the Reg-
ulation, the exceptions are health care relationships related 
to the automated provision of authorization, registration, 
information and other public health services.

Similar in content, but not related to specific groups of 
social relations, the system of principles of AIT application 
was approved by the Organization for Economic Coopera-
tion and Development on 22 May, 2019. In this document 
the Organization emphasizes the need to conduct trans-
parent developments in the field of artificial intelligence 
and indicate such systems with appropriate marking [12]. 
Moreover, in order to ensure the further practical imple-
mentation of AIT in various spheres of public life as well 
as to prevent the risks associated with their application 
and development on 08 July 2019 G-20 Member Ministers 
for Economic Development made a joint statement at the 
International G-20 Summit in Tsukobe (Japan). The main 
idea of the Statement is the following: in order to increase 
the confidence in artificial intelligence technologies and to 
fully realize their potential it is necessary for a human to 
be in the center of artificial intelligence application [13].

Dr Tedros Adhanm Ghebreyesus, Director-General of 
the World Health Organization (hereinafter referred to as 
WHO), at the World Summit “Artificial Intelligence for 
the Good”, held on May 15, 2018 in Geneva, Switzerland, 
describes the impact of AIT on the world health care and 
mentions that the risk of abuse is quite common whenever 
a new technology appears, and in light of this human rights 
are of particular importance [14]. 
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Summarizing the world-wide approach to the regu-
lation of social relations related to AIT application, we 
suggest that the regulatory criterion for assessing their 
lawfulness is outlined precisely by the principles of their 
development, testing and implementation. At the same 
time, the principles of AIT application for private pur-
poses are human-oriented. In this context, the essence 
of the regulatory criterion for assessing the lawfulness of 
AIT application in health care is revealed in the following 
provisions: 1) regulatory requirements and standards for 
the provision of medical services using AIT must be ap-
proved by the national governments of individual states 
and based on the relevant rules of international law; 2) 
the medical worker’s conduct when using AIT should 
not cause more significant risks to the patient’s health, in-
cluding mental health, than such risks would occur in the 
case of medical services provision in the traditional way; 
3) machine learning algorithms should only be based on 
reliable, non-prohibitive medical data, which ensures the 
transparency of the specific outcome offered to the patient 
by AIT; 4) AIT application should act as only one of the 
instruments of medical services and in no way exclude the 
doctor’s constant control over the procedures for providing 
medical services; 5) the provision of medical services using 
AIT must not be the only possible way of obtaining such 
services; 6) the processing of patient’s data with the help of 
AIT should not be excessive in comparison to the nature of 
the medical services provided to him/her; 7) AIT applica-
tion in health care is allowed only when there is the prior, 
explicitly expressed consent of the health care consumer, 
as well as the mandatory prior insurance coverage of the 
healthcare providers’, developers’ or AIT providers’ liability.

At the same time, the lack of legislative support for the 
given components of the regulatory criterion in terms of 
assessment of AIT application lawfulness in the field of 
health care leads to the limitation of unified use of special 
requirements to the behavior of health care professionals in 
the process of those technologies’ utilization. The solution 
for the problem outlined could be facilitated by the adop-
tion of the Universal Declaration on the Principles of Legal 
Use of Artificial Intelligence Technologies in Health Care 
by WHO, which could specify legal and ethical principles 
of AIT use in medical practice, as well as the requirements 
for the developers and providers of the given technologies 
for health care needs and the obligations of WHO Member 
States regarding further implementation of the relevant 
principles into national legislation.

Legal criterion is important for the assessment of the 
lawfulness of AIT use in specific cases of medical practice. 
In our opinion, its essence is manifested in the judicial or 
extrajudicial (administrative) criteria of acts, decisions or 
omission of acts, committed by health care professionals 
with the use of AI technologies due to their compliance 
with legal grounds, conditions and the procedures of those 
technologies’ application in medical practice. By its very 
nature, the legal criterion reflects the substantive meaning-
ful aspect of the health care professionals’ behavior when 
dealing with AIT.

In other words, those are the decisions, acts or omission 
of acts of health care professionals, made or implied on 
the basis of the results, obtained in the process of AIT use, 
as well as the reasons for approval or refusal to perform 
recommendations, received as a result of individual ac-
tions automation along with the procedures for medical 
care provision. Thus, the legal criterion is manifested not 
only through mechanical comparison of a professional’s 
behavior with the legal requirements for medical practice 
in a particular country, but also through legal assessment 
of his actions and the results obtained under specific cir-
cumstances of medical service provision.

In this context, it can also be considered that the legal 
criterion provides the assessment of the lawfulness of AI 
technologies’ application from the perspective of health 
care professionals and medical institutions adherence to 
the rule of law and natural human rights. In this regard, 
the opinion of the Council of Europe Commissioner for 
Human Rights can be shared. Hence, the report “Protecting 
of Human Rights in the Age of Artificial Intelligence” made 
by Dunia Mijatovich at Strasburg, 03.07.2018, states that 
“today there has been a number of standards that must be 
proceeded from, for example, the precedents of the Europe-
an Court of Human Rights that clearly state the adherence 
to the right of non-interference into private family life, and 
the right to personal freedom and safety.”[15].

The analysis of ECHR decisions in terms of the issues 
raised in the article demonstrated that modern system of 
precedents has been mainly focused on the prohibition of 
excessive automated processing of patients’ personal data, 
the prohibition of automated processing of that category 
of persons’ data without their explicit consent as well as 
inadmissibility of public disclosure of medical informa-
tion along with the use of ICT. The need for protection 
of patients’ rights is reflected, in particular, in the ECHR 
decision in the case of L.H. v. Latvia of 29, April, 2014 
(application no. 52019/07) [16].

Thus, while considering the cases for the protection of 
patients’ rights in relation to ICT application, ECHR mainly 
proceeds from the observance by the responsible party of 
the following natural rights of the person: the right of the 
patient to obtaining information of the health status, the 
results of the progress of the patient’s disease, the methods 
of treatment; the right to a guaranteed minimum automat-
ed processing of the patient’s personal data; the right to 
prohibit further processing of medical data by any means, 
including ICT; rights to ensure the safety of automated 
medical intervention into the patient’s body for the sake 
of his or her health, etc.

At the same time, the application of formal, logical, 
comparative and legal methods for the research of ECHR 
decisions has shown that no standards of precedent deci-
sions have been formed to date regarding the impact of 
machine learning algorithms on the provision of patients 
with an adequate level of health care. Those, in particular, 
include several legal matters, namely, determining the 
patient’s appropriate consent for AIT use, the clarity and 
unambiguity of the reasons for AIT use for the purpose 
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of medical service provision, the validity and reliability 
of medical data used for information systems machine 
learning on the basis of AIT, determination of non-dis-
crimination of machine learning algorithms in relation 
to different groups of patients, arrangement of the system 
of appropriate guarantees for the consumers of medical 
services provided with the use of AIT, etc.

In view of the absence of ECHR precedents on the giv-
en issues, the main emphasis in ensuring their legal and 
technical regulation is placed on the technical conditions 
for AIT development in medical practice and the contracts 
for the corresponding use of AIT drafted by electronic 
health care providers. Specifically, the technical task for 
the development of medical service software with the 
use of AIT determines technical requirements for corre-
sponding software, characterizes technical architecture of 
AIT, defines the requirements for information security in 
case of further use of those technologies and information 
exchange of medical data along with machine learning of 
health care professionals, whose activity will be associated 
with the use of AIT, etc.

In terms of contracts for the provision of medical ser-
vices with AIT use, based on the regulatory requirements 
of international legal acts [7; 11], first of all, the rights and 
responsibilities of health care professionals and patients 
should be determined, as well as the conditions for ob-
taining the appropriate consent from the patient to use 
AIT with medical and consulting purposes along with the 
rules for acquaintance with the functioning algorithms of 
AIT, the conditions of insurance of the health care provider 
liability and the principles of monitoring the work of AIT 
by the authorized health care professional, etc.

Thus, the legal criterion for the assessment of the lawful-
ness of AIT use in health care is determined by three sets 
of requirements: case (judicial), contractual and technical 
ones.

In contrast to the previously analyzed regulatory and 
legal criteria revealing the legal aspects of health care 
management, the factual criterion reflects the professional, 
social and biological assessment of the results of the use 
of health care in the process of AIT provision. In fact, it 
is about the assessment of AIT application, including the 
nature of the proposed treatment, disease prevention, 
consulting from the point of view of the optimality of the 
services provided, assessment of the potential risks in the 
process of ICT use, and the process efficiency of the pro-
posed medical solutions for patients’ needs.

In another context, the factual criterion characterizes 
the ability of AIT algorithms to provide automation of a 
particular health care professional’s behavior under specific 
medical circumstances, identify and correct individual pro-
gram errors made by the developer, and offer the optimal 
solution to the patient’s problem, based on the predefined 
technical coordinates.

Similar to the legal one, the factual criterion for the 
assessment of AIT lawfulness in the field of health care is 
individual. It is manifested on a case-by-case basis under 
the influence of the patient’s disease progress, selected 

methods of treatment or disease prevention and cannot 
be applied to other similar cases of AIT use in the field of 
health care.

In general, the criteria for the assessment of lawfulness of 
AIT use in health care suggested in the given article cover 
both, the external (general) and internal (meaningful) 
sides of health care professionals’ behavior, and provide the 
assessment of the consequences of specific decisions auto-
mation as well as actions and processes in medical practice.

At the same time, the application of general and specific 
scientific (legal) methods of cognition showed that further 
research of the criteria of legitimate application of AIT 
in the field of health care will require the advancement 
of interdisciplinary approach to the research of outlined 
problems. That will facilitate the avoidance of major 
methodological constraints when examining the criteria 
for the behavior of health care professionals’ assessment in 
the process of AIT use and allow methodological linkage 
of the regulatory and contractual requirements for health 
care institutions activity in the field of medical services 
automation, based on appropriate ICT.

CONCLUSIONS
The analysis of the existing doctrinal views on the issues 
raised in the article and the applicable international law 
provisions in the field of AIT use for health care purposes 
allows specification and justification of normative, legal 
and factual criteria for the assessment of health care pro-
fessionals’ behavior with the use of appropriate ICT.

While the first of these criteria reflects general legal re-
quirements for health care professionals’ behavior in the 
process of AIT use, the legal and factual criteria reveal the 
substantive components of such behavior. In other words, 
those criteria characterize the behavior of health care 
professionals from the point of view of their compliance 
with the patient’s natural rights to life, the adequate level 
of health care, patients’ personal data confidentiality, the 
terms of AIT medical services contracts, and the ethical 
standards of health care professional’s activity.

In our view, to ensure further practical implementation of 
the criteria for the assessment of the lawfulness of AIT use 
in the field of health care and the increase of  their social im-
portance, it is necessary to take the following measures: 1) 
adoption by WHO the guidelines for the AIT management 
in terms of health care provision, treatment, diagnosis or 
disease prevention; 2) the European Parliament approve-
ment of the rules for the application of AIT in the field of 
health care and the protection of patients’ rights provision 
as well as updating and ratifying the annexes to the given 
Regulation concerning the standard forms of contracts 
for the provision of consultative, diagnostic, medical and 
health services on the basis of AIT with exemplary drafts 
of the technical tasks for the development of those technol-
ogies; 3) advance the research aimed at the improvement 
of the criteria for the assessment of lawfulness of AIT use 
for health care purposes, including the practice of ECHR 
and national higher judicial institutions on relevant issues.
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INTRODUCTION
Current practice proves the fact that there is obvious complex 
interconnection between medicine and law. Having long-last-
ing history of their establishment along with the contem-
porary high-profile sensitive cases, as well as the significant 
amount of various scientific researches clearly reflects that the 
issue of their correlation certainly remains a focus of public 
attention, especially when it comes to medical professionals, 
their actions and liability. The existence of a large number of 
such notions and concepts as ‘medical errors’, ‘clinical errors’, 
‘medical accidents’, alongside with ‘medical negligence’ and 
‘medical malpractice’ in the information space invariably 
leads to the issue of their legal assessment, especially when 
it comes to criminal law. But even then a lack of common 
vision on terminology and essence of medical professionals’ 
offences, as well as the imperfections of criminal legislation 
leads directly to the issue of the necessity of the conceptual-
ization of the unified notion of the so-called ‘medical crimes’ 
and their proper enshrinement in legislation, resulting in 
certain need for its improvement, while considering foreign 
experience. However, despite the fact that the major part of the 
abovementioned issues is being widely discussed, still the very 
most of the scholarly researches are fragmental and mostly 
focused on specific narrow and limited scope so further study 
is obviously relevant.

THE AIM
The aim of the study is to identify the place of criminal 
liability in the system of liability of medical professionals, 

considering the acts committed, as well as to establish the 
nature and  types of such acts, to define an appropriate 
terminology concerning the so-called ‘medical  crimes’ 
and the range of such category of offences, along with the 
making of an attempt to its conceptualization, exploring the 
ways of legal regulation of criminal liability, alongside with 
the outline of ways to refine and improve the legislation 
through the prism of foreign experience.

MATERIALS AND METHODS
The study is based on the researches of scholars and leading 
experts in the field of medicine and law, legal acts (includ-
ing Criminal Code of Ukraine, Georgia and the Republic 
of Kazakhstan, as well as the criminal legislation of the 
Republic of Austria, the United States of America, Canada, 
the Kingdom of Spain, the Federal Republic of Germany 
and the Republic of Poland), judicial practice (in partic-
ular, the decisions of Ukrainian courts, namely, 84 (all) 
judgements that were available through the Unified State 
Register of Court Judgments at the time of this research) 
and statistics. It is based on the principles of concreteness, 
objectivity and methodological pluralism, including phil-
osophical, general scientific, theoretical other general and 
special legal methods.

REVIEW AND DISCUSSION
The world literature classic A. P. Chekhov, being a doctor 
himself, once mentioned that medical profession is a 
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feat, it requires self-sacrifice, purity of soul and purity of 
thoughts, and we believe that it truly is. As for now, it is 
considered as one of the most noble calling, a very special 
and significant craft that demands a lot of dedication and 
passion, knowledge and skills and imposes the tremendous 
responsibilities [1, p. 93]. But what if the intentions are 
not pure or pretty much close to it? This moment might 
probably be a starting point of the imposition of a liability. 
But what kind of liability, what type, on what grounds, 
conditions and obstacles it is based on?

The analysis of the major variety of scientific sources 
on this matter indicates that liability in the most general 
understanding is socio-legal regulator or, figuratively 
speaking, a certain measure of freedom [2, p. 18]. In 
the light of this, different its types such as moral, ethical 
and legal liability (which is also typically differentiating 
between disciplinary, material, civil, administrative and 
criminal) are traditionally distinguished. Apart from that, 
the idea of such subtypes of legal liability as medical and/
or medical professional liability are becoming increasingly 
popular in science.

In general without going into too much detail it is 
necessary to mention that moral and ethical liability are 
appear to be a certain reaction of a society, while the legal 
one seems to be a reaction of a state. With regard to the 
distinction of different types of liability within the legal 
one it is noteworthy that criminal liability is considered 
as the most extreme form connected with the most severe 
punishment. In this regard the prominent ophthalmologist 
and diligent student of a well-known academician V. P. 
Filatov, who was working with him for a very long time, 
V. N. Streltsova (ed. – at the same time, the mother of I. L. 
Streltsov, the co-author of this article), very often recalls 
the metaphoric expressions of the famous ophthalmolo-
gist and surgeon in her memories. These were the certain 
reflection concerning the liability of medical professionals, 
namely, a  though that civil and administrative liability 
can be considered as ‘pharmacological therapy’, but the 
criminal liability definitely has to be perceived as ‘surgical 
treatment’ or ‘surgical intervention’; … it has to be viewed 
as the ‘last resort’ [3, p. 153].

And if the disciplinary liability (as well as material) usu-
ally is triggered with a ‘labour offence’, which is a violation 
of the requirements of labour legislation, labour discipline 
and internal labour regulations, there has to be a ‘civil 
wrongdoing’ or a violation of civil legislation, aimed to 
protect personal property and non-property rights in case 
of civil liability (as well as material, by a way of situation); 
administrative liability generaly is caused by an ‘adminis-
trative offence’, or a violation of administrative legislation, 
for instance, in our particular case, largely in the field of 
the labour safety and public health.

Unlike that, criminal liability in fact is imposed for a 
violation of criminal law and traditionally ‘starts’ with the 
commitment of a ‘crime’, as it is stated, for instance, in Part 
1 of Article 2 of the current Criminal Code of Ukraine 
(hereinafter – CC of Ukraine), the ground for criminal lia-
bility is the commission by a person of a socially dangerous 

act that has such elements of crime as stated by this Code 
[4]. But to be more precise, – with the commitment of a 
‘criminal offense’, which might take the shape of ‘criminal 
misdemeanour’ or a ‘crime’, considering the most recent 
amendments to CC [5, p. 162]. However, there is still no 
single consensus opinion regarding the issue of what ex-
actly constitutes a ‘criminal offense’ when it comes to the 
matter of the interface between medicine and law (criminal 
one, in particular). Indeed, in our view, this is not much 
a question about which act has to be considered criminal 
as it is mostly about the range of particular acts that have 
to be deemed criminal in the field of medicine as well as 
more or less of ensuring and developing an appropriate 
terminology.

In this regard, the scientific discourse is full of variety 
of different concepts and dimensions for identifying such 
‘criminal unlawful acts’: starting with a more ‘traditional’ 
standpoint of ‘crimes in the medical field’ (in their diver-
sity, like ‘crimes in the medical sphere’, ‘crimes in the field 
of medicine’, ‘crimes in the sphere of medicine’ and etc.) 
[6, p. 90], continuing with the ‘professional crimes’ [7, p. 
283] (ed. – of medical professionals) and/or ‘occupational 
crimes’ [8, p. 1] (ed. – of medical professionals), ending 
with an idea of the socalled ‘medical crimes’ [9, p. 2] (less 
frequently, ‘healthcare crimes’ [10] or ‘crimes, which take 
place during the provision of health care’ [11, p. 464]) and 
so on. In contrast, such terms and notions like ‘liability 
issues in clinical practice’ [12, p. 32] or ‘legal issues in med-
ical practice’ [13, p. 335], ‘liability for medical malpractice’ 
[14, p. 51], criminal liability for ‘medical negligence’ [15, 
p. 372], ‘clinical errors’ [16, p. 323] and/or ‘medical errors’ 
[17, p. 256], ‘medical accidents’ [18, p. 51] and others are 
also widely being in use nowadays. Therefore, it should 
be noted that such plurality of different terms certainly 
leads to the issues of the comprehensive reflection and 
understanding of their essence, along with the specificity of 
their correlation. Moreover, another equally pertinent and 
remarkable issue is that of the existence of such diversity. 
In order to address this concern, the most common expla-
nation is usually the comprehensive nature of medicine 
and, therefore, the complexity of the legal constructions. 
However, without prejudice to this statement, it can be 
hardly considered exhaustive to the fullest extent, some 
points are worth noting in this regard.

The first one is basically lying in the fact that the essence 
of this specific group of criminal offenses, the so-called 
‘medical crimes’ is largely determined by the presence of 
a ‘special subject of a crime’ (particular offenders, who are 
medical professionals, even without taking into consider-
ation the lively discussion on who should be considered 
as medical professionals, and, particularly is there any 
difference between a medical and pharmaceutical person-
nel, for instance [19]). However, even in such case this is 
not a ‘panacea’ due to the fact that medical professionals 
can simply commit ordinary and/or common criminal 
offences, and be criminally prosecuted on a general basis, 
for instance, for the commitment of a simple theft (Arti-
cle 185), an intended minor bodily injury (Article 125) 
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or a simple murder (according to Part 1 of Article 115), 
foreseen by the current CC of Ukraine [4] and etc. As to 
bodily injury, although, it is necessary to mention that, 
for instance, in the Republic of Austria, the classic list 
of crimes against bodily integrity, including involuntary 
manslaughter and negligent bodily injury, equally applies 
to the medical profession [20, p. 1031].

The second idea is trying to be justified with the existence 
of the category of acts of medical professionals, related di-
rectly to their professional activity. Basically, it is assumed 
that the so-called ‘medical crimes’ can be considered as 
such only in case of the commitment of criminally pun-
ishable acts, related precisely to the medical profession. 
Hence, they are often referred to as the ‘professional med-
ical crimes’. For instance, in Ukraine, the vast majority of 
such criminal offences are enshrined in Chapter II of the 
current CC of Ukraine, entitled ‘Criminal Offenses against 
Life and Health of a Person’ [4]. Basically they include 
professional misconduct causing infection of a person with 
human immunodeficiency virus or any other incurable 
contagious disease (Article 131); disclosure of information 
on medical examination for human immunodeficiency 
virus or any other incurable contagious disease (Article 
132); illegal abortion or sterilization (Article 134); illegal 
medical practice (Article 138); failure of a member of 
medical profession to provide aid to a patient (Article 139); 
improper performance of professional duty by a member of 
medical or pharmaceutical profession (Article 140); viola-
tion of patient’ rights (Article 141); illegal experimentation 
on a human being (Article 142); violation of procedures 
prescribed by law with regard to human organs or tissue 
(Article 143); forcible donation of blood (Article 144) and 
unlawful disclosure of confidential medical information 
(Article 145) [4].

In addition, it is also worth noting that there is one more 
ground for shaping the understanding of the notion of the 
so-called ‘medical crimes’. This is the frequently expressed 
idea of the inclusion of criminally punishable acts that arise 
out of medical occupation to the abovementioned category. 
They are traditionally considered as the so-called ‘criminal 
offenses in office’, stipulated in Chapter XVII of the current 
CC of Ukraine, entitled ‘Criminal Offenses in the Area of 
Official Activity and Professional Activity Relating to the 
Provision of Public Services’ [4]. Commonly they include 
improper performance of duty with regard to children’s life 
safety and health care (Article 137); violation of the right to 
free medical assistance (Article 184); abuse of authority or 
office (Article 364); forgery in office (Article 366); neglect 
of official duty (Article 367); acceptance of a proposal, 
promise or receipt of an unlawful benefit by an  official 
(Article 368) [4] and etc.

Nevertheless, it is fair to say that there are much more 
ways of classifying the so-called ‘medical crimes’ depending 
on the approach used. Indeed, based on the understanding 
of these crimes’ definition, it is possible to emphasize that 
there are much more criminal offences enshrined in the 
current CC of Ukraine in the broadest sense, except those, 
that are stipulated in Chapter II (‘Criminal Offenses against 

Life and Health of a Person’) and Chapter XVII (‘Criminal 
Offenses in the Area of Official Activity and Professional 
Activity Relating to the Provision of Public Services’) of 
the current CC of Ukraine [4]. Special attention in such 
a case also needs to be paid to Chapter III (‘Criminal Of-
fenses against Liberty, Honor and Dignity of a Person’), 
in particular, for instance, to such crimes as substitution 
of a child (Article 148); illegal placement of a person in a 
mental institution (Article 151), as well as to Chapter XIII 
(‘Criminal Offenses Related to the Circulation of Narcotics, 
Psychotropic Substances, Their Analogues or Precursors, 
and Other Offenses against Public Health’), – illegal issue 
of a prescription authorizing the purchase of narcotics or 
psychotropic substances (Article 319); illegal production, 
making, purchasing, transportation, sending, storage for 
selling purposes, or sale of poisonous and drastic substanc-
es (Article 321); counterfeiting of drugs or trafficking of 
counterfeit drugs (Article 3211); violation of established 
procedure for preclinical study, clinical trials and state 
registration of drugs (Article 3212) [4] and so on. Although, 
even this list is far from being completely exhaustive.

It must be noted that other countries’ experience shows 
using of pretty much similar approach, for instance, in 
Criminal Code of Georgia (hereinafter – CC of Georgia), 
in which the so-called ‘medical crimes’ mentioned in such 
different chapters, as Chapter XIX (‘Crimes against Life’), 
Chapter XX (‘Crimes against Health), Chapter XXI (‘En-
dangering Human Life and Health’), Chapter XXIII (‘Crime 
against Human Rights and Freedoms’), Chapter XXXII 
(‘Crime against Public Health and Public Morals’) and oth-
ers, including killing at the victim’s request (Article 110); 
negligent manslaughter (Article 116); different degrees of 
bodily injuries (Articles 117, 118, 120, 124); refusal to help 
(Article 129); abandoning a sick person in distress (Article 
130); infecting with AIDS (Article 131); infecting with 
particularly dangerous infectious disease (Article 132); 
illegal abortion (Article 133); coercion into removing a 
human organ, part or tissue of an organ (Article 134); illegal 
trade of blood or blood components (Article 135); trade of 
human organs (Article 1351); genetic manipulations (Ar-
ticle 136); illegal placement or detention in a psychiatric 
hospital (Article 149); illegal medical or pharmaceutical 
practice (Article 246); breach of sanitary-epidemiological 
standards (Article 248); breach of the regulations for poi-
son circulation (Article 249); unlawful appropriation or 
extortion of poison (Article 250) [21] and etc.

Nevertheless, Criminal Code of the Republic of Kazakh-
stan (hereinafter – CC of the Republic of Kazakhstan), for 
instance, is constructed differently, as it contains a separate 
specific chapter, ‘Chapter 12. Medical Criminal Infractions’, 
which is dedicated directly to medical criminal offenses, in-
cluding improper performance of professional obligations 
by medical or pharmaceutical employee (Article 317); vio-
lation of procedure of conducting of the clinical researches 
and use of the new methods and means of prevention, 
diagnosis, treatment and medical rehabilitation (Article 
318); illegal performance of abortion (Article 319); failure 
to assist sick person (Article 320); disclosure of medical 
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secret  (Article 321), illegal medical and pharmaceutical 
activity and illegal issuance or forgery of prescriptions or 
other documents, granting the right to obtain the narcotic 
drugs or psychotropic substances (Article 322); handling 
with counterfeit drugs, medical products or medical equip-
ment (Article 323) [22] and so on.

But despite an impressive number of criminal offences, 
stipulated by the current CC of Ukraine, which is commonly 
associated with the so-called ‘medical crimes’, the vast majority 
of them remains unexploited. In fact, it is suggested that a very 
large part of criminal proceedings in Ukraine has been very 
often initiated related only to failure to perform or improper 
performance of professional duty by a member of medical 
or pharmaceutical profession due to neglect to discharge 
this duty, which caused grave consequences for a patient 
(Article 140 ‘Improper performance of professional duty by a 
member of medical or pharmaceutical profession’). However, 
sometimes two more articles such as illegal medical practice 
(Article 138) and failure of a member of medical profession 
to provide aid to a patient (Article 139) are also applied [23]. 
This concern was likewise reflected in the judicial practice. 
Therefore, at the time of this writing, the analysis of the deci-
sions of the courts of Ukraine indicates that among 84 court 
sentences under Articles 131, 132, 134, 138-145 of the current 
CC of Ukraine (the so-called ‘medical crimes’ in one of the 
narrowest senses of their understanding), 76 convictions were 
rendered under Article 140, 1 – under Article 132, 1 – under 
Article 134, 4 – under Article 138 and 2 – under Article 139. At 
the same time, the overwhelming majority of them was either 
exemption from serving a sentence [24], either compensation 
for material and moral damages [25], or the acquittal [26]. 
Thus, the resulting data is a ‘perfect illustration’ of the previ-
ous statement as well as the allegations concerning the fact 
that cases of criminal prosecution of medical professionals, 
and even more so the conviction in Ukraine are relatively 
infrequent still may be considered as absolutely fair nowadays.

Moreover, according to the opinion of the national and 
foreign experts, a similar trend also applies to the judicial 
practices of the United States of America, where, among 
other things, such a situation is largely explained by the 
relatively high latency of the so-called ‘medical crimes’ 
[27, p. 36] and Canada, which had fairly limited number of 
cases and very small conviction rate that, in general, convey 
the idea that criminal law has quite restricted application 
in this area [28, p. 25]. In contrast, despite such a small 
number of cases, it is commonly believed that similar to 
other European countries, both Ukraine and, for instance, 
the French Republic have thus experienced a rise in the 
number of criminal proceedings relating to the liability of 
medical professionals [29, p. 46] and the Kingdom of Spain, 
where the number of claims has increased dramatically 
and so has the number of judicial decisions [30, p. 153].

However, it is worth noting that such a state of affairs sub-
stantially can be explained not only by the shortcomings of 
the criminal legislation, but due to the application of the law 
and procedural matter [6, p. 90]. There is no doubt that these 
issues are thorny and sensitive ones, which are provoking a 
public outcry. In this case, special attention should be given, 

for instance, to the electronic petition on the official web-site 
of the President of Ukraine concerning the liability of medical 
professionals [31]. Despite the fact that the collection of sig-
natures was closed and the petition hasn’t been supported, its 
content hasn’t lost its significance. This involves, in particular, 
the artificial delay both of the investigation of the so-called 
‘medical cases’ and their trial due to the inadequacy of the 
legislation, as well as the ‘conspiracy of silence’ between med-
ical professionals [31]. Significantly that such situation is not 
exclusive exists not only in Ukraine, but also in a number of 
other countries. Thus, for instance, the issues of the shortcom-
ings in the law and the ‘complicity of medical professionals’ 
are very familiar and widely debated in the Republic of India 
and are expressed in the problem concerning the assessment 
of the acts of the medical professionals by other medical pro-
fessionals, who usually hesitate to testify against each other’ 
(ed. – are biased and tainted), which ultimately makes it ex-
ceptionally difficult to found them criminally liable [32, p. 9]. 
A similar situation can be also observed in Federal Republic 
of Germany, where approximately ninety-five percent of cases 
have been stayed for the lack of evidence or public interest, 
while in cases that proceed to trial, the medical professionals 
will usually secure an acquittal or generally pay a fine [33, p. 
1142]. In the Republic of Poland the situation is made difficult 
by the fact that malpractice cases are long-term and expensive 
while their result is usually uncertain and not easily predicted 
[34, p. 1261].

CONCLUSIONS
Realities of the twenty-first century sharply demonstrate how 
highly complex public relations that arise in the field of the 
activity of medical professionals are, especially with regard 
to the issues of liability for their ‘unconscionable’ acts. Their 
complicated nature gives grounds for asserting the formation 
of distinct type of liability – ‘medical liability’, along with the 
establishment of such separate group of criminal offences as 
‘medical offences’. ‘Medical liability’ is suggested to be as one of 
the peculiar types of legal liability, including disciplinary, ma-
terial, civil, administrative and criminal liability, where the last 
one ‘occupies a special place’ and considered as the very ‘last 
frontier’, while ‘medical offences’ include ‘labour offences’, ‘civil 
wrongdoings’, ‘administrative offences’ and ‘criminal offences’, 
that, in turn, gives rise to the existence of such unique category 
in criminal law as ‘medical criminal offences’, which, in turn, 
can be roughly divided into criminal offences against life and 
health of a patient; criminal offences against rights of a patient; 
criminal offences in the field of economic activity in medical 
practice; criminal offences in the field of trafficking in narcotic 
drugs, psychotropic substances, analogues or precursors and 
other criminal offences, committed by medical professionals 
due to their professional activities. Such an attempt towards 
the conceptualization of ‘medical criminal liability’, as a part 
of ‘medical liability’ and ‘medical criminal offences’ leads to an 
appropriate legal enshrinement. In order to do so, however, the 
changes to legislation are highly necessary. To that end with 
due regard for the knowledge and foreign experience acquired 
the establishment of a separate chapter of the current CC of 
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Ukraine, which, in view of the structure of the existing code, 
might be possibly entitled as ‘Criminal offences in the field of 
medical activity’ or ‘Criminal offenses related to the medical 
activity’ considered as a feasible option.
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INTRODUCTION
Legal regulation of compulsory medical measures (here-
inafter - CMM) is of extraordinary importance in medical 
law as they are applied to persons who have committed 
socially dangerous acts and provide for forced restriction 
of their freedom.  However, both in Ukraine and in foreign 
countries, there are numerous, but typical problems, which 
causes the international community a need to develop 
certain standards of their application.

THE AIM
The aim:of the scientific article is to define international 
standards for the CMM implementation, taking into ac-
count international legal documents, decisions of the Eu-
ropean Court of Human Rights (hereinafter - ECHR) and 
some states’ experience, as well as assessing the state of their 
implementation in Ukrainian law and medical practice.

MATERIALS AND METHODS
The legal basis for the study is the International Covenant 
on Civil and Political Rights (1966) (hereinafter - the 
Covenant), the European Convention for the Protection of 
Human Rights and Fundamental Freedoms (1950) (here-

inafter - the Convention), “Principles for the Protection 
of Persons with Mental Illness and the Improvement of 
Psychiatric assistance”, as approved by UN General Assem-
bly Resolution No. 46/119 of 17.12.1991 (hereinafter - the 
Principles), ECHR decisions, legislation of Ukraine and 
foreign countries (Austria, Italy, Latvia, Poland, Germany, 
San Marino) in the field of CMM. The theoretical basis is 
the scientific researches on using of CMM and forensic psy-
chiatry. The empirical basis is: 1) statistics of the Prosecutor 
General’s Office of Ukraine on CMM implementation in 
2014-2019; 2) results of public examination of the activity 
of the Ministry of Health of Ukraine; 3) results of the au-
thors’ survey of Ukrainian judges, prosecutors and lawyers 
on practical application of international standards for 
CMM; 4) results of the authors’ summary of 50 t decisions 
of the Ukrainian courts on CMM application. The study 
is based on such methods as dialectical, comparative-le-
gal, statistical, induction and deduction, legal modeling, 
sociological research.

REVIEW AND DISCUSSION
The increase in the number of people being subjected 
to compulsory psychiatric treatment is a pan-European 
tendency that has been observed for the last 20 years 
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[1]. At the same time, democratic countries’ legislation 
attaches particular importance to the rights’ protection 
of the mentally ill and assumes compulsory treatment as 
an absolutely exceptional measure [2]. This is due to the 
fact that the implementation of such measures involves 
the emergence of a number of ethical issues regarding 
the compulsory nature of treatment and the restriction of 
patients’ personal freedom [3].

Such problems are most acute when using CMM, which 
is quite common in Ukraine. Thus, in 2014 940 petitions 
were submitted to the court for CMM implementation, 946 
– in 2015, 866 – in 2016, 1110 – in 2017, 1070 – in 2018 [4]. 
In each such case not only the national law’s rules but also 
the international standards must be strictly observed. At 
the same time, a survey of Ukrainian judges and prosecu-
tors involved in deciding on CMM implementation showed 
that only 43% of judges and 27% of prosecutors recognize 
the importance of international standards in the CMM 
application; only 19% of judges and 13% of prosecutors are 
aware of ECHR practices in  CMM using; and less than 5% 
refer to it proceeding decisions. The situation is somewhat 
better for lawyers, with more than 85% of respondents 
recognizing the importance of using such international 
standards; 70% are aware of practices in the field of CMM 
and more than 60% refer to it in practice. This can be ex-
plained by lawyers’ interests in improving the legal status 
of their clients while CMM applying.

At the same time, the analysis of jurisprudence of 
Ukraine in the field of CMM makes it possible to con-
clude that in the relevant court decisions there is almost 
no reference to the international standards and practice 
of the ECHR in this area. This is a major drawback, since 
the principles of the rule of law and legality in Ukrainian 
criminal proceedings must be applied taking into account 
the ECHR practice.

International standards do not consolidate the concept of 
CMM, considering it in the context of forced confinement. 
Their basis is Art. 9 of the Covenant, according to which 
restriction of human freedom in any form is possible only 
by court’s decision and Art. 5 of the Convention, which 
stipulates that no one shall be confined except in the es-
tablished cases and by court’s decision. Such cases include 
the lawful detention of mentally ill persons (item “e)” Part 
1 of Art. 5 of the Convention). Some ECHR practices have 
been developed regarding the application of this provision, 
which clarifies and develops a system of international 
standards for CMM implementation. The international 
standards for CMM implementation are closely related to 
protection of mentally ill persons’ rights, to whom such 
measures are envisaged. Therefore, such system should 
include the Principles that provide standards for the rights 
of persons with mental illness, definition of such diseases, 
their treatment, etc.

In Ukraine the CMM concept enshrined in Art. 92 of 
the Criminal Code (hereinafter – the Criminal Code), is 
in fact determined by the variants of relevant measure and 
an indication of the purpose of their application. CMM are 
measures of criminal nature that are an alternative to crim-

inal punishment for mentally ill persons. They, according 
to V.I. Borisov and V.S. Batyrgareeva, are manifestation 
of the society’s reaction to socially dangerous actions by 
borrowing measures and means inherent in medicine, 
psychiatry, psychology and other related spheres [5].

CMM’s purpose is compulsory treatment of a person 
to prevent him/her from committing socially dangerous 
acts. This dual purpose is driven by the combination 
of medical and legal factors that determine CMM use. 
Thus, the medical (or more precisely, medical and social) 
factor determines the need for healthcare for mentally 
ill persons in accordance with the constitutional right of 
everyone to healthcare and medical care (Article 49 of the 
Constitution of Ukraine). The reference to CMM’s medi-
cal purpose corresponds to scientists’ position, according 
to which psychotropic drugs’ use for socially dangerous 
mentally ill persons only to control their behavior and 
without therapeutic intent is unethical and contrary to 
the purpose of psychiatry [6]. However, in the Ukrainian 
legislation, CMM’s medical purpose was formulated un-
successfully, as it indicates a process (treatment) rather 
than a result (some positive changes in the health status 
of a patient being treated) [7]. Considering this, CMM’s 
purpose should be to identify the cure or improvement of 
such persons’ health status, the achievement of which is 
related at the same time to the complex of social rehabili-
tation measures and to pharmacological and other medical 
impact on patients’ health whose care is required by court 
decisions [8]. The organization of treatment-rehabilitation 
and preventive process belongs to the field of psychiatry as 
a branch of medicine, which deals with diagnosis, therapy 
and prevention of mental illness [9]. Accordingly, medical 
aspect of CMM implementation in Ukraine is regulated by 
the Law on Psychiatric Care of 22.02.2000, which defines 
legal and organizational principles of providing individuals 
with psychiatric care, as well as by-laws of the Ministry of 
Health of Ukraine.

The legal factor takes into account the social dangers of 
persons who have expressed themselves in committing 
socially dangerous acts to those around them and to them-
selves, and determines the need to completely or partially 
isolating these persons from society and to correct their 
behavior to prevent them from committing other socially 
dangerous activities, as well as impossibility of bringing 
such persons to criminal liability in a general manner. 
The ECHR emphasizes that “legitimate” concept covers 
both procedural and substantive rules (p. 39 of the ECHR 
decision in Winterwerp’s case, v. the Netherlands) [10], 
from which it can be concluded that this criterion has 
two components: criminal-legal and criminal procedural.

The criminal-legal component envisages committing a 
socially dangerous act by a relevant person, stipulated by 
the law on criminal liability, as a result of which CMM are 
applied instead of criminal liability, to which these persons 
cannot be prosecuted (in Ukraine, CMM types, grounds 
and conditions of their usage are regulated by Art. Art. 
92-95 of the Criminal Code). According to this criterion, 
CMM differ from emergency compulsory outpatient or 
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inpatient psychiatric care in psychiatric institutions pro-
vided to patients who, by their mental health status, are 
dangerous to themselves or others but have not commit-
ted any socially dangerous acts, [8]. Therefore, it seems 
controversial that CMM using is based not on the fact of 
committing a socially dangerous act by a person, but on 
his/her mental illness [11], because without the fact of such 
action CMM are not used.

The criminal-procedural component stipulates that 
CMM have been applied to a person by a court order 
in accordance with the procedure established by law (in 
Ukraine such procedure is regulated by Chapter 39 of the 
CPC). In the ECHR’s view, the formula “in the order pre-
scribed by law” indicates the need to follow due process in 
accordance with national law [10]. This necessity is due to 
the fact that compulsory hospitalization of a person in a 
psychiatric institution often leads to interference with his/
her private life and physical inviolability through medical 
interventions against his/her will (p. 53 of the ECHR de-
cision in Zagidulina’s case, v. Russia) [12].

Thus, CMM can be defined as an alternative to criminal 
punishment criminal-legal measures of a medical nature, 
which in the established criminal procedural law apply to 
mentally ill persons who have committed socially danger-
ous acts, provided by the law on criminal liability, with the 
purpose of their treatment and minimization of publicity.

Three minimum conditions that the ECHR has provid-
ed for assessing lawfulness of deprivation of freedom for 
mentally ill persons for CMM use: (1) competent authority 
has established the existence of a mental disorder on the 
basis of objective medical examination; (2) mental disor-
der must be of such a nature or degree as to justify forced 
deprivation of freedom; (3) The validity of long-term 
confinement depends on the persistence of such a disorder 
(p.39 of the ECHR decision in Winterwerp’s case, v. the 
Netherlands) [10].

These criteria are further detailed in ECHR decisions. 
For example, the first criterion is complex and implies 
that procedure for deciding on CMM using requires three 
mandatory conditions: (1) presence of a person’s mental 
disorder; (2) evidence of his/ her impartial medical ex-
amination; (3) establishment by the competent authority.

The presence of a mental disorder requires its establish-
ment and proof in accordance with the law, based on the 
presumption of person’s mental health. According to Art. 
3 of the Law of Ukraine “On Psychiatric Care”, each person 
is considered to be one who has no mental disorder, until 
its presence is established on the basis and in accordance 
with lawful procedure. With respect to criminal liability 
the effect of this presumption is quite clearly disclosed in 
the McNaughton rules, which operate in the Anglo-Saxon 
legal system, according to which a person is presumed to 
be mentally healthy and possessed of reasonable level of re-
sponsibility to be held accountable for his/her crimes unless 
otherwise is proven. A person is not criminally responsible 
for his/her behavior due to mental illness or inferiority, 
he/she has no ability to understand or evaluate its nature 
and consequences [13]. Therefore, presumption of mental 

health implies CMM use as a condition for exclusion of a 
patient with a mental disorder from the general rules and 
procedures for criminal prosecution.

Definition of the competent authority is carried out by 
national legislation. According to the Principle 17 “Super-
visory Authority” is a judicial or other independent and 
third-party body, created and functioning in accordance 
with the procedures established by national legislation. 
During decision-making it uses the assistance of one or 
more qualified and independent practitioners in the field of 
psychiatry and takes their advice into account. In Ukraine 
such a competent authority is the court that has exclusive 
powers in CMM which in itself is an effective guarantee 
of the rights of the mentally ill persons.

Special medical knowledge not possessed by a court 
or other competent authority is needed for an objective 
medical examination. In Ukraine, deciding on CMM ap-
plication, law provides for obligation of forensic psychiatric 
examination, which, according to Art. 509 of the CPC of 
Ukraine, should be conducted if: 1) according to medical 
document a person has a disorder of mental activity or 
mental illness; 2) behavior of a person during or after 
committing a socially dangerous act was or is inadequate 
(mental confusion, perception disorders, etc.).

In accordance with Principle 4, “Diagnosis of Mental 
Illness” diagnosis of a person suffering from a mental 
illness is made in accordance with internationally recog-
nized medical standards. He/she cannot be treated for any 
other reason that is not directly related to mental health. In 
Ukraine, according to paragraphs 17-18 of the Procedures 
for conducting forensic psychiatric examination, in order 
to determine presence or absence of person’s mental disor-
der, experts conduct a psychiatric examination, evaluate an 
objective history, including data on inheritance of mental 
disorders, features of mental development, family and so-
cial status, features of reacting to different life situations, 
mental traumas, peculiarities of mental state and behavior 
during the examination and in the course of actions con-
cerning the proceedings in this case, etc. [14].

Therefore, psychiatric examination’s conclusion plays an 
extremely important role in deciding whether to use CMM. 
The ECHR emphasizes that no one shall be deprived of 
his/her freedom as a “person with a psychiatric disorder” 
without a medical opinion stating that his or her mental 
state justifies compulsory hospitalization (p.39 of the 
ECHR decision in Winterwerp’s case, v. the Netherlands) 
[10]. However, the ECHR admits that in urgent cases or 
when a person is detained as a result of aggressive behavior, 
it may be acceptable to obtain such a conclusion imme-
diately after being detained. In all other cases, it must be 
preliminary. Where it is not possible, medical examination 
should at least be assigned and, if it is not done, the pres-
ence of person’s mental illness has not been substantially 
proven (p. 97 of the ECHR decision in   Zaichenko’s case, 
v. Ukraine) [15].

In this case, the conclusion of psychiatric examination is 
a necessary but not sufficient condition for CMM using and 
should be carefully reviewed by the courts in conjunction 
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with other evidence in the case. In this regard, the ECHR 
notes that its task is to verify that national courts have 
examined the relevant findings with due diligence and 
whether they have duly substantiated their decision to 
compel the applicant to psychiatric institution (p. 71 of the 
ECHR decision in Raudevs’ case, v. Latvia) [16]. The lack 
of evidence of such a critical review by courts is the basis 
for concluding that national authorities did not establish 
in a convincing manner and with necessary procedural 
guarantees the existence and persistence of a genuine 
psychiatric disorder, nature or extent of which justified the 
applicant’s placement in psychiatric institution (p.112-119 
of the ECHR decision in the case of Anatoliy Rudenko v. 
Ukraine) [17]. The Ukrainian courts practice stands on 
a similar position, stipulating that CMM can be applied 
only with assurance of a reasoned psychiatrists’ opinion, 
which should be critically evaluated by court in terms of 
its scientific validity, persuasiveness and motivation. When 
such conclusions are unclear, incomplete or need to clarify 
additional issues, court should summon a psychiatrist 
expert or order additional or re-examination [8].

Regarding the second criterion, considering the issue of 
the proportionality of mental disorder and forced depriva-
tion of freedom, it is necessary to evaluate a person’s threat 
to others and himself/herself. According to the Principle 
16 “Compulsory hospitalization”, it can only be applied if 
a qualified psychiatric specialist determines that a person 
is suffering from mental illness and determines that: (a) 
there is a serious threat of direct or indirect harm or (b) 
in a person’s case whose mental illness is severe and his or 
her mental capacity is impaired, refusal of hospitalization 
may result in serious impairment of his or her health or 
disability of proper treatment using.

For example, in the case of Vershynin (v. Russia) accord-
ing to the forensic psychiatric examination, the patient 
was suffering from chronic mental illness - paranoid 
personality disorder - and required compulsory treatment 
in a specialized psychiatric institution. This was justified, 
inter alia, by the applicant’s “intrusive ideas”, numerous 
complaints to various authorities, attempts to find the 
truth, etc. However, the ECHR stated that although these 
aspects of mental health and behavior may justify the need 
for specific specialized treatment, they did not clearly 
demonstrate that the applicant was in any threat and that 
nature or extent of his/her mental illness required involun-
tary deprivation of liberty (p. 26 of the ECHR decision in 
Vershynin’s case v. Russia) [18]. Scientists say that having 
a mental disorder is not in itself a reason for compulsory 
psychiatric treatment; it must be combined with need of 
treatment as well as patient’s threat [19].

Given this, it is important to ensure in national law 
that CMM are only applicable to people who are socially 
dangerous. In most European countries, the legislator ad-
heres to this rule. Thus, according to § 63 of the Criminal 
Code of Germany, a court passes a decision on referral 
to psychiatric hospital if the aggregate assessment of an 
offender and his/her actions proves that due to his/her 
state, he/she can be expected to commit serious unlawful 

acts, and therefore he/she is a threat to society. Compulsory 
treatment in psychiatric hospitals also applies to offenders 
with psychiatric disorders associated with drug use, and its 
effectiveness is evidenced by an absolute 19.9% reduction 
in the risk of new convictions [20]. According to Part 1 of 
Art. 94 of the Criminal Code of Poland, a court decides on 
the placement of non-convicted person to relevant psychi-
atric institution if he has committed a prohibited act that 
constitutes significant public harm and is highly likely to 
commit another such act. In Ukraine, according to Part 4 
of Art. 503 of the Criminal Procedural Code, CMM apply 
only to persons who are socially dangerous. However, there 
are examples of its ignoring: according to Part 2 of Art. 
69 of the Criminal Code of Latvia, compulsory treatment 
and type of medical institution are determined by a court 
depending on person’s mental illness and act committed 
by him/her, that is, the degree of public danger of a person 
is not taken into account.

The degree of person’s social danger influences not only 
CMM use to them but also the choice of a specific mea-
sures in case of their variability. Thus, in Ukraine, the law 
provides for CMM in the form of: outpatient compulsory 
psychiatric care, which does not provide for isolation of a 
person, as well as 3 types of hospitalization in psychiatric 
care hospital (hereinafter - PCH), which differ in personal 
restriction’s degree and isolation [21]. However, it is worth 
noting that CMM, such as hospitalization for PCH with 
enhanced supervision, where it is prohibited to go beyond 
PCH without healthcare provider’s assistance to patients, 
applies to a person who due to his/her mental state is not 
a threat to society (Part 4 Article 94 of the Criminal Code 
of Ukraine). This is seen by the Ukrainian legislature as not 
complying with the criterion of proportionality of mental 
disorder and forced deprivation of liberty.

With regard to the third criterion, the ECHR takes into 
account imprisonment’s duration for a mentally ill per-
son. However, legislation of Ukraine does not specify the 
application’s terms of CMM. This is due to the fact that 
treatment’s duration in each case is different and cannot be 
determined in advance. The same approach applies in some 
European countries’ legislation, in particular, according to 
Part 1, § 25 of the Criminal Code of Austria, the measure 
of persons’ with mental disorders detention to correction 
facility is prescribed indefinitely and must be performed 
for as long as required. However, there is also an approach 
in European countries that foresees determination of 
such term by court within the time limits set by law. For 
example, according to Art. 219 of the Criminal Code of 
Italy, detention to a special psychiatric hospital applies for 
a period of not less than two years. According to Art. 131 
of San Marino Criminal Code, detention in a psychiatric 
hospital for a minimum of one year and a custodial clinic 
for a minimum of 6 months.

In the absence of the CMM’s validity period it is im-
portant to consolidate the mechanism for reviewing the 
decision on their application. Thus, in Ukraine, based 
on Art. 95 of the Criminal Code and Art. 19 of the Law 
“On Mental Health Care”, the grounds for continuation, 
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modification or termination of CMM using by the court 
are those changes in a state of person’s mental health, in 
which there is no need to apply a previously prescribed 
measure. In order to establish this basis, patients are to be 
reviewed by psychiatrists’ commission at least once every 
6 months, after that CMM using is continued every time 
for this period. Therefore, there is a continuous monitoring 
of a person’s mental health, which is the subject of court 
control. Such a mechanism is in line with Principle 17 of 
the Supervisory Authority, according to which such a body 
periodically reviews cases of involuntary hospitalization, 
determining whether the criteria for forced hospitalization 
are still met, and if not, a patient should be discharged.

There are two reasons for a court to consider extending, 
modifying or discontinuing the CMM using. First, it is the 
statement of a representative of psychiatric care hospital 
(psychiatrist) to which psychiatrist commission’s conclu-
sion is attached, which substantiates the need to continue, 
change or discontinue of CMM. Secondly, it is a person’s 
to whom CMM are applied (or his/her advocate or repre-
sentative) statement. Such a statement shall also be added 
by PCH’s psychiatrist commission’s conclusion in which 
a person is receiving psychiatric care, but a patient may 
add to an application his/her independent psychiatrist’s 
conclusion. This protects patients’ rights on the basis of 
an impartial examination of their health state outside 
psychiatric clinic by personally initiating a court review 
of CMM replacement or its termination.

This possibility is part of Principle 17, the Supervisory 
Authority, and is consistent with the ECHR’s view that 
a person forcibly hospitalized for psychiatric treatment 
should be guaranteed the right to pursue the legality of such 
a measure on his/her own initiative, and his/her access to a 
judge should not depend on goodwill of detaining author-
ity and on medical staff ’s discretion or administration of 
medical institution (p. 44-45 of the ECHR decision in Gor-
shkov’s case v. Ukraine [22], p. 197 of the ECHR decision 
in Kucheruk;s case v. Ukraine).  [23]). At the same time, 
subsidiary laws of Ukraine on CMM use do not contain 
mechanisms for referring a patient to a specialist in order 
to obtain an alternative point of view about the treatment 
process [24]. Therefore, in practice, this possibility is 
hardly used. This is confirmed by attorneys, prosecutors 
and judges interviewed by authors, as well as the case law 
generalization, where we did not find any court decision to 
change or cancel CMM on the basis of person’s application.  

CONCLUSIONS
International standards for CMM implementation are a set 
of generally accepted principles for treatment of mentally ill 
persons who have committed socially dangerous acts with 
the aim of treating them and minimizing their social danger 
as enshrined in the ECHR’s legal instruments and practices. 
They include the following areas: (a) harmonizing of grounds 
procedure varieties for CMM legal implementation; (b) CMM 
designation for specific socially dangerous activities; (c) proce-
dure and conditions for CMM use for a particular mentally ill 

person; (d) CMM continuation, modification or termination. 
There are three basic conditions for CMM to be applied: (1) 
competent authority must establish the existence of a mental 
disorder on the basis of an objective medical examination; 
(2) mental disorder must be of such a nature or degree as to 
justify forced deprivation of liberty; (3) validity of long-term 
imprisonment depends on the persistence of such disorder. 
Failure to meet these criteria of CMM application is a grave 
violation of mentally ill persons’ rights.
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INTRODUCTION
Article 3 of 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 are, where appropriate, substantially restricted. 
Thus, the detainee’s right to adequate medical care is one of the 
main ones, and its non-observance indicates a violation of Art. 
3 of the Convention. In order to ensure it, the following issues 
are urgent: proper and timely documentation of the detainee’s 
health status, maintenance of medical records, which provide 
for skilled care of a patient and their continuity; promptness and 
accuracy of diagnosis to such a person; providing a comprehen-
sive therapeutic strategy for treatment; inadmissibility of delay 
in provision of medical care, as well as its appropriate quality; 
creating conditions for continued treatment of a sick person 
in pre-trial detention facilities; possibility and expediency of 
providing medical assistance outside the detention facility. A 
separate aspect of compliance with Art. 3 of the Convention 
problem raises the question of possible extradition or depor-
tation of a person, taking into account the particularities of his/

her illness and adequate medical care, which must be ensured 
while decisionmaking. The inability to provide such a person 
with appropriate medical care prevents him/her from being 
issued or deported and in the event of such a person would 
violate Art. 3 of the Convention [1].

THE AIM
The aim of this paper is to highlight and analyze the key 
positions of the ECHR on the criteria for recognizing ap-
propriate medical care for detainees.

MATERIALS AND METHODS
The article is based on scientific researches, international 
regulations governing the provision of medical assistance 
to detainees, ECHR practices regarding the provision of 
medical assistance to persons in custody, and criteria for 
recognizing it as being appropriate (22 decisions where 
the ECHR addressed these issues were analyzed). General 
scientific and special methods of cognition to achieve this 
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aim in the research process, in particular, comparative-legal 
method, system-structural method, method of general-
ization, method of analysis and synthesis, etc. were used.

REVIEW AND DISCUSSION
Article 3 of the Convention imposes a duty on the State to 
ensure that every person in custody is held in conditions 
compatible with respect for human dignity, so that condi-
tions of detention do not subject him/her to humiliation or 
endurance tests that exceed the inevitable level of suffering 
which is inherent in detention and that person’s health is 
adequately ensured, in particular through the provision of 
appropriate medical care, with regard to the quality and 
conditions of care, qualification of medical staff etc.

Obviously, suffering caused by a physical or mental illness 
of a person in custody may be subject to review according 
to the Article 3 if they are exacerbated as a result of de-
tention’s conditions, expulsion or risk of being treated, for 
which relevant authorities can be responsible.

Considering the complaints of violation of Art. 3 of the Con-
vention, the ECHR emphasized that if the authorities decide to 
detain a seriously ill person, they must show particular attention 
to the custody conditions that are framed by person’s health [2].

On the basis of abovementioned, given the importance 
of providing a detainee with appropriate medical care in 
the context of compliance with Art. 3 of the Convention, 
the question arises as to definition, content and criteria 
for recognizing appropriate medical care for a detainee. 
Herewith, the ECHR recognizes that the concept of “appro-
priate medical care” remains the most important element 
to define. It seems that the quality of care provided to a 
detainee should be determined on a case-by-case basis, 
taking into account a detailed examination of medical his-
tory, diagnosis’ features identified and individual approach 
to prescribing treatment.

In dealing with the complaints of violation of Art. 3 
of the Convention,the ECHR formulated the criteria 
for recognizing appropriate medical care for a detainee. 
Thus, in order to achieve such a degree of medical care’s 
quality, authorities should provide and prove: 1) fact of a 
doctor’s examination and appointment of a certain type of 
treatment; 2) detailed documentation of detainee’s health 
and their treatment during detention; 3) promptness and 
accuracy of diagnosis and treatment; 4) regarding the med-
ical condition - regularity and systematic supervision and 
availability of a plan of therapeutic measures for treatment 
of prisoners’ illnesses or prevention of their complications, 
not the elimination of symptoms; 5) creating the conditions 
necessary for actual provision of prescribed treatment, 
including outside the detention facility; 6) providing med-
ical care at the level at which the public authorities have 
undertaken to provide it to population as a whole [3, 4]. 
Let us try to analyze the ECHR’s decisions relevant to this 
problem and draw some conclusions on this basis.

Regarding the first criterion (the fact of doctor’s examina-
tion and the appointment of a particular type of treatment), 
it is important to note that the mere fact that a detainee 

was examined by a doctor that prescribed a certain type 
of treatment cannot automatically lead to conclusion that 
medical care was appropriate. Authorities should also 
provide other measures aimed at providing medical assis-
tance to a person [3]. That is why in the case of a detainee’s 
complaint on the lack of proper medical assistance during 
his/her custody, other circumstances of the case are also a 
subject of investigation.

Regarding the second criterion, namely the detailed doc-
umentation of detaine’s health status and his/her treatment 
at custody, the ECHR first of all draws attention to the 
completeness of applicant’s health records documentation, 
which should be carried out not only in a patient’s interests 
but also in the interests of custodial facility. In addition, a 
person in custody has the right to access his/her medical 
card, unless otherwise stated for therapeutic purposes.

Considering the complaint about the lack of adequate 
treatment for tuberculosis, the ECHR noted that, despite 
repeated medical examination by an applicant, there was 
no evidence of actual treatment being given to them. In 
addition, the applicant was not only provided with a spe-
cial diet, special hygiene regimen or exercise necessary 
for treatment of tuberculosis, but he spent three years in 
a pre-trial detention center (hereinafter – PTDC) under 
conditions of extreme overcrowding and poor sanitation, 
which ultimately allowed ECHR to establish violation of 
Art. 3 of the Convention [5].

In another case, “Korneykova and Korneykov v. Ukraine” 
(24/03/2016) – regarding the inappropriate medical care of 
an applicant and her newborn baby, the ECHR has admit-
ted plausible to the applicant that some of the entries in her 
son’s medical record kept in the detention center were inac-
curate (in particular, the date of the initial examination of 
the child after her discharge from the maternity hospital).

The ECHR also concluded that the son had not under-
gone medical examinations for a certain period; Neither 
the PTDC administration nor the head doctor at the local 
children’s hospital were able to respond to child health 
inquiries; in addition, the pediatrician’s examination 
was carried out in the absence of the applicant, while it 
was recorded in the child’s medical record by the PTDC 
administration that the pediatrician provided her with 
child care advice. The ECHR found these circumstances 
sufficient to conclude that no proper health standards had 
been observed in the case and therefore did not consider 
it appropriate to analyze all other factual details (such as 
the applicant’s health problems and lack of vaccinations), 
finding a violation of Article 3 of the Convention [4].

Regarding the third criterion on promptitude and ac-
curacy of diagnosis and treatment, the actions of medical 
staff of the pre-trial detention facility should be carefully 
investigated in the study of a remand prisoner’s medical 
history, timeliness of appropriate testing of a patient’s resis-
tance to certain medications, to ensure positive treatment 
result. This is the approach taken by the ECHR, paying 
considerable attention to the analysis of relevant circum-
stances in the context of assessing the quality of care. Yes, 
in the case of Sergey Smirnov v. Ukraine” (18/12/2018) 
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the ECHR stated that in this case the applicant’s medical 
card had been lost for a certain period. The applicant was 
diagnosed with hepatitis, but no action was taken by the 
public authorities to establish the hepatitis’ type, and the 
condition of the applicant’s spine had deteriorated in cus-
tody, leading to disability. In this connection, the ECHR 
found that there had been a violation of Article 3 of the 
Convention and, in the absence of effective and available 
domestic remedies for such complaints, found a violation 
of Article 13 of the Convention [6].

The promptitude and accuracy of diagnosis and treat-
ment as one of the most important grounds for recognizing 
proper medical care were highlighted by the ECHR and in 
the case of Savinov v. Ukraine” (22/10/2015), the ECHR 
found that since November 2011 the applicant’s health 
had deteriorated and he had been transferred to medical 
service unit. At that time, the Odessa Correctional Colony 
administration, on its own initiative, submitted a request 
for the applicant’s HIV status and received a positive re-
sponse. Despite the information received, the applicant’s 
blood test for HIV infection was first done within seven 
months, and antiretroviral therapy was only started at 
the end of December 2012, and only with the assistance 
of NGO. In view of the above, as well as the failure of the 
PTDC administration to provide the remand prisoner with 
prompt and appropriate treatment for HIV infection, the 
ECHR concluded that during the period from November 
2011 to March 2013, the applicant had not been provided 
with an adequate medical assistance, which was inhuman 
and degrading treatment in violation of Article 3 of the 
Convention [7].

Another example of the drawbacks in diagnosing a per-
son’s illness is the decision in the case of Sergey Antonov v. 
Ukraine” (10/22/2015). In particular, the ECHR noted that 
the applicant’s initial medical examination in September 
2012 appeared to be very superficial and despite the fact 
that the PTDC administration was aware of his HIV infec-
tion, no HIV infection test and no attempt had been made 
to obtain more information regarding his HIV-related 
illnesses, and the first CD4 + cell analysis was performed 
only four months after the remand prisoner had arrived at 
the pre-trial detention center. In the light of the foregoing, 
the ECHR concluded that the applicant’s failure to diagnose 
his illnesses quickly and not to provide him with emergency 
and comprehensive medical assistance was inhuman and 
degrading treatment and therefore a violation of Article 8 
of the Convention.

The next criterion concerns the regularity and systematic 
supervision of medical state and existence of therapeutic 
measures’ plan to treat remand prisoner’s decease or to 
prevent their complication rather than to eliminate the 
symptoms. In view of this criterion, the adequacy of care 
should, in fact, be assessed in view of its regularity and 
systematic nature, providing a comprehensive therapeutic 
strategy for treating the disease or preventing its worsening.

This position is represented in the judgment on Medy-
anikov v. Ukraine case, (19 February 2019), in which the 
ECHR stated that the applicant’s treatment for tuberculosis 

and C-hepatitis had lasted for eleven and six years, and 
the applicant had been treated for such a considerable 
period of time indicates that it was not accompanied by a 
comprehensive therapeutic strategy in accordance with the 
requirements of Article 3 of the Convention. The ECHR 
found that there had been the violation of Article 3 of the 
Convention due to inadequate medical care provided to the 
applicant had led to certain suffering or difficulties exceed-
ing the inevitable level of remand prisoner’s suffering [9].

At the same time, it should be noted that in order to 
prove that treatment was rendered inappropriate during 
his detention, the applicant must, in some cases, provide 
documents to confirm his illness and the fact that he had 
been treated before being taken into custody.

Another criterion for the recognition of appropriate 
medical care is to create conditions necessary for actual 
delivery of prescribed treatment. This criterion is extremely 
relevant in cases where a person was already given some 
treatment before being taken into custody, which he/she 
received prior the custody and it is appropriated to give 
further treatment of this quality.

However, examining the specificities of establishing this 
criterion in the ECHR’s practice, the authors first consider 
it fruitful to pay attention to European law standards in 
this field, developed by the Committee of Ministers of the 
Council of Europe. According to p. 37 Recommendation 
No. Rec (2006) 13 of the Committee of Ministers to mem-
ber states on the use of remand in custody, the conditions in 
which it takes place and the provision of safeguards against 
abuse, arrangements shall be made to enable remand pris-
oners to continue with necessary medical or dental treat-
ment that they were receiving before they were detained, 
if so decided by the remand institution’s doctor or dentist 
where possible in consultation with the remand prisoner’s 
doctor or dentist. Remand prisoners shall be given the op-
portunity to consult and be treated by their own doctor or 
dentist if a medical or dental necessity so requires. Reasons 
shall be given if an application by a remand prisoner to 
consult his or her own doctor or dentist is refused. Such 
costs as are incurred shall not be the responsibility of the 
remand institution’s administration [10].

Examining the case-law it should be noted that in apply-
ing this criterion, the ECHR draws attention to a number 
of factors including, in particular, unjustified delays and 
general absence of medical assistance (see decision in 
Case [11]); creation of necessary conditions for effective 
treatment (see decision in the case [12]), transferring to a 
medical facility outside the custody if his/her state of health 
required transfer to a hospital specialized in treatment of 
this person’s disease [13].

The circumstances of the case of Sokil v. Ukraine 
(22.10.2015) are illustrative in this regard. In particular, 
the ECHR noted that in the present case the applicant had 
been suffering from a number of serious illnesses prior to 
his imprisonment during the period (February 2012 - Jan-
uary 2014). Despite the fact that most of the time during 
his detention he has been undergoing treatment at various 
medical facilities, there is no evidence that he has received 
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any treatment for HIV for a significant period of time. Thus, 
despite being informed by the authorities of the applicant’s 
HIV infection, he had been prescribed antiretroviral ther-
apy only in July 2013 - almost a year and a half since his 
imprisonment. In particular, the ECHR noted that PTDC 
administration had not provided the applicant with timely 
and appropriate treatment for HIV infection [14].

In other cases, the inadequate quality of medical care 
is due to the lack of documents confirming the doctor’s 
adherence to prescribing medication. The inability to 
provide the applicant with adequate medical care and the 
necessary diet in detention in some cases has led to release 
of a person from custody [15].

One of the most urgent issues in ensuring the proper 
conditions required for the intended treatment is to provide 
medical assistance to a person outside the detention facility 
in absence of necessary equipment or staff of appropriate 
qualifications. If such facts are ascertained, unjustified de-
lays in the transfer of the person to appropriate health care 
institution appears to be inadmissible and incompatible 
with the requirements of Art. 3 of the Convention.

In this context, the ECHR’s decision in the case of Kushch 
v. Ukraine (03.12.2015). In particular, the ECHR stated 
that, after the PTDC administration had recognized the 
examination need and treatment of the applicant at the 
Ministry of Health’s healthcare facility, it took the court 
about a month to allow him to be hospitalized. Two 
weeks later, the PTDC administration acknowledged the 
difficulty of arranging for the applicant to be transported, 
and a month later the PTDC doctors changed their mind 
about the need for his hospitalization. Subsequently, the 
examination required by the applicant took place one and 
a half months after being recommended by the doctor and 
twenty-one days after the Government had instructed the 
Court to apply a provisional measure under Rule 39 of the 
ECHR Regulation [16]. Therefore, as we see in this case, 
there are unjustified delays in transferring the applicant to 
the Ministry of Health facility, contradictions in the doc-
tors’ findings regarding the need for his hospitalization and 
inability to act accordingly, together with the subsequent 
deterioration of the applicant’s health, testified about the 
violation of Art. 3 of the Convention.

A somewhat different aspect of this criterion is ad-
dressed in the ECHR’s decision on the case of Osipenkov 
v. Ukraine” (29.01.2019). In particular, in this case it was 
a matter of a person expressing his will regarding the need 
to transport him to a specialized medical institution for 
medical consultation. On this occasion, the ECHR noted 
that, regardless of person’s refusal of such transportation, 
public authorities had to ensure that these measures were 
implemented promptly and with appropriate conditions 
to their health (such as a special ambulance, etc.), stating 
violation of the Convention [17].

However, in examining this criterion for recognizing ap-
propriate medical care for a detained person, one particular 
feature of this category should be addressed. This feature is 
that in order to prove that medical care was inappropriate, 
in some cases the applicant would have to prove the claim by 

providing the relevant documents. Where the applicant’s al-
legations that he did not receive adequate medical assistance 
while in detention are general and are not supported by any 
factual information, then the Government are convincingly 
rebutted, and there are no shortcomings in the medical 
staff ’s work of the previous medical institutions. However, 
the ECHR concluded that there had been no violation of the 
Convention [18] [19] [20] [21].

Finally, the last criterion concerns the provision of health 
care at the level at which public authorities are obliged 
to provide it to population in general. Considering this 
criterion as an element of proper medical care, it should 
be noted that a person may not be completely left without 
it, but its level may not be sufficient. In this case, it may be 
referred to as insufficient equipment and provision by the 
medical unit’s staff of the detention facility (in particular, 
in the case of Osipenkov v. Ukraine (29.01.2019), the 
applicant suffered from heart disease and received only 
symptomatic treatment at  recommendation of coronary 
ventriculography of the heart required for correct diagnosis 
and subsequent treatment, which has not been performed 
[17]), as well as the lack of qualification of an available 
doctor for the urgent needs of the patient, as well as the 
specifics of the conducted checkup (for example, in the 
case of Serikov v. Ukraine (23/07/2015), the ECHR noted 
that the applicant was only examined by an ambulance 
paramedic, and the examination scope was limited and 
aimed at providing the most urgent medical care [23]).

Referring to scientific sources, it should be noted that the 
problem of providing inappropriate medical care to detainees 
in various contexts has already been raised by researchers. 
Concerning the consequences for commitments, it is worth 
noting the research of Giles Lindon and Stephen Roe, who 
conducted an analytical study based on statistics on the death 
rate of detainees [24]. Thoonen, E., Kubat, B. and Duijst W. 
raise similar questions [25]. In their article, Iain G, McKin-
non, Stuart DM Thomas, Heather L Noga, and Jane Senior 
highlighted issues related to the incidence of morbidity among 
detainees [26]. Y. Nazarko, O. Iliashko, N. Kaminska conclude 
that the main problem of securing and exercising the right to 
health in the European Union countries is the financing of 
this sector, because in general it is impossible to speak about 
free medical care in the European Union [27]. Adhering to 
the same view, Jason Payne-James stresses the need to improve 
health standards to the levels set by national law and interna-
tional conventions in order to prevent deterioration of health 
care services, to be sure that they are detained in safety, and the 
risks of death and harm in custody are minimized [28]. On 
the contrary, American researcher Joseph E. Paris comes to 
the conclusion that detainees in the United States have more 
social guarantees of medical care than other citizens, because 
detainees are provided with free health insurance [29].

CONCLUSIONS
An analysis of the issues of providing detained persons with 
adequate medical care, as well as the ECHR’s practice on 
this issue, leads to the following conclusions.
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First, the problem of not providing detenees with ade-
quate medical care in some European countries, including 
Ukraine, is systemic, as evidenced by applications to the 
ECHR for violations of the right to adequate medical care 
and ECHR decisions that stated the violation of Art. 3 of the 
Convention. Such a situation must be qualified as a failure 
by the state to fulfill its positive obligation to uphold and 
respect human rights in the provision of detainees with 
proper legal assistance.

Secondly, according to ECHR practice, medical assis-
tance to detainees should meet the following criteria: 
1) timely examination by a doctor and prescription of a 
particular treatment; 2) detailed documentation of the 
person’s being detained health status and his /her treatment 
during custody; 3) promptness and accuracy of diagnosis 
and treatment; 4) regarding the medical state - regularity 
and systematic supervision and availability of therapeutic 
measures’s plan for the treatment of detainees’ illnesses or 
prevention of their complications, not the elimination of 
symptoms; 5) creating the conditions necessary for actual 
provision of prescribed treatment, including outside the 
detention facility; 6)  provision of health care at the level 
to which the public authorities have undertaken to provide 
it to the general population.

Thirdly, based on the principle of presumption of inno-
cence, the guilt of a detainee has not yet been proven, and 
in some cases, as the case law shows, will not be proven 
in the course of future judicial proceedings, and therefore 
his/her treatment, in particular, and with regard to the 
provision of adequate medical care should be the same as 
that of the average citizen, taking into account the particu-
larities of his procedural status. By the way, the assessment 
of medical services provided to persons in custody directly 
falls within the competence of the European Committee 
for the Prevention of Torture or Inhuman or Degrading 
Treatment, Punishment or Punishment [30, p. 5].

Fourth, the national law must contain effective regulatory 
mechanisms for implementing the provisions of Art. 13 of 
the Convention on the rights of everyone whose rights and 
freedoms recognized in this Convention have been violat-
ed, an effective remedy within a national authority, even if 
such violation was committed by persons exercising their 
official authority. In this sense, the Criminal Procedure 
Code of Ukraine does not contain the right to appeal to 
court on decisions, actions or omissions of employees of 
pre-trial detention facilities regarding the adequate med-
ical care provision. The absence of such a procedure leads 
to refusal of granting judicial protection to the person’s 
rights and legitimate interests, which is inadmissible in 
view of Art. 64 of the Constitution of Ukraine.  The right 
to judicial protection belongs to those fundamental human 
rights, which in no way can be restricted under Constitu-
tion of Ukraine. In addition, according to Principle 33 of 
the Principles of the Protection of All Persons Detained 
or Imprisoned in Any Way, accepted by UN General As-
sembly Resolution 43/173 of 9 December 1988, a person 
arrested or sentenced should be able to appeal to court for 
misconduct by institution’s administration.

The authors conclude that the consideration of complaints 
about the failure to secure detainees should be within the 
competence of investigating judge and, accordingly, be sub-
ject to judicial review. This will ensure prompt review of the 
complaint and measures to improve the complainant’s status, 
and can therefore be considered as an effective and accessible 
national remedy in the context of Art. 13 of the Convention.

REFERENCES
	 1. 	�Case of D. v. The United Kingdom, application no. 30240/96, 

judgment of 2 May 1997. Available from: http://hudoc.echr.coe.int/
rus?i=001-100635 [reviewed 2019.07.20]

	 2.	� Case of Mechenkov v. Russia, application no. 35421/05, judgment 
of 7 February 2008. Available from: http://hudoc.echr.coe.int/
rus?i=001-84896 [reviewed 2019.07.20]

	 3.	� Case of Pivovarnik v. Ukraine, application no. 29070/15, judgment 
of 6 October 2016. Available from: http://hudoc.echr.coe.int/
rus?i=001-166965 [reviewed 2019.07.20]

	 4.	� Case of Korneykova and Korneykov v. Ukraine, application no. 56660/12, 
judgment of 24 March 2016. Available from: http://hudoc.echr.coe.int/
rus?i=001-161543 [reviewed 2019.07.20]

	 5.	� Case of Kushnir v. Ukraine, application no. 42184/09, judgment 
of 11 December 2014. Available from: http://hudoc.echr.coe.int/
rus?i=001-148627 [reviewed 2019.07.20]

	 6.	� Case of Sergey Smirnov v. Ukraine, application no. 36853/09, judgment 
of 18 December 2018. Available from: http://hudoc.echr.coe.int/
rus?i=001-188382 [reviewed 2019.07.20]

	 7.	� Case of Savinov v. Ukraine, application no. 5212/13, judgment 
of 22 October 2015. Available from: http://hudoc.echr.coe.int/
rus?i=001-157968 [reviewed 2019.07.20]

	 8.	� Case of Sergey Antonov v. Ukraine, application no. 40512/13, judgment 
of 22 October 2015. Available from: http://hudoc.echr.coe.int/
rus?i=001-157970 [reviewed 2019.07.20]

	 9.	� Case of Medyanikov v. Ukraine, application no. 31694/06, judgment 
of 19 February 2019. Available from: http://hudoc.echr.coe.int/
rus?i=001-190020 [reviewed 2019.07.20]

	 10.	� Recommendation No. Rec (2006) 13 of the Committee of Ministers to 
member states on the use of remand in custody, the conditions in which 
it takes place and the provision of safeguards against abuse (Adopted by 
the Committee of Ministers on 27 September 2006 at the 974th meeting 
of the Ministers’ Deputies). Available from: https://search.coe.int/cm/
Pages/result_details.aspx?ObjectId=09000016805d743f [reviewed 
2019.07.20]

	 11.	� Case of Ivanov and Kashuba v. Ukraine, application no. 12258/09 and 
54754/10, judgment of 29 January 2019. Available from: http://hudoc.
echr.coe.int/rus?i=001-189619 [reviewed 2019.07.20]

	 12.	� Case of Kondratyev v. Ukraine, application no. 5203/09, judgment 
of 15 December 2011. Available from: http://hudoc.echr.coe.int/
rus?i=001-108023 [reviewed 2019.07.20]

	 13.	� Case of Aleksanyan v. Russia, application no. 46468/06, judgment 
of 22 December 2008. Available from: http://hudoc.echr.coe.int/
rus?i=001-90390 [reviewed 2019.07.20]

	 14.	� Case of Sokil v. Ukraine, application no. 9414/13, judgment of 22 October 
2015 Available from: http://hudoc.echr.coe.int/rus?i=001-157969 
[reviewed 2019.07.20]

	 15.	� Case of Barilo v. Ukraine, application no. 9607/06, judgment of 16 May 
2013. Available from: http://hudoc.echr.coe.int/rus?i=001-119675 
[reviewed 2019.07.20]



Olha H. Shylo et al. 

2590

	 16.	� Case of Kushch v. Ukraine, application no. 53865/11, judgment 
of 3 December 2015. Available from: http://hudoc.echr.coe.int/
rus?i=001-158963 [reviewed 2019.07.20]

	 17.	� Case of Osipenkov v. Ukraine, application no. 31283/17, judgment 
of 29 January 2019. Available from: http://hudoc.echr.coe.int/
rus?i=001-189592 [reviewed 2019.07.20]

	 18.	� Case of A.N. v. Ukraine, application no. 13837/09, judgment of 29 January 
2015. Available from: http://hudoc.echr.coe.int/rus?i=001-150651 
[reviewed 2019.07.20]

	 19.	� Case of Baryshevskyy v. Ukraine, application no. 71660/11, judgment 
of 26 February 2015 Available from: http://hudoc.echr.coe.int/
rus?i=001-152599 [reviewed 2019.07.20]

	 20.	� Case of Rudyak v. Ukraine, application no. 40514/06, judgment 
of 4 September 2014. Available from: http://hudoc.echr.coe.int/
rus?i=001-146356 [reviewed 2019.07.20]

	 21.	� Case of Komarova v. Ukraine, application no. 13371/06, judgment of 16 
May 2013. Available from: http://hudoc.echr.coe.int/rus?i=001-119676 
[reviewed 2019.07.20]

	 22.	� Case of Blokhin v. Russia, application no. 47152/06, judgment 
of 23 March 2016. Available from: http://hudoc.echr.coe.int/
rus?i=001-161822 [reviewed 2019.07.20]

	 23.	� Case of Serikov v. Ukraine, application no. 42164/09, judgment of 23 
July 2015. Available from: http://hudoc.echr.coe.int/rus?i=001-156247 
[reviewed 2019.07.20]

	 24.	� Giles Lindon and Stephen Roe Deaths in police custody: A review of the 
international evidence. Octouber 2017 Available from: https://assets.
publishing.service.gov.uk/government/uploads/system/uploads/
attachment_data/file/655710/Deaths_in_police_custody_A_
review_of_the_international_evidence.pdf [reviewed 2019.07.10]

	 25.	� Thoonen, E., Kubat, B. and Duijst, W. ‘Deaths under the responsibility 
of the Dutch Police’, The Police Journal. 2015; 88: 123–136 doi: 
10.1177/0032258X15585248

	 26.	� Iain G McKinnon, Stuart DM Thomas, Heather L Noga, and Jane Senior 
Police custody health care: a review of health morbidity, models of care 
and innovations within police custody in the UK, with international 
comparisons. 2016 ; 9: 213–226 doi: 10.2147/RMHP.S61536

	 27.	� Yuliya Nazarko, Oleksandr Iliashko, Natalіa Kaminska Implementation of 
the right to health care in the countries of the European Union. Wiad Lek. 
2019; 7.  Available from: http://wl.medlist.org/2019_07_20/ [reviewed 
2019.08. 28]

	 28.	� Jason Payne-James Healthcare and forensic medical services in police 
custody – to degrade or to improve? Clin Med (Lond). 2017 Feb; 17(1): 
6–7 doi: 10.7861/clinmedicine.17-1-6

	 29.	� Joseph E. Paris Why Prisoners Deserve Health Care. American Medical 
Association Journal of Ethics February 2008; 10 (2): 113-115. Available 
from: https://journalofethics.ama-assn.org/article/why-prisoners-
deserve-health-care/2008-02 [reviewed 2019.08. 28]

	 30.	� Lekhtmets A., Pont Y. Okhorona zdorovia ta medychna etyka v 
penitentsiarnykh ustanovakh [Healthcare and medical ethics in 
penitentiary institutions]: a manual for medical staff at penitentiary 
facilities and other staff responsible for the health of convicted 
and prisoners Council of Europe, 2016. Available from: https://
rm.coe.int/manual-on-prison-healthcare-and-medical-ethics-ukr-
2016/16806ab9b3 (Ua).

	
Authors’ contributions: 
According to the order of the Authorship. 

ORCID numbers:
Olha H. Shylo: 0000 0003 2963 8844
Nataliia V. Glynska: 0000 0001 8552 445Х
Oleksii I. Marochkin: 0000 0002 0397 5036

Conflict of interest: 
The Authors declare no conflict of interest. 

CORRESPONDING AUTHOR
Oleksii I. Marochkin
Аcademician Stashis Scientific Research Institute for the Study of Crime 
Problems National Academy of Law Sciences of Ukraine
 Kharkiv, Ukraine
tel.: +380661442985
e-mail: a.marochkin84@gmail.com

Received: 07.09.2019
Accepted: 22.11.2019



© Wydawnictwo Aluna

2591

Wiadomości Lekarskie 2019, tom LXXII, nr 12 cz. II

INTRODUCTION
Today, the provision of medical care to convicts is a major 
problem in almost all countries. Taking into account the 
results of the reports on the state of ensuring human rights 
and the quality of medical care, it is possible to conclude 
that the provision of proper medical care is one of the cen-
tral problems existing in the world practice in general and 
in the practice of execution of punishments in particular.

Thus, statements and reports by national officials, in 
particular representatives of a relevant prosecutor’s office 
bodies, indicate that penitentiary systems suffer from a 
catastrophic shortage of qualified medical personnel. The 
staffing of these positions is between 50 and 60 %. As for 
the government financing of prison health care, in some 
countries (for ex., Ukraine) it covers approximately 22-23 
while medical equipment is obsolete or not working in al-
most 70% of the cases [1]. On the other hand, in the United 
States, for example, medical expenses increased by 20% 
between 2010 and 2014, from $905 million to $1.1 billion. 
However, despite the increase in health care costs, prisoners 
on average still have worse health than free persons. One 
of the reasons for the mismatch in health status was the 
standard of total care received, which David Redemské, 
Health Planning Principal at HDR, called “mostly inef-
fective”. He said that the prison health care system largely 
lacks coordination with the health care providers needed 
to continue caring for prisoners after their release. “If we 
don’t take care of these issues while they are incarcerated, 

they are going to bring these issues right back to the com-
munity,” Redemské said [2].

The data indicate that the problems of providing medi-
cal care to convicts are related not only to deficiencies in 
legal regulation, legal technique or legal practice but also 
to purely medical activities. There are also challenges and 
difficulties here. In particular, one of them is the lack of 
qualified personnel. In addition, it is not uncommon for 
medical staff to be unable to provide adequate care because 
of the intervention of prison administration or because of 
the administrative functions assigned to the medical staff, 
which hinder or complicate the performance of their basic 
duties. It is difficult to ensure that the necessary conditions 
are in place to provide care. This includes a lack of equip-
ment, medicines, and supplies, as well as a lack of facilities 
to provide full medical care.

Medical treatment for convicted persons is often the 
subject of study for both medical researchers and legal 
experts. However, existing research does not eliminate 
the need for their continuous conduct and the search for 
ways to improve medical care for inmates, since social 
relations and medical care practices are constantly and 
rapidly changing and require reconsideration.

All of the above indicates the need to study the problems 
and factors listed above and to develop ways and means of 
eliminating them and improving the provision of medical 
care to inmates, since the success of the correction and reha-
bilitation of these persons depends, inter alia, on its quality.
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THE AIM 
This study is to generalize and analyze the problems of medical 
practice regarding convicts, to consider the main problems of 
legal regulation of the provision of medical assistance to convicts 
and to develop recommendations for improving both the legal 
regulation of the provision of medical assistance to convicts and 
the medical practice itself on the basis of the material under study.

MATERIALS AND METHODS
In the course of the research, general scientific methods of 
generalization and analysis were used, as well as compar-
ative methods, which made it possible to identify trends 
and patterns in the dynamics of the phenomenon under 
study, which are typical for many countries of the world, 
and which, thus, may be called typical for the provision of 
medical care to convicts.

Works and outcomes of other scientists, both medical 
professionals and legal experts, were taken for first-hand 
study, as well as the practice of the European Court of 
Human Rights with regard to decisions related to the 
provision of medical care to convicts. In addition, both 
official records and reports of the European Committee 
for the Prevention of Torture and Inhuman or Degrading 
Treatment or Punishment (CPT), as well as reports of the 
World Health Organization on prison medicine, have been 
examined.

REVIEW AND DISCUSSION
The main points of the present study were: 1. availability 
and accessibility of medical care for convicts, criteria of its 
appropriate standard; 2. quality of medical care for inmates 
and ways of improving medical services for inmates.

It is important to note that European penitentiary prac-
tices consider medicine for convicts in a broader sense. 
They include not only the treatment of those who have 
certain illnesses, but also issues such as hygiene, provision, 
lighting, ventilation, clothing, etc., which do not seem to 
be directly related to medicine but have an impact on the 
health of isolated people.

We are solely interested in the medical care of convicts. 
We consider these relations, because we understand that 
the conditions of physical isolation, as unnatural, give rise 
to a lot of violations and abuses, including in the medical 
sphere, and lead not only to the failure to provide, or in-
complete provision of medical services, but also to harm 
to public health in general. After all, persons deprived of 
their freedom, after serving their sentence, are released and 
join the community of free citizens, which means that the 
diseases of convicts who were not treated or undertreated, 
including those dangerous to others, get fertile ground for 
spreading. Even today, such a problem exists in Ukraine 
with the spread of such diseases as tuberculosis, hepatitis, 
etc. As noted in IPRT Position Paper 4 Human Rights in 
Prison: According to the interpretation of human rights 
provisions, states are under an obligation to prevent the 
spread of infectious diseases in prisons. In recent years, 

states have been held responsible for breaches of human 
rights in cases where they did not take steps necessary to 
prevent the spread of tuberculosis [3].

It should be noted that the provision of medical rights 
for convicts includes two aspects, which we mentioned 
above: the legal aspect, which involves improving the legal 
regulation and implementation of the right to health care 
for convicts, and, more specifically, the availability, acces-
sibility, and quality of medical care for convicts.

The Human Rights and Prison Standards formulated by 
the UN set out the following requirements for the provision 
of health care:
- �Any necessary medical treatment should then be provided 

free of charge; 
- �Prisoners and all detained persons have the right to the 

highest attainable standard of physical and mental health; 
- �Prisoners should have free access to the health services 

available in the country; 
- �Decisions about a prisoner’s health should be taken only 

on medical grounds by medically qualified people; 
- �Every prison should have proper health facilities and 

medical staff to provide for a range of health needs, in-
cluding dental and psychiatric care [4]; 

- �Prison Health Care should have a clinical Independence.
The standards appear to be very clear. However, the prac-
tice of their implementation shows that it is relatively easy 
to maintain a formal balance between the illusion that 
they are being implemented, on the one hand, and their 
non-implementation, on the other. And in this regard, it 
is the practice of the European Court of Human Rights 
(ECHR) that remains the main source of formulating 
criteria for proper and quality medical care for convicts, 
which sets the course of action for medical professionals, 
human rights defenders and lawyers.

In the practice of the ECHR, there are quite a few 
high-profile cases on the medical rights of convicted per-
sons, the decisions in which have led to the formulation 
of generally applicable criteria for the provision of med-
ical care to convicted persons deprived of their freedom. 
Among them, such cases are often mentioned: Mouisel v. 
France, Sakkopoulos v. Greece, Tekin Yıldız v. Turkey, Testa 
v. Croatia, Martzaklis and Others v. Greece, etc. As far as 
Ukraine is concerned, such judgments were also adopted 
by the ECHR and among the most prominent ones are 
Lunev v. Ukraine, Serhiy Antonov v. Ukraine.

In the majority of these cases, the Court found violations 
of Article 3 of the Convention for the Protection of Human 
Rights and Fundamental Freedoms and stressed the need 
to ensure the protection of the health of prisoners and their 
physical and moral well-being. Such an approach makes 
it possible to say that the conditions of detention meet the 
principle of respect for human dignity.

As it follows from the ECtHR judgments, the main 
problems of medical care of convicts in relation to legal 
regulation and implementation of the right to health care 
are inappropriate legal regulation, which does not formu-
late and establish mechanisms for the implementation of 
rights and abilities in the context of deprivation of freedom. 
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Thus, in many of these rulings, the Court noted that the 
formal side of the provision of medical assistance was ful-
filled (Sakkopoulos v. Greece, Lunev v. Ukraine, Antonov 
v. Ukraine). Access to a medical officer was granted, and in 
each case, a medical officer examined the convict. However, 
during the consideration of all the circumstances of the 
case, it was found that such assistance was not provided, 
or was not provided in time or in full.

In this regard, the Court pointed out that determining 
the appropriate level of medical care provided is one of 
the most difficult points to clarify. After all, neither the 
very fact of examination of the convicted person nor the 
prescription of a certain treatment does not mean that the 
services rendered were appropriate (the Court came to 
such a conclusion in the case of Hummatov v. Azerbaijan, 
para. 116).

Penitentiary authorities must ensure that the health sta-
tus of the convict is fully and accurately documented and 
that the treatment provided to him or her while serving 
his or her sentence of deprivation of freedom are as well 
(these rules are set out in the ruling in the case of Khudobin 
v. Russia) (Khudobin v. Russia), para. 83). In addition, the 
promptness and accuracy of the diagnosis is important 
(such provisions are stated in the decisions of Melnik v. 
Ukraine, paras. 104-106, Hummatov v. Azerbaijan, para. 
115), as well as the regularity and consistency of medical 
observation in cases where it is essential, based on the 
state of health of the convict. In such cases, the main focus 
is on the availability of a treatment plan and therapeutic 
measures for the purpose of comprehensive rather than 
symptomatic treatment (Popov v. Russia (Popov v. Russia), 
para. 211). The penitentiary authorities are also obliged 
to create conditions that will make it possible to provide 
the prescribed treatment (this condition is stated in the 
decision in the case of Holomiov v. Moldova, para. 117). 
However, on the other hand, the Court held that the state’s 
obligation to treat a patient in detention would be fulfilled, 
provided that the appropriate therapeutic measures were 
applied and not the result achieved (due diligence criterion) 
(established in Goginashvili v. Georgia, para. 71).

Thus, it is evident that the Court has in fact outlined 
in these rulings the main features of proper medical care 
provided to convicted persons. On the basis of the rulings 
which have been studied and which have become largely 
exemplary, we can highlight a number of indications of 
appropriate medical care:

- maintenance of a detailed documentary record of the 
state of health of the convict and the order and course of 
his or her treatment during the period of imprisonment. 
This feature is closely related to the right of the convict to 
information and, in particular, to information about his or 
her state of health. Indeed, the effective realization of the 
right to information for the convicted person provides an 
opportunity to effectively exercise other rights;

- efficiency and accuracy of diagnosis. In this regard, it 
is necessary to define in the legislation specific terms for 
examination and assistance to convicts. And in this part, 
the administration of penitentiary institutions should not 

face any difficulties, since persons deprived of their free-
dom are under the full control of the administration for a 
fairly long period of time, which makes the possibility of 
their examination and provision of medical care accessible. 

- the regularity and consistency of medical examinations 
and supervision, as well as the availability of comprehensive 
treatment measures, which will also be effective after the 
term is served. Obviously, a medical professional is faced 
with the need to comply with the medical protocol, and 
this should be decisive in his case. Accordingly, the im-
plementation of the requirements of the protocol cannot 
be difficult for the health care provider, as the convicted 
persons, as mentioned above, are under the control and 
supervision of the administration, which facilitates the 
organizational side of the treatment process.

- creation of conditions that will make it possible to 
provide the prescribed treatment. The current state of 
detention facilities in most countries, unfortunately, pre-
vents this criterion from being met. Lack of funding and 
indifference to prisoners means that treatment conditions 
in many countries remain low.

- the criterion of due diligence in treatment, which, as 
we have mentioned above, aims to ensure that the neces-
sary measures are in place rather than to achieve a result, 
indicates that the most important is the medical service 
provided to the prisoner, which is aimed at providing real 
assistance to him or her. The health care provider should, 
in relation to the prisoner, focus on the possible cure of 
the prisoner (in the short or long term), trying to provide 
comprehensive support to the sick prisoner [5].

These criteria are fundamental today and provide a ba-
sis for referring to the availability or absence of medical 
services for sentenced prisoners. These criteria can be 
considered as key. They, in turn, provide an opportunity 
to address the way in which a health care provider should 
act to assist a convicted person.

Therefore, it is important for us, in combination with the 
legal aspect, to consider the medical aspect, identifying 
its features and difficulties faced by health professionals.

It should be noted that health professionals around the 
world face very different problems and challenges, most 
of which, in the end, are not directly related to healthcare 
itself. These are mostly organizational problems, funding 
problems, problems with the autonomy of the health care 
professional and his or her independence from the prison 
administration, as well as problems related to the profes-
sional and personal qualities of the health care professional.

The reviewed bibliography allows us to conclude that the 
provision of quality and qualified medical care to convicts 
is one of the central problems of almost any penitentiary 
system. We have pointed out above the legal problems, 
which demonstrate how access to medical care can become 
a factor in the treatment of convicts, which is equivalent to 
torture. However, now we will focus on the reasons faced 
by the health care provider, which are often associated with 
legal problems.

Researchers have noted these general problems in the 
practice of medical care for convicts in prisons:
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Prisoners in physical isolation are more likely to be 
affected by any disease in general, as their social status, 
financial resources and personal habits (e.g. alcohol and 
drug addiction) create fertile ground for disease.

Factors such as suicide risk, mental health problems and 
easily spread infectious diseases due to overcrowding also 
contribute to increased morbidity among prisoners.

Essentially, we advocate that the factors that increase 
the risk of morbidity, as well as the specific conditions of 
detention and behavior on the part of prisoners, should 
result in different therapeutic approaches to this category 
of patients in medical practice.

Practitioners have also noted that prison conditions 
contribute to the spread of diseases and the difficulties in 
treating them. For example, poor ventilation and restric-
tions on access to fresh air increase the risk of airborne 
disease transmission. Substandard and outdated equipment 
also does not help cure and prevent disease. Mental health 
problems, general depression, and mood disorders also 
increase the risk of illness, including somatic diseases. As 
noted in the studies conducted with the help of statistical 
data, incarceration itself has a significant impact on the life 
expectancy of a prisoner. As noted by Evelyn J. Paterson in 
“The dose-response of time served in prison on mortality: 
New York State” the likelihood of death on early release 
increases by 15.6% each year, which in turn reduces life 
expectancy by 2 years for each year spent in prison. This 
risk is highest immediately after release and is gradually 
reduced, with a proportion of conditional recovery oc-
curring after two-thirds of the time spent in custody [6]. 
Similar conclusions have been drawn by researchers in 
other studies, noting that there is an increased risk to life for 
those who have recently been released from prison [7; 8].

The following are some of the most common diseases 
and disorders that are diagnosed in prisoners and that are 
specific to places of detention: 
- �dependencies of all kinds (drug and alcohol use, smok-

ing). In addition to mental health problems, these addic-
tions also give rise to somatic illnesses;

- �infectious diseases; their prevalence is due to the fact that, 
as mentioned above, prison conditions do not contribute 
to the maintenance of health and immunity;

- �one of the most common groups of diseases were oral 
disease. The prevalence was also related to poor hygiene, 
malnutrition, and poor or untimely medical care; in this 
regard, it was repeatedly observed that the reason for this 
situation was not only the conditions and circumstances 
of the prison system but also the unprofessional and 
negligent attitude of health professionals. Some national 
studies conducted in Ukraine point to this problem. In 
particular, the attitude on the part of medical staff is 
characterized as indifferent or poor by more than 70% 
of those who were able to communicate with the group 
of researchers [9].

- �chronic complex diseases (diabetes mellitus, diseases 
of the genitourinary system, cancer and diseases of the 
heart, lungs, liver, and kidneys). These disorders, being 
rather complex, also occupy one of the leading places in 

the pattern of morbidity of convicts.
- �mental health problems are quite common among in-

mates. They are also exacerbated by the conditions of 
physical isolation, which is unnatural for a person. Such 
disorders, in particular, result in general negative mood, 
anxiety, and depression of inmates, lack of self-confi-
dence, hurt self-esteem, etc.

Pointing to all these clinical features, Andrew Fraser 
makes the following arguments, which, in his opinion, can 
contribute to the improvement of medical care, the health 
of prisoners and, as a consequence, optimize the process 
of execution of a sentence: all medical services should 
be qualified, provided in an unbiased manner. Prisoners 
should have access to specialists in mental health and 
drug-dependent pathologies. Initial medical examinations 
and specialized services should be carried out in close 
cooperation. [10].

CONCLUSIONS
It is necessary to recognize that the practice of the ECHR 
and studies, as well as the reports of prison physicians 
in their totality,  have formed certain rules that, on the 
one hand, take into account the specifics of the status of 
a convicted person, and on the other hand, do not create 
additional discriminatory conditions for their treatment. 
Such rules, conditioned by the practice of the ECHR, 
should include these points:

- medical care for convicts should not differ from that 
for free persons. First of all, it is about the ability of the 
convict to receive qualified medical consultations, about 
the possibility to choose a doctor, about the availability of 
emergency medical care, about the possibility of involv-
ing specialists who are not available on the premises of a 
penitentiary institution. In this regard, it is essential to 
ensure a simple and accessible mechanism for contacting 
a health worker;
- �the right of the sentenced person to access information 

about his or her health and the confidentiality of such 
information is important. In the absence of such a right, 
the ECtHR has found a large number of violations, which 
ultimately led to acts of torture; 

- �mandatory special procedures for convicts whose health 
condition requires such procedures (HIV-positive people, 
diabetics, convicts in substitution therapy, etc.).

- �mandatory preventive measures should be taken to 
maintain the health of inmates and to prevent morbidity 
among the healthy. Here, a very important therapeutic 
component is the information campaigns aimed at ex-
plaining the etiology of various diseases, ways of their 
transmission and prevention; as Andres Lehtmets and 
Jörg Pont note in their work on medical ethics in peniten-
tiary institutions, the frequency of training activities on 
health care and morbidity among convicts should depend 
on the frequency of changes in the group of convicts and 
prison staff, and should be tied to the preservation of 
relevance and awareness [11].

Thus, it can be concluded that the current formula for 
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proper medical practice in places of detention is a system 
in which a prisoner has unconditional access to health 
care, information on diseases and health, with effective 
and continuous preventive work and a guarantee of pro-
fessional competence, impartiality, and independence of 
prison health personnel.
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INTRODUCTION
Torture as the most dangerous form of physical and mental 
violence is prohibited by a number of international legal 
acts, including: Universal Declaration of Human Rights 
[1], The Geneva Conventions of 1949 and their Additional 
Protocols [2], the Convention for the Protection of Human 
Rights and Fundamental Freedoms (ECHR) [3], the United 
Nations Convention against Torture and Other Cruel, In-
human or Degrading Treatment or Punishment (UNCAT) 
[4] and etc. According to Article 3 of the Convention for the 
Protection of Human Rights and Fundamental Freedoms: 
«No one shall be subjected to torture or to inhuman or de-
grading treatment or punishment» [3]. The United Nations 
Convention (UNCAT) states that «each State Party shall 
take effective legislative, administrative, judicial or other 
measures to prevent acts of torture in any territory under 
its jurisdiction» (Article 2) and «each State Party shall en-
sure that all acts of torture are offences under its criminal 
law» (Article 4) [4]. However, provisions of Ukrainian 
legislation does not always comply with international one, 
which leads to the «impunity» for the use of torture, and 
also encourages victims to apply to the European Court of 
Human Rights (ECHR) for the restoration of their rights.

In view of the above, it is important for Ukraine and other 
countries to grant the rights to victims of torture to obtain the 
conclusions of an independent forensic medical and forensic 
psychiatric expert for proper legal protection in the ECHR, 
whose decisions are not only legally binding, but also serve as 
a grounds for a positive impact on the development of the hu-
man rights protection in legislation of different countries [5].

THE AIM
To identify factors that interfere or prevent the collection of 
evidence by a torture victim to exercise his/her right to fair 
justice and to restore their rights. To evaluate the impact 
of the results of an independent forensic examination on 
the objectivity of the court’s decision and the investigation 
of torture crimes. To justify the need of granting the right 
of torture victims in criminal proceedings to involve inde-
pendent forensic medical and forensic psychiatric experts.

MATERIALS AND METHODS 
For achieving the objectives of the study 29 decisions of the 
European Court of Human Rights were analyzed on claims 
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of torture victims, accessed through the official websites of 
the European Court of Human Rights. In addition, inter-
national and national legal acts (Universal Declaration of 
Human Rights, The Geneva Conventions of 1949 and their 
Additional Protocols, Convention for the Protection of 
Human Rights and Fundamental Freedoms, United Nations 
Convention against Torture and Other Cruel, Inhuman or 
Degrading Treatment or Punishment, etc.) were studied.

The methods of theoretical analysis and synthesis were 
used while studying of the content of legal norms and 
concepts contained in international legal acts, the Crimi-
nal Procedure Code of Ukraine, the Law of Ukraine «On 
forensic examination», in scientific publications of foreign 
and domestic researchers. Certain issues required the use 
of a system analysis method, first of all, in determining the 
content of the human right to fair justice and human right 
not to be tortured and while determining ways of their 
implementation in Ukraine.

Formal-legal analysis of the international and Ukrainian 
legislation on ensuring human right to fair justice and 
human right on being free from torture allowed us to 
identify deficiencies and contradictions of legal acts and to 
formulate proposals for improving legal regulation, in par-
ticular, regarding the use of independent forensic-medical 
research’s results in criminal torture-related proceedings. 
The comparative legal method was used for studying of 
the experience of certain countries in preventing tortures. 
Formal-logical method was used for classification of torture 
methods and their traces, functional method was used 
while establishing the impact of low quality of expert’s 
conclusions on the effectiveness of investigating of this 
category of crimes, sociological method was used while 
analyzing the results of monitoring groups’ activities on 
the torture detection etc.

REVIEW AND DISCUSSION
In many countries (Great Britain [6], Greece [7], France [8], 
Turkey [9], Bulgaria [10], Russia [11], Ukraine [12], etc.) 
detainees are exposed to the physical and mental violence in 
law enforcement agencies during interrogation as well as in 
prisons [13]. Analysis of 29 ECHR decisions on the appeals 
of torture victims has shown that torture is most often done 
through: beatings with hands, feet and other objects; limbs 
twisting; use of electricity and high temperatures; handcuffing; 
asphyxia; injury by sharp tools and firearms; rape; genital 
injury; etc. As a result of these actions, traces appear on the 
body of the victim, with the help of which the facts of torture 
during the forensic examination are clarified.

Notwithstanding the numerous torture victims’ complaints 
on tortures by law enforcement officers worldwide, only a 
small number of them have been substantiated by specific 
evidences [14, 15]. This evidences is usually established on 
the basis of forensic-medical and forensic-psychiatric exam-
inations.

In 1998, the UN Subcommittee on the Prevention of Tor-
ture and Other Cruel, Inhuman or Degrading Treatment or 
Punishment was established, which the Ukrainian State is 

effectively cooperating with. This authority checks countries’ 
places of detention for torture detection and for the disclosure 
of this information in order to encourage the governments of 
certain countries to execute measures that will prevent such 
unlawful acts [16].

To improve the torture detection process quality a guide-
lines for effective investigation and documentation of torture 
(Istanbul Protocol) has been developed, which contains 
internationally recognized standards and procedures for 
identifying and recording evidence of tortures. Section 5 of 
the «Physical evidence of torture» of the Istanbul Protocol 
emphasizes that «а medical evaluation for legal purposes 
should be conducted with objectivity and impartiality» and 
«it is the physician’s responsibility to discover and report upon 
any material findings that he or she considers relevant, even 
if they may be considered irrelevant or adverse to the case of 
the party requesting the medical examination». The protocol 
contains illustrations and descriptions of the most common 
types of torture and their characteristics, which serve as a 
methodological basis for describing the results of forensic 
medical examination of alive persons and corpses that have 
torture traces [17].

Despite the availability of such legal methodological mate-
rials, often the descriptions of bodily injuries and their diag-
nosis in the conclusions of forensic medical examination on 
torture cases are incomplete or untrue, which in most cases 
makes qualitative investigation of these facts impossible. This 
is evidenced by a numerous decision of the European Court of 
Human Rights, which concludes that the applicants were tor-
tured during the interrogation in order to obtain a confession. 
The descriptions of the victim’s injuries in the conclusions of 
states’ forensic-medical experts were incomplete and biased, 
and thus the facts of torture were not properly investigated 
[18, 19].

Based on the analysis of ECHR decisions, Aisling Reidy 
emphasizes that the court found the following as the most 
important problems in the prevention of torture: inadequate 
medical examination of detainees; lack of proper qualifica-
tion of medical staff while issuing forensic medical reports; 
non-detailed medical reports, which do not contain any 
description of the person’s complaints and detailed descrip-
tions of the injuries; lack of analysis of traumas detected 
and descriptions of their appearance mechanism in forensic 
medical reports; non-using of photo-fixation of torture traces 
on victim’s body, etc. [20, p. 39-40].

Nowadays, international and national human rights experts 
have pointed to the considerable number of abuses of human 
right to be free from torture in criminal proceedings and in the 
criminal justice system as a whole, as well as the difficulty in 
proving of torture facts in Ukraine. Thus, according to the data 
of the Kharkiv Institute for Social Research and the Kharkiv 
Human Rights Protection Group (Ukraine), during 2017 
every 49 seconds there are illegal police violence was occurred 
[21, 22]. The number of victims of torture by Ukrainian police 
in 2018 was 64,300 people [23]. The researchers mention that 
the low quality of the forensic medical and forensic psychiatric 
examinations reports results in negative influence on the level 
of disclosure of the investigated category of crimes [23, 24]. 



Vasyl Y. Tatsiy et al. 

2598

Due to the fact that findings of forensic medical and forensic 
psychiatric experts are documents on which the quality of 
the evidence of torture depends, the Ministry of Health of 
Ukraine has started developing the medical standard «Medical 
evidence of torture or inhuman or degrading treatment or 
punishment». In this regard, members of the international 
NGO «Physicians for Human Rights» emphasize the impor-
tance of involving of non-state forensic-medical experts to 
participate in the development of this standard and in the 
detection and investigation of torture traces [25, 26].

The European Committee for the Prevention of Torture and 
Inhuman or Degrading Treatment or Punishment (CPT) has 
repeatedly emphasized in its Reports on medical records’ low 
quality on fixation of injuries of detained persons in Ukraine. 
The Committee’s (CPT) members’ analysis of the medical 
reports and conclusions of state experts on bodily injuries 
showed their incompleteness and inconsistency with the ex-
planations of detainees regarding the number and nature of 
injuries, the absence of photographs and schemes of torture 
traces in this report [25]. Other researchers also have noted 
on low quality of medical documentation while examining 
persons with traces of torture [27]. In paragraph 142 of the 
2018 Report, the Committee (CPT) emphasizes on the need 
for victims to have access to independent medical and psy-
chiatric examination during the execution of the right to fair 
justice while the investigation of torture [26].

Unlike the practice of dealing with «medical» cases in 
European countries, where the punishment for a doctor is 
deprivation of one’s license and needing to compensate victim’s 
material and moral damage, in Ukraine the proceedings on 
offenses in the sphere of medical services in most cases are 
carried out in the framework of criminal proceedings. At 
the same time, Ukrainian researchers found that in 80% of 
criminal proceedings under Art. 140 of the Criminal Code 
of Ukraine (Failure or improper performance by a medical 
or pharmaceutical professional of one’s professional duties as 
a result of negligent or dishonest attitude to if it caused grave 
consequences for the patient) the guilt of doctors was not 
proved due to incompleteness of expert’s reports and poor 
quality of the description of injuries in medical documents 
[23]. In this situation, victims are forced to apply to the ECHR 
for the renewal of their rights and compensation. Thus, from 
2014 till 2018 there are 73 cases under Art. 3 («Prohibition 
of torture») for a total amount of more than € 800 thousand 
where ECHR is stated on Ukraine’s violation of human rights 
[28]. But even if the court decides in favor of the applicants, the 
damage is usually recovered from the budget of Ukraine and 
not from the own funds of the doctor who violated the law.

Deficiencies in the activities of law enforcement agencies 
and courts in investigating crimes and in fair trial of cases, 
related to human rights violations are also the main reason 
of a huge number of torture victims’ appeals to the European 
Court of Human Rights and its decisions against Ukraine [28, 
p. 186- 187]. In particular, the ECHR Decree of 21.04.2011 
(appeal no. 42310/04, in which the torture victim complained 
on using of electricity during the interrogation) stated the 
incompleteness and inaccuracy of the detained persons’ foren-
sic-medical examination of bodily injuries results, as well as 

the neglection of important source of evidence (the conclusion 
of an alternative forensic medical examination of a licensed 
private forensic medical center) by law enforcement agencies 
and the court’s employees. The court recognized the victim’s 
right to engage an independent forensic medical expert and 
decided this case in favor of the applicant. The ECHR noted 
that there had been a violation of Art. 3 of the Convention 
and that an effective investigation of the applicant’s allegations 
on one’s torture by police officers was not carried out [18].

It should be noted that in the Member States of the European 
Union, in general, the form of ownership of the institution 
where the forensic expert works is not decisive in its selection 
as a forensic expert for expert research or assistance in evaluat-
ing the expert’s conclusion. However, in accordance with Art. 
7 of the Law of Ukraine «On forensic examination» forensic 
expert activities related to criminalistic; forensic medical, 
forensic psychiatric examinations are carried out exclusively 
by state specialized institutions. At the same time, some state 
expert institutions do not conduct some kind of expertise at 
all due to lack of equipment or specialists. There are also cases 
where certain courts do not recognize forensic medical reports 
as an evidence in criminal cases, referring to the fact that it 
contradicts to the current legislation of Ukraine and forensic 
examinations were conducted not in state expert institutions, 
but in institutions that of communal property [29, 30]. At the 
same time, there is a legal ban on attracting non-state forensic 
experts to conduct criminalistic examinations in Ukraine.

In addition, in Ukraine state expert institutions monopo-
lized not only the conduct of forensic examination in criminal 
proceedings (part 1 of Article 7 of the Law of Ukraine «About 
forensic examination»), but also are insisting on the inadmissi-
bility of a critical analysis of a state forensic experts’ conclusion 
by made by a person, who is not a state expert institution’s 
employee. A number of publications and public discussions 
have addressed this issue [31]. However, scholars, human 
rights experts and lawyers, on the contrary, emphasize that the 
review of the expert’s conclusion and expert’s research received 
by the defense party, the victim, the representative of the legal 
entity, etc., by directly addressing the relevant person with 
a scientific or other special knowledge in the relevant field, 
although not an employee of state specialized institutions, can 
be recognized as written evidence in criminal, commercial, 
administrative and civil proceedings [32]. In particular, Yosyp 
Buchynsky rightly states that «the first and the most effective 
«first aid» for business, the real economy for enterprises and 
their officials are the critical reviews of experts conclusions by 
independent highly qualified specialists who have knowledge 
in the same spheres [33]. In our opinion, the abovementioned 
is fair and is in line with the national laws of the EU Member 
States. For example, in Poland, while assessing the expert’s 
opinion, authorized persons usually turn to specialists or 
experts (including private ones) to determine the objectivity, 
validity, completeness of the study, etc. [34, p. 115]. It helps 
to identify the cause and connection between the identified 
signs of the examination object and the established fact, and 
also gives a reason for determining the appropriateness, ad-
missibility, reliability and sufficiency of the expert’s conclusion 
as a source of evidence.
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Moreover, it appears that the prohibition of independent 
review of an expert’s conclusion may interfere the prosecutor, 
the head of the pre-trial investigation body, investigator to 
study fully and impartially the circumstances of the criminal 
proceedings, to identify both the convicting and justifying 
circumstances, as well as that mitigating or aggravating one’s 
punishment, to provide their legal assessment, and to ensure 
that legal and impartial procedural decisions are made (Part 
9 of Article 9 of the CPC of Ukraine). It is also evident that 
the expert’s conclusion, which is not a proper and reliable 
source of evidence, cannot have an evidentiary weight but 
is only misleading and impedes the objective investigation 
of the crime.

Some state forensic experts in their publications considered 
a critical analysis of expert’s opinion only as a method of in-
house control of the experts’ provision of justice in Ukraine, 
and stated that «it is only by reviewing the conclusions are 
checked on being in line with requirements of regulations and 
the correctness of the application of research methods», which 
is «one of the engines of realization of the parties’ rights to 
discover the real situation, its legality and scientific validity». 
They assert that «reviewing is necessary for confirming or 
denying the conclusions already drawn to prevent errors or 
inaccuracies, inconsistencies» [31, p. 175-176]. That is, state 
experts understand that an expert’s erroneous conclusion 
cannot serve as a source of evidence. However, the authorized 
person who appointed to the examination is deprived of the 
opportunity during the investigation of the crime to find out 
the shortcomings and errors in the expert’s conclusion because 
of the fact that the inter-departmental planned reviewing of 
the conclusions is made no earlier than one year after their 
issuing, when the materials will already be submitted to court. 
Moreover, the state expert institutions are not obliged to report 
to the persons who set the reviewing of the conclusions on 
the results of such review.

The results of our analysis of ECHR decisions are in line 
with Natalia Handel’s research, which states that when study-
ing torture victims’ claims, the ECHR usually trusts the facts 
proved by national authorities, unless the materials of the 
proceedings contain materials that prove them to be inaccu-
rate or unlawful ways of obtaining them [35]. Therefore, it 
is extremely important to exercise the right of the victim of 
torture to fair justice by ensuring the right to independently 
submit evidence, including obtained through the use of the 
results of an independent (non-state) forensic examination.

We also consider it to be necessary to pay attention to the 
possible involvement of certain doctors and forensic experts 
in torture. It is about the actions of doctors who violate the 
rules of medical ethics and human rights and use their spe-
cialized medical knowledge for falsifying expert conclusions 
and thereby assisting the investigator in using of improper 
means of obtaining the necessary information during the 
interrogation [14, p. 467-468]. An illustrative example is when 
non-state forensic experts from the United States Vincent 
Iacopino and Stephen N. Xenakis examined medical doc-
uments, written testimony by victims of torture, materials 
provided by attorneys, the conclusions of forensic-medical 
and forensic-psychiatric examinations of 9 detainees who 

were tortured by law enforcement officials, mainly during 
interrogations. The authors conclude that in all of the studied 
cases the facts of torture are confirmed, although the employ-
ees of state medical institutions neglected or concealed the 
evidence of intentional harming of the victim of torture, and 
in some cases - even illegally edited medical documentation 
[36, p. 3]. The results of this study helped to prove in court 
the guilt of law enforcement officials during the review of the 
commission of torture acts.

The above-mentioned shows once again that the conclusion 
of non-state forensic experts plays a decisive role in protect-
ing the rights of the victim of torture in which a complex 
analysis of medical documentation, traces of torture and the 
psychological state of the victim makes it possible to prove the 
fact of torture. It is possible despite the presence in the case 
materials of poor-quality conclusion of state forensic-medical 
expert on the victim’s injuries the cause of which has not been 
determined.

In scientific publications, researchers often use the term 
«defect in the provision of medical services» trying to create 
a classification of such defects. Thus, Korobtsova N.V. cor-
rectly classifies defects in the provision of medical services as 
a medical error (objective and subjective) and a professional 
violation or crime [37, p. 77]. The author proposes to consider 
a violation of the standards of the Code of Ethics of a doctor 
of Ukraine [38] as a crime. It seems appropriate to support 
this proposal, since in Ukraine about there are annually over 
600 criminal proceedings against medical professionals are 
instituted and less than one percent of their perpetrator are 
brought to court [15].

Consequently, a strict adherence to the standards of clinical 
forensic medical examination in torture cases set out in the 
Istanbul Protocol [17] would significantly reduce the number 
of expert errors in forensic medical expert’s conclusion.

CONCLUSIONS
Although torture is prohibited by numerous international 
and national legal acts, they remain being widespread 
worldwide. Often such negative actions are carried out in 
places of imprisonment and during interrogations in law 
enforcement bodies.

The main source of evidence of torture is the conclusions of 
forensic medical and forensic psychiatric examinations. Often, 
state forensic medical and forensic-psychiatric experts make 
mistakes and shortcomings that negatively affect the forensics 
conclusions and final court decisions. Such errors include the su-
perficial study of torture traces, their inaccurate description, the 
lack of photographs of torture traces, etc. In some cases, health 
care officials and forensic experts of state agencies intentionally 
provide false conclusions or falsify medical documentation.

Exercising of the rights of torture victims to fair justice 
and proving guilt of the perpetrators of torture is possible 
through the introduction of independent forensic medical 
and forensic psychiatric examinations.

The monopoly of state expert institutions in Ukraine to 
conduct forensic examinations in criminal proceedings and 
to evaluate expert’s conclusions does not meet the require-
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ments of numerous international legal acts on regulating 
of human rights to fair justice and freedom from torture in 
criminal proceedings and is not in line with the principle 
of equality and competitiveness of proceedings.

In order to optimize the private form of evidence in criminal 
proceedings, the victim should have the right to independently 
involve the expert or reviewer of  expert’s conclusion (including 
the private one), to declare disqualification of the expert and 
reviewer, to initiate the appointment of an expert or reviewer 
among the persons mentioned by him/her. Reviews on expert’s 
conclusions should be recognized as written evidence (sources of 
evidence). It is a right approach to the evidence base formation in 
the investigation of torture crimes that can significantly reduce 
these shameful social phenomena, and to ensure objective and 
fair court hearing.
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INTRODUCTION
The issue of non-disclosure of information obtained by 
medical worker due to discharge of his professional duties 
was raised in the 4th century BC. The scientific literature 
notes that the concept of medical secret is almost as old as 
medicine itself which is confirmed by one of the chapters 
of the Hippocratic oath. Subsequently, the obligation to 
keep the medical secrecy acquired a clearer regulatory 
consolidation, and in 1810 the criminal liability for the 
disclosure of medical secret was provided by the Criminal 
code of France (except when public health of state security 
was at stake).[1] Therefore, it should be noted that the 
obligation to keep information about the patient or his 
family members at the beginning of the 19th century was 
not absolute. Modern national legislation of almost any 
country has provisions that acquit medical professionals 
from keeping medical secrets in some cases, moreover, 
they are obliged to disclose them in cases determined by 
law. The obligation to disclose medical secrets becomes 
particularly important in such public field of law as crim-
inal proceedings where in many cases the disclosure of 
medical confidential information is connected with the 
possibility to start criminal procedure and an effective 
pre-trial investigation of a criminal offense.

THE AIM
The aim:of this work is to distinguish the bases of oc-
currence of the obligation to disclose the medical con-
fidential information in criminal procedure on the basis 
of Ukrainian legislation and conducting a comparative 
analysis of other countries’ legislation in this regard. 

MATERIALS AND METHODS
The national legislation of Ukraine, international acts, 
decisions of the European Court of Human Rights, data 
of the Unified State Register of Court Decisions were the 
materials for studying the bases of occurrence of the ob-
ligation to disclose the medical confidential information 
in criminal procedure. The methodological basis was the 
totality of general and special scientific methods of scien-
tific cognition. The use of the comparative legal method 
has become useful during the analysis of national and 
international acts that provided the obligation to disclose 
medical secrets. The statistical method helped to generalize 
judicial practice regarding the granting permission to ac-
cess the documents which contain a medical secret. While 
building up the system of the obligation to disclose the 
medical confidential information in criminal procedure, 

OBLIGATION OF THE DISCLOSURE OF MEDICAL CONFIDENTIAL 
INFORMATION IN CRIMINAL PROCEEDINGS

DOI: 10.36740/WLek201912235 
 
Daria I. Klepka¹, Iryna O. Krytska², Anna S. Sydorenko³ 
¹АCADEMICIAN STASHIS SCIENTIFIC RESEARCH INSTITUTE FOR THE STUDY OF CRIME PROBLEMS, NATIONAL ACADEMY OF LAW SCIENCES OF UKRAINE, 
KHARKIV, UKRAINE
²YAROSLAV MUDRYI NATIONAL LAW UNIVERSITY, KHARKIV, UKRAINE
³ POLTAVA LAW INSTITUTE OF YAROSLAV MUDRYI NATIONAL LAW UNIVERSITY, POLTAVA, UKRAINE

ABSTRACT
Introduction: the right to medical confidentiality is one of the fundamental human rights, which is provided by several international legal acts. Analyzing of Ukrainian legislation 
gives grounds to assert that the issue of medical secret disclosure is not regulated sufficiently. It determines the necessity of conducting research on legal regulation of medical 
confidential information disclosure in criminal proceedings.
The aim: of the research is determining the system of obligations of medical staff to disclose the medical confidentiality in the criminal proceedings.
Materials and methods: The empirical base of the research is Ukrainian, Polish, USA, Canada legislation, decisions of the European Court of Human Rights, data of the Unified 
State Register of Court Decisions. The methodological basis is a set of general and special scientific methods, in particular, logical methods of research, comparative legal method, 
statistical method, system-structural method. 
Conclusions: On the basis of the research, the authors created a system of obligations regarding disclosure of medical secrets in criminal procedure. The authors have offered to 
amend the current criminal procedural legislation of Ukraine in order to improve legal regulation of the studied problem.

	� KEY WORDS: medical confidentiality, obligation of the disclosure of medical confidential information, disclosure of medical confidentiality in criminal proceedings, 
involvement of medical staff in criminal proceedings

Wiad Lek 2019, 72, 12 cz. II, 2602-2608

REVIEW ARTICLE 
PRACA POGLĄDOWA



OBLIGATION OF THE DISCLOSURE OF MEDICAL CONFIDENTIAL INFORMATION IN CRIMINAL PROCEEDINGS

2603

we used the system-structural method, as well as logical 
method of research.

REVIEW AND DISCUSSION
The decisions of the European Court of Human Rights in 
the cases of “Avilkina and others v. Russia”, “Konovalova 
v. Russia “, “L. H. v. Latvia” and about 300 decisions of the 
national courts of Ukraine were analyzed. The study of the 
national judicial practice gave the following results: Fig.1, 2.

The right to medical confidentiality is provided by a number of 
international legal acts: The International Code of Medical Ethics, 
the Declaration of the Development of Patients’ Rights in Europe, 
the European Patients’ Charter. In addition, it is provided by 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 
consolidates that everyone has the right for respect of his or her 
personal life with regard to information about his or her health 
[2]. Therefore, information about the health status of a person 
is one of the components of the right to respect for private life, 
which was protected by Article 8 of the Convention for the 
Protection of Human Rights and Fundamental Freedoms [3].

The fact that the current national legislation of Ukraine does 
not clearly define the concept of medical secret is of a scientific 
interest. Thus, in accordance with Part 1 of Art. 40 of the Law 
of Ukraine “Fundamentals of Ukrainian Legislation on the 
Health Care”, medical personnel and other persons who have 
become aware of illness, medical examination, review and 
their results, intimate and family life of a person, do not have 
the right to disclose this information, except cases which are 
provided by legislative acts. Having analyzed the specified 
norm, we’ve made a conclusion that medical secret includes 
information about illness, medical examination or review and 
their results, intimate and family life.

We consider that such provision of national legislation does 
not completely correlate with the practice of the European 
Court of Human Rights (hereinafter - ECHR) on the fol-
lowing grounds. As we’ve already noted, the right to medical 
confidentiality is enshrined in article 8 of the Convention, in 
connection with it the ECHR recalls that according to Art. 8 
the concep of “private life” in law enforcement practice is a 
general concept that cannot be fully defined. It covers, among 
other things, information relating to such distinctive features 
of a person as his name, photos and his physical and psycho-
logical inviolability [4].

As for the scientific literature, G. Maydanik, for example, 
notes that the medical secret is a complex of medical and 
non-medical information about the health status of an indi-
vidual-patient, which cannot be disclosed. The right to medical 
confidentiality is not to disclose information about the fact of 
the treatment at the hospital, health status, the diagnosis of his/
her illness and other information which was obtained during 
the medical examination, in particular, information about a 
person’s family, intimate life, and also about the health state 
of the patient’s relatives etc. So, the following issues cannot 
be disclosed: data about the disease, functional features of 
the body, physical defects, harmful habits, peculiarities of the 
psyche, property status, acquaintances and interests circle, the 
circumstances that preceded the disease or provoked it, etc. [5]. 

Fig. 1. Reasoning of the need 
for access to documents which 
contain a medical secret 

Fig. 2. Consideration of applications for temporal access to documents, 
which contain a medical secret (in the aspect of involving representatives 
of medical institution in the trial)
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Also, medical secret is considered as information about the 
patient and his environment, which was received by a doctor 
in connection with the execution of professional activities. 
Both the results of the tests and the diagnosis made on their 
basis will be medical secret. The same situation is with the 
treatment methods and the results which are achieved in the 
treatment process [6].

Without the purpose of providing a definition of medical 
confidentiality, and agreeing that both medical and non-med-
ical information are its subject matter, we consider it necessary 
to explore it as any information obtained by a medical profes-
sional during the execution of his professional activity about 
the person’s health, his/her relatives or close persons, personal, 
family, intimate life of such  person or his / her environment, 
diagnosis, treatment and its results.

As it has been already mentioned, the obligation to keep 
medical secrets is not absolute. For example, the Ethics Code 
of the Ukrainian Doctor enshrines that medical information 
about the patient may be disclosed due in case of: a written 
consent of the patient; a motivated request of the bodies of 
inquiry, investigation, prosecutor’s office and court, sanitary 
and epidemiological service; if the keeping of the secret threat-
ens the health and life of the patient and/or others (dangerous 
infectious diseases) significantly; involving other specialists 
for whom this information is necessary for the professional 
treatment [7]. In comparison, according to part 2 art. 40 of the 
Law on the Profession of Doctors and Dentists of the Republic 
of Poland, the duty to keep medical secrets is not applied in 
cases if: 1) it is enshrined in law; 2) the medical examination 
was carried out at the request of an authorized person and 
institutions on the basis of separate normative acts; then the 
doctor is obliged to inform only these authorities and institu-
tions about the patient’s health; 3) the keeping of secrecy can 
endanger life or health of the patient or other people; 4) the 
patient or his legal representative agrees to disclose the secret 
after being informed about the negative consequences of such 
disclosure for the patient; 5) the doctor needs to provide the 
court with the necessary information about the patient; 6) it 
is important to provide the necessary information about the 
patient related to the provision of medical services to another 
doctor or authorized person [8]. In addition, for example, 
according to the Principle IV of the American Medical Asso-
ciation’s Code of Medical Ethics it is stated that the law may 
demand a physician to disclose information that indicates that 
a crime has occurred or may occur [9].

Despite the fact that cases of disclosure of medical secrets 
without the consent of the patient are regulated by normative 
acts in most countries, there are numerous appeals to the in-
ternational human rights institutions regarding the violation 
of the right to confidentiality of medical care information. It 
causes the necessity of distinguishing the minimum interna-
tional standards for the disclosure of medical secret without 
the patient’s consent. From our view such standards are: 1) 
disclosure of medical confidential information is carried out 
in accordance with the law; 2) disclosure is necessary in a dem-
ocratic society; 3) the primacy of public interests over private 
ones; 4) the subject of the disclosure is the minimum amount 
of information required to achieve the appropriate purpose.

(1) In accordance with Art. 8 Part 2 of the Convention, 
intrusion on the right of the respect for private and family life 
is carried out only in accordance with the law. In this regard, 
the ECHR points out that the interference should not only be 
provided by national legislation, but also notes on the quality 
of the legislation, which is being considered, requiring that 
it should be available to people and the result of it should be 
predictable. In order to be predictable, the law must be suffi-
ciently precise to determine the conditions under which the 
application of a specific measure may be such that the persons 
concerned may, if necessary, use the appropriate consultation 
to regulate their conduct [4].

(2) State interference in the realization of human rights is 
considered “necessary in a democratic society” to achieve a 
legitimate aim if it meets the “pressing social necessity “ and, 
among others things, is proportional to the legitimate aim and 
if the grounds which were referred to by the national authorities 
are “appropriate and sufficient” [10].

(3) The analyzing of normative acts demonstrates that if 
the non-disclosure of medical secrecy is a threat to life and 
health of other persons or society as a whole, the medical 
personnel is exempted from keeping the confidentiality of 
such information (for example, the spread of a certain dis-
ease or the investigation of a criminal offense). The ECHR 
emphasizes that the interests of the patient and the siciety in 
protecting confidentiality of medical information abnegate 
their significance for the sake of investigating crimes and 
punishing criminals, as well as ensuring the transparency of 
the trial if it is proved that such interests are more significant. 
Competent public authorities should retain some discretion 
regarding the establishment of a fair balance between the 
relevant public and private interest that contradict each oth-
er. However, such freedom of discretion is accompanied by 
European oversight and its scope depends on factors such as 
the nature and significance of the affected interests as well as 
the significance of the interference [11].

(4) The Code of Medical Ethics advises that when, by law, 
patient confidentiality must be breached, the physician should 
notify the patient and disclose to law-enforcement authorities 
the minimum amount of information required [9]. In addition, 
Recommendations № R (87)15 of the Committee of Ministers 
to member states regulating the use of personal data in the 
police sector provide that the collection of personal data for 
police purposes should be limited to the extent that is neces-
sary to prevent a real danger of a special criminal offense. Any 
exception to this provision should be the subject of regulating 
by the special national law [12].

Let’s turn to the issue of disclosure of medical confidential 
information in criminal procedure. On the basis of national 
legislation’s provisions systematic analysis taking as a criterion 
for the division the grounds of obligation to disclose the medi-
cal confidential information in criminal procedure we propose 
to distinguish the following two groups of obligations: (1) those 
directly arising from the provisions of law; (2) those that occur 
by existence of a legal basis – the decision of the subject.

The first group of obligations, in our opinion, includes 
requirement for health facilities explicitly provided by law 
to notify the law enforcement bodies about specific cases 
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of bodily injury, as well as establishing the fact of death. In 
this case, the direction of the medical institution initiates 
the disclosure of the medical secret.

The normative basis of the above obligation is the following 
legal acts such as the conjoint Order of the Ministry of Internal 
Affairs of Ukraine and the Ministry of Health of Ukraine dated 
06.07.2016 №612/679 “On the procedure for recording the 
facts of treatment and delivery to health facilities of persons in 
connection with causing them bodily harm of a criminal nature 
and informing about such cases to police bodies and units” 
and the Order of the Ministry of Internal Affairs of Ukraine, 
Ministry of Health of Ukraine, General Prosecutor’s office of 
Ukraine dated 29.09.2017 № 807/1193/279 which approved 
the “Procedure for the interaction between the bodies and 
units of the National Police, Health Care Institutions and the 
Prosecutor’s Office of Ukraine in establishing the fact of the 
person’s death”.

Analyzing the nature of legal regulation of this issue, it is 
necessary to pay attention to the legal requirement stipulated 
by Article 32 of the Constitution of Ukraine. It prohibits the 
collection, storage, use and dissemination of confidential infor-
mation about a person without his or her consent, except cases 
determined by law and only in the interests of national security, 
economic well-being, and human rights. That is, the normative 
content of the above provision indicates that exceptions to 
the general rule on prohibition, in particular, the disclosure 
of medical secret, in the without person’s consent, should be 
established by law. Instead, as noted above, the obligation of 
the healthcare institutions heads to inform law enforcement 
authorities about certain cases of injuries, as well as to establish 
the fact of a person’s death regulated at the level of subordinate 
normative legal acts, however, is not directly provided for, for 
example, in the relevant codified law - the Criminal Procedure 
Code of Ukraine (CPC).

The aforementioned thesis determines the question of 
whether it is possible to consider the specified procedures ap-
proved by the relevant orders, the power of attorney in the con-
text of settling the grounds and procedures for the disclosure 
of confidential information. In connection with the specified, 
immediately mentioned similar legal uncertainty and some 
contradictions related to the absence of a law on the procedure 
for granting permission and possibility of bringing a person to 
criminal liability for the acquisition, possession and storage of 
firearms without such permission. It should be noted that even 
the existence of several decisions of the Supreme Court on this 
issue could not completely stop the debates among lawyers. 
Therefore, in order to ensure legal certainty in the settlement 
of the grounds and procedure for notification by the heads 
of medical institutions of law-enforcement bodies regarding 
certain types of bodily injuries, as well as the facts of death, it 
is expedient to apply a corresponding  legal modification of 
the provisions of Ukrainian CPC’s Art. 214 for example, using 
the blanket method of setting the legal prescription – with 
reference to the provisions of the already mentioned orders.

A comparative study of the obligation that is the subject of 
our research is also of a certain interest. In this regard, it should 
be noted that, for example, legislation in many US states and 
provinces of Canada contains provisions requiring medical 

managers to report certain types of injury (firearms, violent 
wounds, second and third degree burns if it is assumed that 
they are caused by violence and criminal activity) [13; 14; 15]. 
At the same time, Ukrainian legislation establishes a more 
limited list of physical injuries, according to the availability of 
which doctors are obliged to report them to police authorities. 
In particular, it refers to “bodily injuries of a criminal nature 
(gunshot, stab, cut, chopped, clogged wounds)” [16]. In our 
opinion, such clarification of specific types of injuries provided 
in brackets, without indicating their open list, significantly 
limits the cases in which the heads of healthcare institutions 
are obliged to inform the police units about the facts of treat-
ment and admission to healthcare institutions immediately. 
At the same time, it should be noted that positive changes 
in Ukrainian legislation associated with the prevention and 
counteraction to domestic violence occur: from now health-
care institutions during the implementation of measures in 
the field of prevention and combating to domestic violence 
should report to the competent departments of the National 
Police of Ukraine on the detection of injuries, which could 
have resulted from the acts of domestic violence (Clause 1, 
Part 2, Article 12 of the Law of Ukraine “On Prevention and 
Counteraction Domestic Violence”) [17].

Returning to the analysis of the system of obligations to 
disclose medical secret in the criminal procedure we’ve noted 
that the first group that is those duties which directly derive 
from the provisions of the law, it is also appropriate to include 
cases of doctors’ participation as specialists during the conduct 
of some investigatory (search) actions. In such cases, health 
personnel can get information about the disease, medical 
examination, review and its results, etc. First of all, what it 
means is to involve the doctor in conducting a view of corpse 
(Article 238 of the CPC of Ukraine), including that relating to 
exhumation (Article 239 of the CPC of Ukraine), inspection 
(Article 241 of the CPC of Ukraine), involvement of an expert 
and conducting an examination (Articles 242-244 of the CPC 
of Ukraine), obtaining samples for examination (Article 245 
of the CPC of Ukraine).

A selective comparative analysis of the regulation of such ob-
ligation demonstrates that, for example, in Polish law, this issue 
is regulated in more detail. Thus, as we’ve already mentioned, 
Art. 40 of the Law on the Profession of Doctors and Dentists of 
the Republic of Poland provides that a doctor is not obliged to 
keep confidentiality of information related to the patient and 
received in connection with the performance of professional 
activities, when the medical examination was conducted pre-
cisely at the request of certain authorities and institutions, in 
particular, police, prosecutor’s office, and court. In this case, the 
doctor should inform only them about the patient’s condition. 
That is, the person is not deprived of the status of a patient, 
and therefore of such privilege as medical confidentiality, but 
in such cases the medical secret is limited, which is connected 
with the essence of the informational nature of such research 
[18, pp.241-242]. At the same time, before the examination 
begins, the doctor is obliged (in accordance with Article 26 of 
the Medical Ethics Code) to inform the patient that it is carried 
out at the request of the body/institution, and its results, as well 
as related information, will be transferred for that purpose 
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[19, p. 448]. It seems that such prescriptions are to be found 
in Ukrainian legislation.

Turning to the analysis of the second group of obligations, that 
is, those that occur with existence of a legal basis – the decision 
of the subject, first of all, we note that in this case the duty to 
disclose the medical secret does not follow directly from the law, 
but only on the initiative of the corresponding officials persons 
(investigator, prosecutor, court), which is embodied in a certain 
procedural document (summon, decision of the investigating 
judge or court). A systematic analysis of the provisions of the 
Ukrainian Criminal Procedure Code makes it possible to dis-
tinguish the following grounds for the obligation to disclose 
of medical confidential information, such as: (1) the decision 
of the investigating judge/court on temporary access to things 
and documents; (2) the decision of the investigating judge/
court for permission to search homes or other property; (3) a 
summons to participate in the interrogation (only under certain 
conditions). Let’s analyze in more detail each of these grounds.

Firstly, we will contextually note that according to Part 1 
Article 159 of the CPC of Ukraine, temporary access to the 
things and documents is to provide a person with the oppor-
tunity to look at them, make copies of them and seize them to 
the representative of criminal proceedings. Such documents 
may include, in particular, medical records which, obviously, 
contain medical confidential information, and the requirement 
to provide it for examination, copying or extradition causes the 
obligation to disclose it. We notice that the CPC of Ukraine 
does not prohibit access to things and documents which con-
tain information that may constitute a medical secret. This 
law only provides the increased requirements for proving the 
necessity of obtaining such access – particularly, in addition 
to the circumstances envisaged in Part 5 of Art. 163 in the 
Criminal Procedure Code of Ukraine, the possibility to be used 
as evidence as for information contained in these documents 
and things, and the impossibility of other ways to prove the 
circumstances that are intended to demonstrate through these 
things and documents (Articles 161-162, Part 6, Article 163, 
the Criminal Procedure Code of Ukraine) must be proven. In 
this regard, we pay attention to the results of the generalization 
of judicial practice which unfortunately testifies the fact that 
such requirement is almost always carried out only through 
the formal duplication of the above provisions of the CPC of 
Ukraine without specifying particular circumstances or being 
ignored at all. In our opinion, in this case, if the decision of 
the investigating judge/court does not meet the requirements 
of the CPC of Ukraine or corresponds only to the “letter” and 
not to the “spirit” of the law, there are no grounds for the ob-
ligation to disclose the medical secret. We emphasize also on 
some of the results obtained in connection with the rights of 
the healthcare institution’s representative to participate in the 
consideration of the petition for temporary access to things 
and documents. Thus, in a law enforcement practice, investi-
gating judges or courts occasionally refer to the existence of a 
real threat of change or destruction of things or documents. 
In this case, if a doctor is suspected of committing a criminal 
offense related to his professional activities, it seems quite 
logical. But when it comes to access to the information, such 
as the victim’s injuries or condition of the suspect – a reference 

seems rather far-fetched.
In the framework of the analysis, the decision on a per-

mission to search homes or other property as the basis of the 
obligation to disclose the medical secret, we suggest drawing 
the attention to some aspects. First, according to the Ukrainian 
Criminal Procedural Law, this procedural decision is already 
sufficient to restrict the right to privacy, since the CPC of 
Ukraine, even in cases where certain things or documents 
are not explicitly stated in the resolution, does not provide for 
additional permission to intervene in private life, nor does it 
establish a special procedure for extracting documents that 
may contain a secret protected by law, in particular, a medi-
cal one. In this regard, a certain comparative legal interest is 
caused by the provisions of the Criminal Procedure Code of 
Poland, namely Articles 225-226, according to which, if the 
person, whose objects were seized or whose premises were 
searched, declares that a written or any other document dis-
covered during the search contains information related to the 
state, official, professional or other secret protected by law, the 
persons who conduct the search should immediately transmit 
such letter or other document without preliminary reading to 
the state prosecutor or court in a sealed container. At the same 
time, this requirement does not apply to such documents if 
they are in the possession of a person suspected of committing 
a crime, as well as documents, the owner, the author or the 
addressee of which is such person. Decisions on the possibility 
of using the documents containing medical confidentiality as 
an evidence during preparatory proceedings are taken by the 
prosecutor [20]. Secondly, we note that access to information 
about other patients may also be obtained during the search. 
Obviously, it is desirable that the medical staff collaborate with 
the law enforcement agencies and execute the requested doc-
umentation with avoiding of knowing outsider persons with 
information that does not matter to this criminal proceeding 
and relates exclusively to third parties. However, even in this 
case, law enforcement agencies may not restrict themselves to 
this and carry out a search in full. Therefore, it seems that in 
such situation it may be appropriate to regulate the procedure 
for conducting a search similar to that provided for the search 
of a lawyer (Part 3 of Article 23 of the Law of Ukraine “On 
Advocacy and Advocacy practice”[21]).

Finally, when considering whether a summons to partici-
pate in the interrogation could be the basis for the obligation 
to disclose medical confidentiality in the criminal procedure, 
we should immediately note that Ukrainian legislation estab-
lishes a witness immunity for certain categories of subjects, 
in particular, for medical personnel and other persons who 
have become aware of a disease, medical examination, review 
and results, intimate and family life of a person in connection 
with the performance of professional or official duties. That is, 
sending summons to such persons and their arrival to partici-
pate in the interrogation does not entail the appearance of the 
such obligation. However, such a testimonial immunity is not 
absolute, but relative – by a written permission signed by the 
person who entrusted the specified information, medical per-
sonell may be exempted from the duty to maintain professional 
secrecy in full and in a certain part (Part 3 of Article 65 of the 
CPC of Ukraine). Thus, the base for the obligation to disclose 
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medical confidentiality is the presence of two documents - a 
summons for the participation in the interrogation and a 
written permission of the person who entrusted the secret. 
However, we’ve noted that such regulation of this issue does not 
take place in all states. For example, according to the US law 
[13], Canadian law [22], Polish law [20] etc., equal grounds for 
disclosure of medical confidentiality in a criminal procedure 
is the written permission of the person who entrusted this 
information and also the court authorization, in the presence 
of which, it is logical not to receive the consent of the person 
who obviously may not be interested in informing the law en-
forcement authorities of certain information about him/her. It 
seems that such approach can be implemented in Ukrainian 
legislation as it will not contradict the normative content of the 
principles of non-interference with private life enshrined in 
Article 32 of the Constitution of Ukraine and Article 15 of the 
CPC of Ukraine. In addition, the introduction of the so-called 
“three-element test”, which is taking place in the United States, 
is also a promising direction for improving Ukrainian criminal 
procedural legislation in terms of regulating the issue of the ob-
ligation to disclose medical confidentiality. In particular, before 
transmitting certain medical documentation or providing other 
information, the medical officer must evaluate the relevant 
procedural decision that he is given taking into account three 
aspects: (1) relevance (affiliation) – the requested information 
must be actual and relevant for the lawful investigation of 
the circumstances of a particular case; (2) concreteness - the 
request must be specific and as limited as possible, taking into 
account the purposes of the law enforcement authorities for 
which information is requested; (3) identification - impersonal 
information cannot be used reasonably [13]. 

CONCLUSIONS
The right of individuals to privacy of medical information is a 
part of the fundamental right to respect for private and family 
life, protected by several international instruments. Therefore, 

interference with such a right must comply with the minimum 
international standards that are observed: (1) disclosure of 
medical secrets is carried out in accordance with the law; (2) 
disclosure is necessary in a democratic society; (3) the prima-
cy of public interests over private ones; (4) the subject of the 
disclosure is the minimum amount of information required 
to achieve the appropriate purpose.

Based on the research, the system of obligations to dis-
close medical confidentiality in criminal procedure can be 
represented as follows: Fig. 3.

A systematic analysis of the Ukrainian criminal procedural 
legislation and the relevant judicial practice in terms of the 
emergence of medical professionals’ obligation to disclose 
confidential information entrusted to them unfortunately in-
dicates a rather formal approach to the regulation of this issue. 
If fact the abovementioned persons are required to transfer 
the documentation which contains a medical secret protected 
by law if there is a judicial authorization for this regardless of 
whether such court decision corresponds not only to the “let-
ter” but also to the “spirit” of the law. It seems that Ukrainian 
lawmakers and law enforcement officers should in the long 
term borrow a positive, in our opinion, example of individual 
states which would enable medical professionals to evaluate 
independently the information which disclosure is required 
by law or court decision on its relevance, certainty, specificity 
and significance, and only then, and not automatically, report 
or not to report it to the competent persons.
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ІNTRODUCTION
One of the most debatable issues in legal science is the 
question of state’s response to perpetration of socially dan-
gerous acts by mentally ill persons. In certain cases, mental 
disorders exclude the possibility of criminal prosecution 
of such persons. In this context, “insanity” concept, that 
is, inability of a mentally ill person to stand trial and be 
sentenced to criminal penalties, arises. At the same time, 
problems of recognition of person’s insanity defence occu-
py borderline between jurisprudence and medicine. This 
makes them relevant in the context of medical law.

THE AIM
The purpose of the scientific article is to determine the 
medical criterion for recognizing a person as non-con-
victed on the basis of international standards, Ukrainian 
and foreign experience.

MATERIALS AND METHODS
The research is based on scientific developments in the 
field of judicial psychiatry and criminal law, international 
legal instruments, in particular the European Convention 
for the Protection of Human Rights and Fundamental 
Freedoms of 1950 (hereinafter – the Convention), “Prin-
ciples for the Protection of People with Mental Illness and 
Improvement in Mental Care, Psychiatric Care” approved 
by United Nations General Assembly Resolution No. 
46/119 of 17 December 1991 (hereinafter –the Principles), 

the decisions of the European Court of Human Rights 
(hereinafter –ECHR), national legislation of Ukraine and 
some foreign countries: Latvia, Poland, France and the 
Anglo-American legal system. The empirical basis for 
the study was the data of the State Statistics Service of 
Ukraine on persons with mental disorders, the Supreme 
Court on application of compulsory medical measures, 
results of survey of Ukrainian investigators, prosecutors 
and judges on application of medical criterion of insanity 
in practice, as well as summarizing materials of forensic 
psychiatrists. The research is based on the use of dialectical, 
comparative, synthesis and analysis and other methods of 
scientific research.

REVIEW AND DISCUSSION 
Recognizing a person as non-convicted is based on the 
need to consider the special state of mentally ill persons 
in criminal-lawful sphere, due to patients’ mental disorder. 
It can be seen as a separate manifestation of a broader and 
more complex concept - legal protection of mentally ill per-
sons, which is given considerable attention both in national 
legislation and international law. This is evidenced by the 
fact that item “e)” Part 1 of Art. 5 of the ECHR Convention 
and practice of its implementation provide for a number 
of safeguards of freedom restriction of such persons. It is 
also specifically for the protection of people with mental 
illness at an international level the Principles have been 
developed. Their goal is to set minimum standards for 
treatment of the mentally ill.
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At the same time, it is important to note that in the 
Convention and Principles the “mentally ill” concept is 
not defined. The ECHR points out that this term cannot 
be strictly defined as its meaning is constantly changing 
with development of psychiatric research; treatments are 
becoming more flexible and societal attitudes toward 
mental illness are changing, with societal understanding 
of mental health issues increasing (paragraph 37 of the 
ECHR decisions in Winterverp’ case; v. the Netherlands) 
[1]. Therefore, in terms of the concept of a “mentally ill 
person”, most states do not use a specific definition but 
formulate certain criteria based on which it is established 
whether someone is a mentally ill person.

This approach is also applied to determination of non-ju-
risdiction, which is carried out by the laws on criminal 
liability (criminal codes - hereinafter – CC) of a state. The 
concept of “mentally ill” and “insane person” are related 
as a whole, that is, each insane person is mentally ill, but 
not every mentally ill person is an “insane” one. It should 
also be emphasized that insanity’s issue of a mentally ill 
person arises only in the case of committing a socially 
dangerous act. It is worth agreeing that the distinction is 
to be made between legal insanity and medical insanity. 
Anyone who is suffering from any kind of mental illness is 
called “medical insanity,” however “legal insanity” means, 
a person suffering from mental illness should also has a 
loss of reasoning ability. The term legal insanity also refers 
to the “mental state” of a person at the time of committing 
crime and nothing else [2].

Considering the correlation between examined concepts, 
it is worth noting that according to statistics as of 2017 
there were a total of 74 143 mentally ill patients, of which 
23 709 were under psychiatric care, and 50 434 were un-
der psychiatric counseling [3]. During the same period, 
compulsory measures of a medical nature were applied to 
657 persons by court decisions, including 339 persons for 
committing grave and especially grave crimes [4]. Thus, 
the issue of insanity for the specified period was decided 
by courts in relation to 0.88% of persons recognized as 
mentally ill in Ukraine.

Thus, the concept of “mentally ill person” is predomi-
nantly medical in nature, while “insanity” is a purely legal 
term, which means that a mentally ill person cannot be 
held criminally responsible for a socially dangerous act. 
Recognizing a person as not guilty also has a number of 
other important legal consequences, in particular: appli-
cation to a non-convicted subject of a socially dangerous 
act of compulsory medical measures instead of criminal 
penalty; conducting proceedings against such a person 
under a special procedure that is different from general 
criminal proceedings; need for sufficient qualification and 
competence of judges, prosecutors and lawyers conducting 
criminal proceedings against insane persons [5], etc.

But these results’ use of insanity is debatable both among 
scientists and society. In particular, American researchers 
J. L. Bloom and J. D. Bloom draw attention to the question 
«Widespread concern that the insanity protection does not 
defend the public». Approaches to this issue are varying, 

they are: total elimination of protection; utilization of ev-
idence of state of mind only to the seriousness of a crime 
for which a defendant can be convicted;  acceptance of a 
plea of guilty by mentally ill  keeping disposition within a 
correctional system;  maintaining the defense as it has been 
traditionally conducted while clarifying and bolstering 
the disposition phase procedures, so that human and civil 
rights, society needs are protected [6]. These views reflect 
the ethical dilemma between the inability to condemn and 
punish mentally ill persons and the need to protect the 
public interest from a real threat to them. Jurisprudence 
and psychiatry are trying to solve this problem each on its 
own. As D. W. Jones points out, for many centuries there 
has been strong state-driven concern with the control of 
deviance forms that might threaten public order. Thus, 
the capacity to speak authoritatively on forms of mental 
disorder that might be associated with crime has been an 
important spur to the development of the psychiatry [7].

In these circumstances, the perfect legal formulation 
of insanity notion, which would consider the benefits of 
psychiatry, becomes essential. It should be noted that the 
approaches to this model differ somewhat depending on 
each individual state and type of legal system of that state.

Thus, in the jurisprudence of the countries of the An-
glo-Saxon system of law, in determining of non-jurisdic-
tion not the statutory prescriptions are predominant but 
those formulated in McNaughton’s rules and case law. Five 
questions were answered on June 19, 1843, and they were 
interpreted as McNaughton’s rules. The following are the 
main points of the McNaughton rules: 1) everyone should 
be considered to be sane and has a sufficient degree of 
reason to be responsible for their crimes, until proven oth-
erwise; 2) an insane is punished “if he/she knows” during 
a committing a crime; 3) to protect against insanity, an 
accused, due to lack of reason or mental disorder, cannot 
understand the nature and consequences; 4) an insane 
person should be considered in the same situation as with 
respect to liability, as if the facts in respect of which there 
is a delusion were real; 5) jury had to decide whether the 
defendant was insane [8].

Researchers point to a numerous problem of protecting 
non-convicts in criminal proceedings based on McNaugh-
ton’s rules. In particular, it is noted that the vast majority 
of persons protected as non-convicts had serious mental 
illness, but only a quarter were justified. The popular no-
tion that protection against insanity is an “easy way out” 
for defendants who pretend to be mentally ill or claim 
temporary insanity is clearly not true [9]. At the same time, 
McNaughton’s rules do not imply the obligation of a medi-
cal report on person with a mental disorder for deprivation 
of his/her freedom, which contradicts item “e)” Part 1 of 
Art. 5 of the Convention [10] and the ECHR’s practice, 
which provides for the need to establish the existence of 
a mental disorder by a competent authority on the basis 
of an objective medical examination (paragraph 39 of the 
ECHR decision in Winterverp’s case; v. the Netherlands) 
[1]. This raises questions about McNaughton’s clause legal 
imperfection and the need of its adjusting.
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Also, there are problems with McNaughton’s rules for 
the current development of forensic psychiatry. Accord-
ing to M. Bennett, the rules should be revised in light of 
the discoveries of cognitive neuroscience made 160 years 
after Ray’s treatise. For example, it is shown how cognitive 
neurobiology does not agrees with the interconnection 
of the “power of self-control” with the “insurmountable 
impulse” of Cockburn, because these are separate abilities 
that require normal activity in various brain’s structures to 
express them. Thus, cognitive neurobiology helps to distin-
guish different abilities. In addition, it has been shown that 
inability of appropriate restraint in expressing ability can 
be associated with the failure of synapses in certain brain 
areas. This raises the question of what level of synaptic loss 
the legislature and the courts consider sufficient to ensure 
that the subject is no longer considered responsible for 
the lack of restraint [11]. This is how the development of 
medicine is leading to changes in approaches to the for-
mulation of legal rules for insanity.

The laws of the various European countries that belong to 
the continental legal system generally follow a single approach 
to defining the concept of non-jurisdiction, which is enforced 
by national criminal liability laws. According to Art. 122-1 
of the Criminal Code of France, a person is not subjected to 
criminal liability who at the time of committing the act was 
struck by any mental or neuro-psychiatric disorder, which 
deprived him/her of the opportunity to realize or control his/
her actions. According to Part 1 of Art. 13 of the Criminal 
Code of Latvia, a person is not subjected to criminal liability 
if during the crime committing was in a state of insanity, that 
is, could not be aware of their actions or manage them due 
to mental disorders or mental retardation. According to § 16 
of the Criminal Code of Denmark, persons who were not 
aware of their actions at the time of committing an act due to 
a mental illness or a condition that equates to a mental illness 
are not punished. According to § 1 Art. 31 of the Criminal 
Code of Poland, if a person committed a crime and because of 
a mental illness, dementia or other morbid state of mind, was 
not able to understand or control their behavior is not subject 
to criminal punishment. A similar approach was applied in the 
Criminal Code of Ukraine, based on Part 2 of Art. 19 of which 
“insanity” can be defined as a condition in which a person 
could not be aware of their actions (inactivity) or to manage 
them due to chronic mental illness, temporary disorder of 
mental activity, dementia or other morbid state of mind.

An analysis of the notion’s definitions of insanity makes 
it possible to conclude that it is based on two criteria: 
psychological (legal) and medical, which are used in unity 
and interconnection. The first one involves the inability of 
a person to commit his/her actions when he/she is aware 
of their actions and to direct them, and serves to differ-
entiate between convicted, non-judgmental and limited 
convicted persons. The medical criterion of insanity is 
determined by person’s mental and nervous disorders, 
mental retardation, etc.

Among the analyzed European countries, the most de-
tailed is the definition of the medical criterion of insanity 
is in Ukraine, which is carried out through the following 

forms: (1) chronic mental illnesses, which include long-
term mental disorders, leading to profound and lasting 
personality changes, which tend to increase and are almost 
incurable, such as schizophrenia, epilepsy, paranoia, ma-
niac-depressive psychosis, etc. [12], (2) temporary disor-
ders of mental activity, which include temporary, psyche 
acute disorders, in particular reactive psychoses, alcoholic 
psychoses in the form of delirium, hallucinosis, paranoid, 
symptomatic psychoses, exceptional states: pathological 
intoxication, pathological affect, paroxysmal disorders of 
a diencephalic nature, with instantaneous disturbances of 
consciousness and motor activity [13]; (3) dementia, which 
is considered to be the most severe mental disorder, which 
is a permanent and incurable degradation of intelligence: 
congenital (oligophrenia in the forms of debility, imbe-
cility and idiocy) or acquired (dementia of total, lacunar, 
concentric and transient); (4) another morbid condition of 
the psyche, to which such disorders of mental activity and 
morbidity which do not fall under the signs of the named 
three categories, but depending on the disease’s course, 
may be equated to them: severe forms of psychopathy, 
mental infantilism, individual cases of deafness, psychiatric 
disorders arising from severe infectious diseases or during 
the period of drug starvation, etc. [15].

However, researchers of forensic psychiatry indicate that 
in practice it is very difficult to attribute the mental state 
of an offender to one or another group of medical criteria 
[16]. Therefore, the medical criterion’s forms given by the 
Ukrainian legislator have no practical significance, but 
also complicate the law enforcement, since they require 
investigators, prosecutors and judges to properly deter-
mine a person’s mental disorder, which is enshrined in the 
law, although this is a task of psychiatrists, not lawyers. In 
particular, the majority of interviewed by us Ukrainian 
judges (56%), prosecutors (62%) and investigators (71%) 
indicated that it was inappropriate to differentiate the 
medical criterion of insanity in the Criminal Code; 33% of 
judges, 40% of prosecutors and 52% of investigators said 
that they did not see a significant difference between them; 
more than 90% of judges, 95% of prosecutors and 100% of 
investigators believe that establishing the medical criterion 
of insanity depends on conclusion of forensic psychiatric 
examination, that is the task of doctors. In view of these 
results, it is worth agreeing that criminal law cannot and 
should not contain the list of all psychiatric disorders that 
characterize the medical criterion of insanity, as well as 
their classification, since these terms are special and only 
used by psychiatrists [17]. 

It is worth paying attention to discrepancy enshrined in 
the Criminal Code of Ukraine formulation of the medical 
criterion of irresponsibility of the Law of Ukraine “On 
Psychiatric Care” [18], which is not used in the mentioned 
terms, which is fixed in the Criminal Code of Ukraine. 
However, Art. 1 of this Law enshrines the concept of “men-
tal disorders” as disorders of mental activity, recognized 
as such in accordance with the International Statistical 
Classification of Diseases, Injuries and Causes of Death in 
Ukraine, as well as “severe mental disorder” as a disorder 



Volodymyr I. Maryniv et al. 

2612

of mental activity (blurred consciousness, impaired per-
ception, thinking, will, emotion, intelligence, or memory) 
that deprives one of the ability to adequately understand the 
reality, their mental state, and behavior. The Law of Ukraine 
“On Psychiatric Aid” is a special normative act that defines 
the legal and organizational principles of providing citizens 
with psychiatric care, that’s why it is considered necessary 
to modify the Criminal Code of Ukraine in compliance 
with its provisions, providing the general concept of “men-
tal disorder” of the International Statistical Classification 
of Diseases, Injuries and Causes of Death in Ukraine as a 
medical criterion of insanity.

Thus, the current International Statistical Classification 
of Diseases, Injuries and Causes of Death for Mental and 
Behavioral Disorders addresses Class V, which includes 
the following groups of disorders: (1) organic, including 
symptomatic, mental disorders (F00-F09); (2) psychoac-
tive substance use disorders and behaviors (F10-F19); (3) 
schizophrenia, schizotypal conditions and delusional disor-
ders (F20-F29); (4) mood disorders (F30-F39); (5) neurotic, 
stress-related and somatoform disorders (F40-F48); (6) be-
havioral syndromes associated with physiological disorders 
and physical factors (F50-F59); (7) mature and behavioral 
disorders (F60-F69); (8) mental retardation (F70-F79); (9) 
disorders related to psychological development (F80-F89); 
(10) conduct and emotion disorders that begin mostly in 
childhood and adolescence (F90-F98); (11) unspecified 
psychiatric disorder (F99-F99) [19]. Therefore, it is ul-
timately the Psychiatric and Behavioral Disorders listed 
in the International Statistical Classification of Diseases, 
Injuries and Causes of Death that should be the basis for 
determining the medical criterion of insanity.

Summarizing the materials of forensic psychiatric 
examinations in Ukraine shows that the most common 
psychiatric disorders leading to acquiescence of a person 
being mentally defective were: schizophrenia, schizotypal 
conditions and delusional disorders (F20-F29); organic, 
including symptomatic, psychiatric disorders (F00-F09); 
mental retardation (F70-F79); mental and behavioral 
disorders due to substance use (F10-F19). The primacy is 
traditionally held by schizophrenia, which can be explained 
by the prevalence of this disease (which, according to some 
psychiatrists, constitutes one percent of the population of 
humanity) [20], and the typical manifestations of this dis-
ease, which often take the character of socially dangerous 
activities. In general, it can be concluded that from a large 
number of psychiatric disorders known to modern psychi-
atry, a relatively limited group of psychopathologies leads 
to committing socially dangerous acts, which are usually 
combined with other non-medical factors.

Thus, in the scientific psychiatric literature it is empha-
sized that formation of psychopathological mechanism of 
socially dangerous action can lead to interaction of clinical 
and psychopathological and socio-psychological condi-
tions [21]. In particular, among the most common clinical 
and psychopathological factors are the following forms 
of mental pathology: 1) psychopathic syndromes with 
increased behavioral activity and pathology of addictions 

(including heboid); 2) delusional ideas of certain content, 
especially directed against specific persons or organizations 
(personified) and accompanied by affective tension (first 
of all, ideas of jealousy, harassment, sexual influence, etc.); 
3) periodic and paroxysmal psychotic states, which are 
accompanied by aggression and tend to occur frequently; 
4) depressive states with nonsense of self-blame (risk of 
committing socially dangerous actions by the mechanism 
of “extended suicide”); 5) maniacal and hypomaniacal 
states with general disfigurement and pseudosensitivity 
[22]. Therefore, psychiatric disorders, which imply such 
clinical manifestations, are at increased risk of committing 
of socially dangerous acts by patients.

Socio-psychological factors imply the influence of the 
mentally ill persons’ living conditions on their behavior, 
such as the attitude of their families, colleagues, environ-
ment, the presence or absence of employment, financial 
support, etc. Their impact on the course and manifesta-
tions of psychiatric disorders is a matter of debate and 
varies significantly depending on the individual’s mental 
disorder. For example, in the scientific psychiatric literature 
attention is drawn to the fact that psychosocial cause-and-
effect beliefs had different effects: belief in current stress as 
a reason was associated with a higher level of recognition 
of schizophrenia, while belief in adversity in childhood 
led to a lower perception of a person with depression [23].

However, these socio-psychological factors in commit-
ting socially dangerous acts of mentally ill persons are 
indirectly conditioned by psychopathological ones. So, 
scientific research proves that there was a corresponding 
tendency of the public to attribute notions “dangerous” 
and “unpredictable” to psychiatric patients, which is ex-
acerbated by the facts of committing socially dangerous 
acts by mentally ill persons, for example violent attacks by 
schizophrenic persons [24].

Thus, a person with a mental disorder contributes to the 
formation of public stigma about them, which impedes 
employment, family creation, social networking and more. 
According to the researchers, people with mental disor-
ders can be biased and discriminated by others (that is, be 
stigmatized), and they can absorb feelings of devaluation 
(that is, self-stigmatization) [25]. It, in turn, can lead to the 
asocial behavior of the mentally ill. Thus, a “closed circle” 
is created when stigma is formed on the basis of public 
beliefs about the social danger of mentally ill persons, 
but at the same time promotes the committing of socially 
dangerous acts.

Aware of the interlink between medical and social factors 
in perpetration of socially dangerous activities by mentally 
ill persons, it is necessary to use comprehensive measures 
to eliminate or minimize their negative effects. Thus, the 
main goals of counteracting psychopathologies is to find 
and apply the most effective methods of their diagnosis 
and treatment, including enhanced outpatient supervi-
sion (and, if necessary, involuntary hospitalization) for 
patients with psychiatric disorders, which represent the 
greatest potential social danger. Socio-psychological factors 
should be counteracted by overcoming the stigma of the 
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mentally ill and maximally integrating them into society. 
Concerning this problem, one should agree that stigma 
reduction strategies may require to shift to an emphasis 
on competence and inclusion [26]. Taking the necessary 
measures in a timely manner not only prevents the mentally 
ill from committing socially dangerous activities, but also 
improves their health and social status.

CONCLUSION
Definition of insanity defense reflects the protection of the 
rights of mentally ill persons in the criminal sphere and 
implies the inadmissibility of bringing them to justice for 
actions that they could not be aware of and manage. Despite 
the legal nature of the term, it has a medical basis, which 
presupposes the non-convicted person’s mental disorder. 
Given that the establishment of type and nature of such a 
mental disorder is a task of psychiatry, specification of the 
medical criterion in national criminal law is not appropri-
ate, therefore, when determining insanity in the Criminal 
Code, it is advisable to limit the reference to “mental 
disorder defined by the International Statistical Trauma 
Classification, death resulting in a person being unable to 
understand and direct his or her actions”. Understanding 
socially dangerous acts committed while state of insanity as 
a critical combination of medical and social factors makes 
it possible to develop and apply a set of measures adequate 
to them, which will prevent such actions, as well as improve 
the health and social status of the mentally ill persons.
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INTRODUCTION
Discussing the relevance and peculiarities of forensic 
medical examinations, it is necessary to emphasize their 
importance as an action, which may be the basis for initi-
ating the investigation of a criminal offence, prosecuting 
criminals, planning of investigation. Forensic examination 
is aimed primarily at solving the issues that arise before the 
judicial and investigative bodies, which include: establish-
ing the cause and time of death; determination of severity 
and nature of bodily harm, consistency and time of their 
causing; abilities of victims to perform purposeful actions 
after the trauma; blood type in the case of external bleeding; 
presence and degree of alcohol intoxication; death category 
(violent or nonviolent).

Forensic medical examination is conducted on the basis 
of special knowledge to research material objects contain-
ing information about the circumstances of the crime. The 
need for it usually arises during the investigation of crimes 
against the life and health of a person or some war crimes 
that is also not a rare phenomenon.

Importance of the examinations’ results is emphasized 
by the fact that the conclusions of forensic medical expert 
in criminal proceedings have the power of evidence. Thus, 
according to the criminal procedural legislation of Ukraine 
[9] the expert’s conclusion is one of only four possible 

sources of evidence in criminal proceedings. In the crimi-
nal procedural legislation of Poland [10] the activity of the 
expert in criminal proceedings is regulated by section 22 of 
chapter V – “evidences”. Of course, in criminal proceedings 
on transnational crimes there are special procedures for 
International cooperation of countries involved in such an 
investigation. Forensic examination is not an exception, 
because it is difficult to overestimate the possibility of using 
an additional intellectual and technical resources in this 
area, and in some cases due to objective reasons it could be 
impossible to conduct medical examination repeatedly or 
there are risks of information loss due to procrastination 
while the objects for examination are located abroad.

THE AIM
Analysis of the legal regulation of cooperation in the field 
of forensic medical examination in criminal proceedings 
between Ukraine and the Republic of Poland, developing 
of proposals for its improvement.

MATERIALS AND METHODS
To achieve the purpose of this research and to propose 
a reasonable conclusion we’ve used a complex of general 
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and special methods of scientific research: dialectical, 
formal-logical, systematic-structural, legal, comparative 
law and generalization.

In order to achieve the abovementioned goal nearly 300 
court’s decisions since 2013 were analyzed, where the use of 
medical examinations’ forensic reports of both Ukrainian 
and foreign experts was settled. Also, legal acts of Ukraine 
and Poland were analyzed in this study.

REVIEW AND DISCUSSION
The Institute of expertise in Ukraine is regulated by the Law 
of Ukraine “On judicial expertise”, procedural law, interna-
tional treaties and agreements on mutual legal assistance 
and cooperation, instruction on the conduct of forensic 
Examination and legal documents approved by the Order 
of the Ministry of Health of Ukraine (hereinafter – MOH).

International cooperation in this area is regulated pri-
marily by the law of Ukraine “On forensic examination”, [1] 
which provides for the possibility of forensic examination on 
behalf of the relevant body or person of another state, with 
which Ukraine has an agreement on mutual legal assistance 
and cooperation (article 22). It is also possible to involve 
specialists from other States to jointly conduct forensic ex-
aminations (article 23). However, the law does not provide 
detailed mechanism and conditions for involvement of 
foreign experts and their conclusions’ legal validity.

An international base for regulation of cooperation in 
criminal proceedings between Ukraine and Poland is a 
Treaty between Ukraine and the Republic of Poland on 
legal aid and legal relations in civil and criminal matters 
from 24.05.1993 [2] (hereinafter – the Treaty). Of course, 
the expertise issue is not central to this agreement, but 
some other issues concerning the regulation of cooperation 
in this field are contained in the document and indicate a 
possibility of legal assistance in criminal proceedings also 
by means of conducting relevant forensic examinations.

Art. 4 of the Treaty (“Scope of Legal Aid”) provides within 
the framework of mutual legal assistance the possibility of 
examination. Article 8 of the Treaty (“The summons of the 
witness, the  expert  or the victim and their protection”) 
establishes, “If in the case, which is carried out by the insti-
tutions of Justice of one Contracting party, there is a need 
for an expert, who is located on the territory of the other 
Contracting Party, to be in person, you must contact the 
competent body of this contracting Party with petition on 
transmit a summons “(Part 1). “... The expert, in addition, 
has the right to reward for conducting expertise” (Part 8).

The provisions of art. 77 The Treaty is quite abstract and 
at first glance does not cover experts, however, is quite 
relevant. Thus, according to the article, representatives of 
the requesting institution may be present in carrying out 
actions related to the provision of legal assistance on the 
territory of the requested party.

We could admit that international treaty by its legal 
nature reflects the possibility of expertise within the 
framework of providing mutual legal assistance, as well 
as the participation of an expert (representative of the 

requesting Parties) in the performance of actions related 
to the provision of legal aid only in general.

Special Ukrainian legislation on forensic medical 
expertise also does not address the issue of the foreign 
expert involvement mechanism, its functions and com-
petencies, as well as the legal validity of his conclusions. 
[3] Moreover, there is no provisions with regard to the 
international cooperation as such, there’s only mention 
that “without additional coordination with the person, 
who appointed the examination, for participation in the 
conduct of forensic expertise as an experts the professors 
and lecturers of the departments of forensic medicine, 
health care institutions’ and  other departments’ specialists 
could be involved”. It is important to note that such statuses 
of the person does not have a clear binding to citizenship 
or institutions residence, which allows to conclude on the 
possibility of foreign experts to be involved in conduct-
ing forensic medical expertise if they correspond to the 
abovementioned demands (but further analysis will show 
that these demands are not exhaustive and there’s also an 
additional requirements for certification and registration 
of all forensic experts in Ukraine).

Using of foreign forensic medical experts’ conclusions 
that have the necessary knowledge and qualifications to 
provide a conclusion on the issues studied does not con-
tradict to legal requirements. [4; 5]  The participation of 
international experts could be useful in the investigation 
of criminal proceedings on murders and disasters (for 
example, air accidents), which have a wide resonance in 
the society, when the examination of Identification of 
the body by DNA and establishing the time and causes 
of death could be performed by commissions of experts 
from different states. 

However, as evidenced by law enforcement practices, the 
issues of foreign expert involvement and his conclusions’ 
use by the court is treated quite differently. For example, us-
ing of certain facts of foreign experts’ conclusions as an ev-
idence in civil proceedings is allowed. Thus, in the decision 
of the Court of Appeal of Cherkasy region (Ukraine), case 
No 22-c/793/978/16, The court stated that the examination 
is performed by the Genetic Laboratory “JenaGen” (Fed-
eral Republic of Germany), and the specified conclusion 
is certified by State notary of Jena city, (Federal Republic 
of Germany) and then legalized for implementation as an 
official document on the territory of foreign countries by 
an apostillation in accordance with the provisions of The 
Hague Convention 1961. Given that Ukraine joined the 
Convention, such conclusion can be used as evidence.  

But the analysis of law enforcement practices in criminal 
proceedings does not allow to make a conclusion about the 
real possibility of forensic experts’ conclusions or exam-
inations conducted in other States use in the Ukrainian 
investigation and proceedings. For instance, in the verdict 
of Zolochivsky District Court of Kharkiv Region (Ukraine), 
case № 622/781/14-K the court refers only to the conclu-
sions of the experts from Ukraine [7]. In the judgment of 
the Shevchenkivsky District Court of Chernivtsi (Ukraine), 
case № 727/5570/18 the court also used the conclusions 
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of experts from Ukraine while not taking into account the 
conclusion of “center of Forensic Services” Mibi-Lex” given 
by the defendant, since considered it as not an experts’ con-
clusion under Ukrainian legislation, thus as not a source of 
evidence, stating that such a conclusion may not have any 
advantage over the existing expert conclusions, which are 
drawn up by the forensic experts of the state Institutions 
of Ukraine [8]. Such position of the courts is generally ac-
cepted, widespread in national courts’ of Ukraine decisions 
and motivated by the following.

According to Part 1 art. 101 of the CPC of Ukraine [9] 
expert’s finding is a detailed description of the examination 
carried out by the expert, as well as the findings of such 
an examination and grounded responses to the questions 
posed by the person who invited the expert or the investi-
gating judge, or court requesting his opinion. According 
to article 69 of  CPC of Ukraine An expert in criminal pro-
ceedings shall be an individual who has scientific, technical 
or any other special expertise, has the right under the Law 
of Ukraine “On Forensic Examination”, to conduct expert 
examination and who is assigned to examine objects, events 
and processes that contain information on circumstances 
under which a criminal offence was committed, and to pro-
vide an opinion on issues arising in the course of criminal 
proceedings and relating to the sphere of his knowledge. 

The legislation of Ukraine also establishes that, in par-
ticular, forensic and medical expertise could be carried 
out exclusively by the specialized state institutions. 
Forensic expert of the State specialized institutions could 
be a specialist with an appropriate higher education, 
educational qualification level not lower than specialist, 
have undergone appropriate training and qualifications 
of forensic expert for a particular specialty. The forensic 
medical examination is carried out by the experts of State 
forensic Institutions of the Ministry of Health of Ukraine or 
on entrepreneurial basis based on the license issued by the 
Ministry of Health of Ukraine. Specialists of State forensic 
institutions should have higher medical (pharmaceutical) 
education, undergo special training for forensic examina-
tions and obtain a certificate for forensic medical expert.

Moreover, certified forensic experts (including forensic 
medical) are included in the State Register of Certified 
forensic experts, whose maintenance is entrusted to the 
Ministry of Justice of Ukraine. It is clear that foreign experts 
(and moreover the abovementioned foreign “professors 
and lecturers of forensic medicine departments, specialists 
of health care institutions and other agencies”) could not be 
an experts of the state specialized institutions in Ukraine 
and not do not have an appropriate licenses of the Ministry 
of Health of Ukraine for conducting of forensic medical 
expertise in Ukraine on entrepreneurial basis. Therefore, 
the conclusions of forensic examinations carried out by 
the experts (foreigners), which are not included in this 
register, cannot be recognized by the national legislation 
of Ukraine. It is also worth noting that such situation is in 
fact eliminates the possibility to ask the requesting party 
to conduct an examination within mutual legal assistance, 
as provided in art. 4 of the Treaty.

Ukrainian legislation admits that the heads of State 
specialized institutions conducting forensic examinations 
if necessary, have the right (with consent of the institution 
or the person, who appointed forensic examination) to 
include leading specialists of other states to the expert 
commissions. However, the legal effect of the conclusions 
of such joint commissions is disputable. In fact, foreign 
experts are participating in the commission without a 
procedural status of experts, but only as an “expert advi-
sors” or representatives of the requesting institution in the 
performance of actions related to the provision of legal aid 
(Article 77 of the Treaty mentioned above), and only on 
the basis of corresponding request. In such case they only 
have the right to observe the procedural actions without 
the right to participate. Therefore, they are only nominally 
involved in such an expertise (consultative function or 
observation) otherwise such conclusion will be signed by 
an improper subject (by means of CPC of Ukraine) which 
would lead to inadmissible of such evidence. To avoid such 
negative consequences, it is necessary to allow the foreign 
experts to be involved in the examination without inclusion 
into the register or with their temporary inclusion for the 
period of the research in a simplified manner. 

In contrast to Ukrainian legislation, the Polish legislation 
does not contain a separate provision that would define 
the procedural status of an expert [10]. Moreover, the 
definition of “expert” or “forensic examination” is absent 
at all and his status is customary equated to the “external 
means of specialized knowledge”, which is accessed by the 
Court or the prosecutor in case of necessity to use of these 
knowledge [11].

In Polish criminal proceeding at its various stages (pre-
paratory and judicial proceedings) the involvement of 
the following categories of experts is allowed: 1) Forensic 
expert from the list of forensic experts, coordinated by the 
head of the district Court; 2) ad hoc expert (any person who 
can provide a conclusion on a particular matter); 3) expert 
or experts of a scientific or specialized institution [12]. Un-
like Ukraine, there is no single register of forensic experts 
in Poland, as well as no unified standard for inclusion of 
forensic experts in such regional lists and verification of 
their skills by the chairman of the District Court [13].

Thus, this feature significantly extends the possibility of 
various experts’ involvement, as well as the possibility for 
cooperation in criminal proceedings framework with the 
request for the expertise conduction.

This approach is quite useful given its aim and has prac-
tical implementation in other countries. Thus, the forensic 
experts from the Member States of the European Union can 
freely provide such services in Lithuania, if such persons 
are recognized as forensic experts in accordance with the 
rules of this Member State [14].

Considering a specificity of subject of research, we can 
state that it is obviously understudied and underregulated. 
Forensic expertise in criminal proceedings in general re-
peatedly were a subject of Ukrainian scientists’ discussion, 
but most of the researches are devoted to the theoretical 
aspects of forensic expertise or to practical issues of special 
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knowledge use in Ukraine. Polish experience is obviously 
understudied. Some fragmental aspects of the Polish ex-
perience of forensic experts’ involving are examined by N. 
Klimenko in the context of the general study of forensic 
experts’ legal status in European countries [15]. It is also 
worth to be mentioned that the issue of forensic expert’s 
participation in Criminal proceeding, certain issues of 
conducting DNA examinations in criminal proceedings 
or other criminal issues of forensic medicine, as well as the 
issues of experts’ conclusions admissibility are studied by 
such foreign scholars as Paul W. Grimm [16], G. Samuel, B. 
Prainsack [17], H. Machado, R. Granja [18],  M. Hubiga, H. 
Muggenthalera, I. Sinicina, G. Malla [19], p. Kruse [20], J. 
G. Cino [21]. However, cooperation of the countries in the 
field of forensic examination and the problems of their legal 
regulation has been ignored by numerous researches and 
therefore has an obvious relevance and scientific perspective.

CONCLUSIONS
Forensic examination (including forensic medical exam-
ination) cannot functionate in isolation only within the 
individual state. It will not actively perform its law enforce-
ment functions outside of integration with the international 
community. Therefore, international cooperation between 
expert institutions and individual experts is needed in order 
to experience exchange, taking into account the evolution of 
science and technology. In addition to expanding the use of 
relevant databases, promising areas for co-operation improv-
ing in the field of forensic expertise are also harmonization 
of the states’ law and law enforcement in accordance with 
international standards and experience of European coun-
tries in this field, as well as mutual recognition of foreign 
experts’ conclusions as admissible sources and evidence by 
national courts and international judicial institutions.

Thus, on the basis of about 300 courts’ decisions, spe-
cialized legal acts of Ukraine and Poland, as well as foreign 
researchers’ articles, we can state that cooperation in the 
field of forensic expertise in criminal proceedings between 
Ukraine and the Republic of Poland is quite formal and 
unsatisfactory. The existing procedural mechanisms for 
involving of foreign experts, as well as the use of their con-
clusions, are declarative, limited and imperfect. Differences 
in approaches to legal regulation of experts’ procedural 
status also does not contribute to the effectiveness of coop-
eration between both countries. In order to improve this, 
it is necessary to review and modify the provisions on the 
certification and the registration of foreign experts in order 
to create practical conditions not only for carrying out such 
expertise in the framework of mutual legal assistance by the 
Parties, but also for the adoption of such expert findings 
by the courts as an admissible evidence in the proceedings.
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INTRODUCTION
During the pre-trial investigation it is important to identify 
all the circumstances to be investigated, in the first place the 
ones that may affect the qualification of the criminal offense. 
In particular, while criminal proceedings against a person 
suspected of premeditated murder, it is necessary to establish 
the fact of the state of the suspect’s strong commotion during 
the crime act, since, for example, in the Article 148 § 4 of the 
Criminal Code of the Republic of Poland, the Article 130 of 
the Criminal Code of the Republic of Lithuania, the Article 
120 of the Criminal Code of the Republic of Latvia as well 
as in the Article 116 of the Criminal Code of Ukraine, it is 
provided a special privileged qualification of premeditated 
murder and related mitigation of criminal liability. It is 
important to note that the investigator by himself does not 
have sufficient knowledge to solve situational, diagnostic, 
identification issues related to determining the likelihood 
of a specific psychological condition (physiological affect) 
of suspect at the time of causing death to another person, 
establishing the fact of sudden occurrence of such a situation 
as a result of the victim’s unlawful acts.

Due to the recent researches, in order to understand 
how instant mental states activate other mental states, 
there is the idea that network structure of mental states is 
closely linked to the structure of vulnerability underlying 
psychopathology. For example, the scientists Re M. L. and 
Wigman J. T. found that the connection between instant 
emotions is stronger for individuals with depression than 
for healthy people [1; 2]. Subsequently, Wichers M. M. and 
Groot, P. C. determined that the increase in connection in 
the network structure of mental states had preceded the 
significant increase in the level of a person’s depressive 
symptoms in the course of time [3]. It is impossible to 
establish mental states that cause the state of strong com-
motion without the use of specialized knowledge during 
the pre-trial investigation. Therefore, there is a need to 
involve persons with relevant medical knowledge that are 
able to carry out necessary examination and issue qualified 
conclusions.

According to the Prosecutor General’s Office of Ukraine, 
the number of registered criminal proceedings under 
the Article 116 of the Criminal Code of Ukraine in 2013 
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was 13; in 2014 - 4; in 2015 - 7; in 2016 - 11; in 2017 - 5; 
in 2018 - 6; in January-August of 2019 - 1 [4]. However, 
this number of homicides cannot be considered as a final 
one, since the fact that the emotional state of the offender 
during the pre-trial investigation and the trial was properly 
assessed cannot be totally excluded.

Besides, during the analysis of the decisions passed by the 
courts of Ukraine under  the Article 116 of the Criminal 
Code of Ukraine, it was found that in 57% of the cases the 
court carried out a re-qualification of the act which was 
qualified in the pre-trial investigation from the Article 115 
of the Criminal Code of Ukraine  (premeditated murder) 
to the Article 116 of the Criminal Code of Ukraine.

Thus, the aim of the article is to determine the procedural 
status of a specialist in the criminal procedural legislation of 
certain countries of the European Union, and, on the basis 
of comparison with the Ukrainian legislation, to establish 
his role in procedural actions; coverage of procedural and 
forensic aspects of using specialized medical knowledge in 
the form of involving a specialist in the procedural actions 
during the investigation of murder committed in the state 
of strong commotion.

MATERIALS AND METHODS 
Methods, used during the study, are dialectical, system-
ic-structural, formal-logical, sociological and statistical.

Scientists researches in the field of forensic medicine, 
psychology, psychiatry, expert science, as well as criminalis-
tics, criminology, criminal law, criminal procedure law and 
other areas of scientific knowledge related to the problem of 
combating crime became the theoretical basis of the article.

The materials of the study are 67 court decisions on 
premeditated murder commission, including those in the 
state of strong commotion, passed by the courts of Ukraine 
and Poland during 2007-2019, and the results of survey of 
23 employees of the pre-trial investigation bodies of the 
National Police, operative units, public prosecutor’s office 
and certain psychiatrists and psychologists involved in 
the investigation of relevant crimes in Ukraine; statistical 
reports of the Prosecutor General’s Office of Ukraine for 
the period of 2013-2019 concerning registered criminal 
proceedings on this relevant crimes.

Methods, used in the study are dialectical, system-
ic-structural, formal-logical, sociological and statistical.

REVIEW AND DISCUSSION 
The Ukrainian legislation in the Article 116 of the Criminal 
Code of Ukraine provides criminal responsibility for the 
commission of premeditated murder committed in a state 
of strong commotion caused by the violent treatment or 
the one that demeans person’s honor and dignity, as well 
as the presence of a systematic nature of such treatment 
by the victim [5].

The Criminal Code of Poland provides for the privileged 
qualification of premeditated murder, committed in a state 
of strong commotion, provoked by justified circumstances 

(Article 148 § 4 of the Criminal Code of the Republic of 
Poland) [6]. The Latvian legislator in the Article 120 of 
the Criminal Code of the Republic of Latvia provides the 
responsibility for the homicide, committed in a sudden 
emergence of a state of strong commotion, caused by the 
violence or grievous abuse by the victim [7]. Article 130 
of the Criminal Code of the Republic of Lithuania defines 
homicide committed in a state of sudden strong mental 
commotion caused by the victim’s unlawful act or a par-
ticularly grievous abuse to him or his beloved people [8].

As to the positions, expressed in the acts of the judiciary 
on the notion of “state of strong commotion” in Poland, 
it should be noted that the courts have repeatedly drawn 
attention to this concept. Thus, the Krakow Court of Appeal 
stated that “strong commotion is a state of physiological 
influence, in which emotions, which a guilty person gets 
due to a particular motivational situation, limits the con-
trolling function of intellect” [9]. In the judgment of the 
Lublin Court of Appeal, it is said that “the nature of com-
motion (physiological affect) is characterized by the fact 
that the emotional process, experienced by the offender 
due to a particular motivational situation limits the con-
trolling function of the mind” [10]. In the judgment of the 
Gdansk Court of Appeal it is stated that “in the situation, 
determined by the Article 148 § 4 of the Criminal Code, it 
goes about the excitement of the highest intensity which, 
obviously, goes beyond the ordinary and the average arous-
al in such a way that emotional experiences dominate the 
intellectual becoming the reactions to external facts that 
are extraordinal” [11].

The Ukrainian courts use similar approach. In the judg-
ment of The Supreme Court of Ukraine/Criminal Court of 
Cassation of Ukraine in the case № 234/8200/16-k dated 
by August 29, 2018, it is said that “strong mental commo-
tion (physiological affect) is a sudden emotional process 
caused by the victim’s behavior which proceeds quickly 
and violently and, to some extent, reduces a person’s ability 
to be aware of his actions and to manage them”. A state of 
strong mental commotion is recognized as the one that 
occurred suddenly, the process of occurrence and course 
of which is characterized by unexpectedness, evanescence, 
turbulence, and transience. The separation of premeditated 
murder from an intentional homicide committed in a state 
of strong commotion is carried out both on the objective 
and subjective side of these crimes. Particularly, when 
qualifying a crime under the Article 116 of the Criminal 
Code of Ukraine, a socially dangerous act of a person is 
provoked by violence, systematic abuse or grave abuse by 
the victim [12].

In the judgment of the Hrebinka District Court of the 
Poltava region it is stated that “the physiological affect does 
not indicate insanity, as it is not a kind of morbid state of 
mind” [13].

Also, a state of strong commotion has repeatedly become 
a platform for scientists’ discussion. For example, accord-
ing to Reid Griffith Fontaine in the US criminal law the 
trial requires the suspect to demonstrate that he has been 
strongly provoked and, as a direct result of the provoca-
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tion, extremely emotionally disturbed, so has committed 
a homicide being in this uncontrolled state. Thus, partial 
considering of emotional dysfunction is taken; the unlaw-
fulness of murder is mitigated when emotionally charged 
reactivity limits the killer’s ability to rational thought and 
reasoned behavior [14].

In the Encyclopedia of Behavioral Medicine, a state 
of strong commotion refers to affective states that may 
differ in various ways, including their duration, intensity, 
specificity, pleasantness and arousal level. They play an 
important role in regulating cognition, behavior, and social 
interactions [15].

Thus, we see that the notion of a specific emotional state 
is reflected in the procedural acts and scientific literature 
of many European countries, the approaches to which are, 
in most cases, similar.

It should be noted that in the investigation of premed-
itated murder in a state of strong commotion along with 
obtaining evidential information during investigative 
(search) actions, one of the ways of obtaining actual data is 
the use of special knowledge in the form of involvement of 
a specialist and an expert. This position is confirmed by the 
results of practitioners’ questioning, in particular, the staff 
of the pre-trial investigation bodies of the National Police 
of Ukraine, the employees of the operational units and the 
public prosecutor’s office, who identified the importance of 
special knowledge using in the form of expert involvement 
- 59% and a specialist involvement - 41% respectively in 
the pre-trial investigation of criminal proceedings. 

The involvement of a specialist and an expert in criminal 
proceedings has a lot of similarities. In particular, they are 
involved when it is needed to use their specialized knowl-
edge. However, the knowledge and skills of a specialist 
are used only to assist in the detection, consolidation and 
extraction of evidence, in conducting of procedural actions 
and examining of evidence in the court, in the use of tech-
nical measures during investigative (search) and judicial 
actions. He may provide explanations regarding special 
issues arising during the conduct of investigative (search) 
actions or during the judicial investigation, as specified 
in the Article 71, paragraph 2 of the Criminal Procedural 
Code of Ukraine. The results of his activities are reflected 
in the report of the investigative (search) action and in the 
court log, as well as in the annexes to them in the form of 
plans, diagrams, charts, schedules, etc. [16].

The involvement of a specialist in certain procedural 
actions is also regulated in a number of criminal proce-
dural laws in Europe. According to § 1 of the Article 205 
of the Criminal Procedural Code of Poland, a specialist is 
empowered with most of the powers delegated to an expert 
with the exception of the Articles 193, 197, 200, 202 and, 
if needed, an expert may be interviewed as a witness (§ 
2 of the Article 206 of the Criminal Procedural Code of 
Poland) [17].

Therefore, it should be assumed that in accordance 
with the Article 205 of the Criminal Procedural Code 
of Poland, both expert and a specialist have specialized 
knowledge with the difference that the expert is included 

in the special list (registry) of experts, but the specialist is 
not. In addition, the expert carries out the activity on the 
basis of the collected evidence, and the specialist actually 
gather them [18].

According to the Article 113 of the Criminal Procedural 
Code of Latvia, a specialist is a person who provides assis-
tance with the use of his specialized knowledge or skills in 
a particular field. Thus, the specialist is obliged: 1) to join at 
the time and place specified by the official and participate in 
the investigative action if the procedure for his involvement 
is followed; 2) to assist in conducting an investigative action 
using his knowledge and skills, but without conducting 
practical research looking for the traces of a criminal act, 
finding out facts and circumstances, as well as fixating the 
course and results of the investigative action; 3) to pay 
attention of the officials in the course of their investigative 
action to the circumstances relevant for the identification 
and understanding of the circumstances; 4) not to disclose 
the content and the results of the investigative action if he 
is specially warned about its non-disclosure [19].

In our opinion, the most complete and accessible proce-
dural status of a specialist is described in the Article 89 of 
the Criminal Procedural Code of the Republic of Lithuania, 
where it is established that the specialist is a person with 
necessary special knowledge and skills, who is assigned 
to examine the object and draw his own conclusion or 
explanation of issues that fall within his competence. A 
specialist, as well as in the Criminal Procedural Code of 
Poland, may be an official of the pre-trial investigation or 
investigation bodies, as well as the persons who do not 
work there. Also, the Lithuanian legislature made a des-
ignation. In accordance with Part 3-4 of the Article 89 of 
the Criminal Procedural Code of Lithuania court medical 
examiners are specialists who carry out examinations of a 
human body or corpse; forensic psychiatrists and forensic 
psychologists are specialists who conduct examinations of 
a person’s mental state. Regarding the duties of a special-
ist, the specialist is obliged to come upon request of the 
investigative authorities, the pre-trial investigation, the 
prosecutor or the court; to issue independent conclusions, 
give the explanations on special issues that arise during the 
conduct of investigative action. According to the Article 
235 of the Criminal Code of Lithuania, the specialist is 
criminally liable for making deliberately false conclusions 
and providing false explanations [20].

Conducting of the examination is an independent activi-
ty of an expert. He deals with the collected evidence. By ex-
amining them he establishes a new evidence and makes the 
conclusion which is a detailed description of the research 
conducted by the expert and the conclusions drawn from 
its results, substantiated answers to the questions asked by 
the person, who had invited the expert (Article 69, 101 of 
the Criminal Procedural Code of Ukraine; Article 200 of 
the CPC of Poland; Article 88 of the Criminal Procedural 
Code of Lithuania; Article 33 of the Criminal Procedural 
Code of Latvia).

Thus, in our opinion, the main purpose to engage a 
specialist is to expand the practical capabilities of an 
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investigator, prosecutor in the detection, extracting and 
recording of evidence during investigative (search) actions 
to establish the truth in criminal proceedings.

In general, it should be noted that the activity of two pro-
cedurally independent persons (specialist and expert) in 
the investigation of criminal proceedings on premeditated 
murder committed in a state of strong mental commotion 
is essential and is a key to prompt, complete and impartial 
pre-trail investigation.

During the study we conducted a survey of employees of 
the National Police bodies’ investigative units, operational 
units, public prosecutor’s office and individual psycholo-
gists and psychiatrists. As a result, it was found that due 
to special medical knowledge during the investigation 
more than 61.3% of the respondents preferred to involve 
psychologist or psychiatrist specialists to conduct proce-
dural actions involving a suspect in the types of criminal 
offenses we are investigating. The results convincingly 
indicate that a group of special medical knowledge in the 
frame of involving a specialist in the procedural actions 
is an important component of the system of specialized 
knowledge, used during the investigation of premeditat-
ed murder committed in a state of strong commotion. 
Moreover, this knowledge is accumulated in such areas as 
psychology and psychiatry.

Also, cognition in psychology is more often needed to 
solve various issues that arise when conducting certain 
investigative (search) actions. Thus, when examining the 
scene of a crime, the knowledge of psychological patterns 
allows to put forward thorough investigative versions, to 
predict the most probable motives for the crime, person-
al, psychological qualities and the status of the offender; 
to identify during the search the most likely places and 
methods of concealment, which is related to the study of 
the psychological characteristics of a suspect, such as his 
interests, hobbies, knowledge, character, emotional qual-
ities, his psychophysical reactions during the procedural 
action. The tactics of interviewing the victim, witnesses, 
suspects and accused are largely determined by the ability 
to understand and evaluate the psychological qualities 
and condition of the persons being questioned [21, 158].

The use of specialized medical knowledge at the stage 
of the pre-trial investigation of premeditated murder 
committed in a state of strong commotion in most cases 
involves specialists and experts in the field of psychology 
or psychiatry by the investigator in conducting various 
types of investigative (search) actions. Therefore, in our 
research we focused on the study of the use of specialized 
knowledge in the form of involving of a specialist, such 
as a psychologist or a psychiatrist, to the conduction of 
procedural actions.

As already have been mentioned, the first and foremost 
investigative (search) action of the specified type of crim-
inal proceedings is the inspection of the scene. Involve-
ment in this investigative action of specialists in the field 
of psychology optimizes the process of investigation. The 
knowledge of psychology or psychiatry when inspecting 
the scene makes it possible to emphasize the existence of 

certain circumstances that indicate the course of the crime 
actions; allow you to analyze the factors that indicate cause 
of death – suicide or murder; help to evaluate the mental 
state of the victim as being likely to lead to suicide; identify 
the factors that could have influenced such decision that 
led to such act; find out personality traits, level of balance, 
vitality, worldview, attitude to life and others etc. Also, in 
the further investigation, the knowledge of this specialist 
will help to establish the connection between the victim 
and the offender.

Besides, when investigating the premeditated murder, the 
psychologist or psychiatrist may be involved in communi-
cative investigative (search) activities, such as interrogation 
or investigative experiment. After all, according to our 
analysis of criminal proceedings, in 60% of cases during 
the interrogation of the suspects they did not remember the 
events related to the crime. For example, by the verdict of 
the Hrebinkov RS of the Poltava region on July 27, 2019, a 
woman was convicted of 13 stabbing of her son with an ax 
blade and two stabbing in the torso, the last of which caused 
an immediate death. Her interrogation shows: “30.04.2018 
night, when her son once again demanded alcohol from 
her, pushed her on the sofa, swearing at her, grabbed her 
by the throat, she pushed him onto the sofa, then ran to the 
kitchen for the water for him and saw the kitchen ax in the 
kitchen; she took it and returned to the room, hit her son 
with the ax hat once in the head, after which he started to 
rise; she was frightened and hit him again like she had hit 
him already. After that she did not remember anything and 
waked up have found herself on the floor of a bathroom 
with severed veins, there were many people near; she saw 
the knife only when it was lying in the sink” [13].

In our opinion, a psychologist should be invited to 
conduct the interrogation of the suspect. These specialists 
create a psychological portrait and give investigators their 
recommendations on interrogation tactics. Proper orga-
nization of this activities will help the investigator to solve 
a number of practical tasks: to analyze the materials of the 
proceedings, examine the person of the interviewee, pre-
dict and plan the process of communication and possible 
behavior of the person, overcome the negative emotional 
state and barriers of communication for establishing 
psychological contact, provide recommendations to the 
investigator regarding interrogation tactics, etc. [22, 20].

During the interrogation of the suspect or simultane-
ous interrogation with the participation of the suspect, a 
psychologist or a psychiatrist can help the investigator to 
formulate the questions taking into account the psycho-
logical characteristics of the interrogation participants, 
work out with the investigator the most effective tactics 
of interrogation and simultaneous interrogation of two 
or more interviewed, help to create informal atmosphere, 
eliminate alertness, distrust to law enforcement agencies. 
The interaction of the investigator with a psychologist or 
psychiatrist during the interrogation is essential to establish 
a psychological contact between the interviewee and the 
investigator, without which it is impossible to find the truth 
in criminal proceedings. During the interrogation the spe-
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cialist may, with the permission of the investigator, ask the 
other participants of the investigative (search) action. The 
activity of a specialist psychologist or a psychiatrist helps 
the investigator to establish that the suspect or accused 
was in a state of strong commotion at the time of commit-
ting the crime, in the presence of such obligatory signs as 
suddenness and occurrence as a result of unlawful violent 
acts of systematic abuse or severe abuse. The investigator 
with the help of a specialist should find out interviewee’s 
personal assessment and subjective perception of the situa-
tion, in which he has a corresponding emotional reaction to 
the violent treatment or the one that degrades the person’s 
honor and dignity by the victim.

During the investigative experiment with a suspected 
person in premeditated murder committed in a state of 
strong commotion, in our opinion, one should also involve 
a psychologist or a psychiatrist, since demonstrating and 
describing of the crime circumstances could be a stressful 
condition for a person, and he or she will not be able to 
fully explain the circumstances of the act. The involvement 
of a psychologist or a psychiatrist during the investigative 
experiment is also useful because their joint actions with 
the investigator in obtaining additional information can 
enhance tactical technique by the doctrine of psychology 
about the dependence of memories on human activity. Its 
essence is that the person at the suggestion of the inves-
tigator reproduces on the spot only what he remembers. 
During such reconstructions it is often possible to revive 
person’s memory to such extent, that the investigator 
receives very detailed information about seemingly com-
pletely forgotten facts. The person not only remembers 
certain facts but also corrects them, rejecting everything 
that does not corresponds with the real situation, spec-
ifies certain information and gives justification for that 
was reported during the interrogation. Therefore, the 
involvement of a psychologist or a psychiatrist in this case 
is mandatory.

CONCLUSIONS
We’ve conducted a study of the concept of a state of strong 
commotion reflected in a number of criminal laws of Eu-
rope. We have also established the presence of a procedural 
figure – a specialist in the Criminal Procedural Codes of 
Ukraine, Poland, Lithuania and Latvia, whose activity in 
most cases is similar and is called upon to play an auxiliary 
role during pre-trial or judicial proceedings. Also, the re-
sults of the scientific investigation clearly show that at the 
stage of the pre-trial investigation of criminal proceedings 
on premeditated murder committed in a state of strong 
commotion, the use of specialized knowledge, in particular 
of psychological and psychiatric profile, is important. In 
general, the use of specialist’s medical knowledge in the 
investigation of crimes is a prerequisite for the proper 
qualification of the crime, the nomination and verification 
of reasonable investigative versions, improving the effec-
tiveness of the tactics of investigative actions, establishing 
the specific causes and conditions that contributed to such 

a crime, as well as individualization of the punishment. 
The use of specialized medical knowledge in the form of 
involvement of a psychology or psychiatry specialist to 
investigative actions with the participation of the suspect 
helps to establish and ensure the state of strong emotional 
commotion at the time of committing a criminal offense, 
promotes the proper legal qualification of criminal actions.
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INTRODUCTION
Human health and the ability to exercise human’s natural 
right to life are directly dependent on the level of food safe-
ty. Art. 25 of the Universal Declaration of Human Rights, 
adopted by the United Nations General Assembly in 1948, 
prescribes the right of every person to such a standard of 
living, including food, that is necessary to maintain the 
health and well-being of himself and his family [1]. 

The problem of food safety in globalizing world is gaining 
global significance. Increasing of food production, improv-
ing its quality and safety is one of the most important tasks 
of the world economy. This is due to a number of factors 
including: 1) predicted food crisis caused by further growth 
of the planet’s population. As of beginningof 2019, the 
world population was over 7.7 billion [2], and by 2050, 
according to the UN’s prediction, it may reach 10 billion.
According to FAO, as of 2019, the number of starving 
people is around 113 million in 53 countries. Almost two-
thirds of them are residents of Afghanistan, the Democratic 
Republic of the Congo, Ethiopia, Nigeria, South Sudan, 
Syria and Yemen [3].Over 821 million people in different 
regions of the world are one step ahead of the state of 
acute hunger (every 9th people) [4]; 2) natural anomalies 
resulting from climate change, emerging of global warming 
(change in frequency and nature of rainfall, desertifica-
tion of territories suitable for agricultural production); 3) 

depletion of soils and other natural resources due to their 
environmentally unbalanced agricultural use; 4) military 
conflicts; 5) economic crises, etc.

THE AIM
The aim:of this article is to find solutions of the public 
health’ problems by establishing an effective legal mecha-
nism for ensuring food safety in the context of globalization 
both nationally and internationally.

MATERIALS AND METHODS
Methodological basis of this research are the general 
and special scientific methods: dialectical, analysis and 
synthesis, synergism, historical-legal, formal-logical, 
system-structural, comparative-legal, formal-legal and 
statistical.

The empirical materials of this research were theoretical 
articles of legal and economic science experts, interna-
tional legal acts (The Universal Declaration of Human 
Rights,Codex Alimentarius), legislation of Ukraine(Law 
of Ukraine “On State Support for Agriculture of Ukraine” 
(2004), Law of Ukraine “On the state biosecurity system for 
the creation, testing, transportation and use of genetically 
modified organisms” (2007)), EU (Commission Regulation 
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(EC) № 889/2008 with provisions on the implementation 
of Council Regulation (EU) № 834/2007 on organic pro-
duction, labeling of organic products and control, Council 
Regulation (EC) № 834/2007 of 28 June 2007 on organic 
production and labelling of organic products), USA (The 
Food Security Act (1985)) and other states, which is reg-
ulating public relations in food safety, statistics from UN, 
FAO, ISAAA and IFOAM.

RESULTS AND DISCUSSION
The problem of food safety occupies a leading position 
in the national security of each country because it is a 
prerequisite and a necessary factor for the one’s social and 
economic stability. Thanks to it a stable socio-economic 
development of society, its demographic reproduction is 
achieved. In many countries worldwide special laws on 
food safety have been adopted. For example, the US Food 
Safety Act was passed in 1985.In the European Union 
the need for food safety has become the main reason for 
the emergence of the Common Agricultural Policy. Food 
shortages helped to develop policy aimed at increasing 
production. Subsequently, other goals (competitiveness, 
environmental protection, rural development) emerged. 
Food safety has national characteristics, its inherent com-
plexity and permanence. Some countries are achieving 
food safety through self-sufficiency (China), while others 
are forced to import a significant portion of food and raw 
materials (Japan), which requires not only an adequate 
resources but can also increase their economic and political 
dependence on the supplying countries.

The term “food safety” was formally introduced into 
international practice after the grain crisis of 1972-1973. 
In this regard, the 1974 World Summit on Food, which 
adopted the Universal Declaration on the Eradication 
of Hunger and Malnutrition, first identified the concept 
of “food safety” as an uninterrupted availability of suffi-
cient global food supplies to support sustainable growth. 
Consumption of food and repayment of fluctuations in 
production volumes and prices.

The transformation of the food safety category was due 
to the deepening of the globalization and internationaliza-
tion food production and consumption processes under 
the influence of new knowledge and concepts of rational 
nutrition, as well as the awareness of the need to unite ef-
forts and interaction of different countries to fight hunger 
[5]. From a global understanding of food safety only as a 
quantitative indicator (availability of grain stocks at the 
global and national levels) we gradually made the transition 
to taking into account the economic and social accessibility 
of food, solving problems of “hidden hunger”, rational and 
balanced nutrition, introducing the criterion of foodrange, 
improving the quality and safety of food.

In this regard, the definition of the term “food safety” 
in paragraph 2.13, art. 2 of the Law of Ukraine “On State 
Support for Agriculture of Ukraine” of June 24, 2004 is 
unreasonably narrow: it is the protection of the vital inter-
ests of man, which is expressed in guaranteeing the state 

of unimpeded economic access to food for the purpose of 
maintaining his or her ordinary activities [6]. However, 
food safety is not only about providing the population of 
the state with the necessary amount of food, achieving 
food independence and ensuring economic and physical 
access to food for all segments of the population. It is also 
a filling of state reserves for this purpose, the creation of 
stabilization funds, as well as guaranteeing the quality of 
such products, their safety for consumers - the population 
of the state.

Food safety should be understood as a significant com-
ponent of the national security of the state, which presup-
poses the protection of the vital interests of the person It 
is expressed by guaranteeing the state on the principles 
of self-sufficient physical and economic access to food in 
the quantity, assortment, quality and safety necessary for 
maintaining health and routine life activities.

Today the global community is trying to develop a system 
of measures to counter the threat of the food crisis, includ-
ing relevant international legal instruments and programs 
in this area. Eradicating hunger, food safety, improving 
nutrition, promoting sustainable agriculture, promoting 
healthy lifestyles and well-being for all at any age have all 
taken root in the UN Global Sustainable Development 
Goals (SDGs) «Transformingourworld: the 2030 Agenda 
for Sustainable Development» [7]).

International organizations - FAO, World Food Program 
(WFP), International Fund for Agricultural Development 
(IFAD), World Health Organization (WHO) monitor and 
analyze the world food safety and provide recommenda-
tions on how to improve it. Due to the implementation of 
FAO’s actions by 2030, it is planned to completely eradicate 
hunger in the world and reach a “zero famine limit” [8]. 
In particular, a set of indicators characterizing the state of 
food safety has been developed. The most comprehensive 
rating of food safety in various countries is in the Global 
Index [9]. It determines the state of food safety, taking into 
account factors such as availability, sufficiency, quality and 
product safety. The FAO’s Department of Economic and 
Social Development has elaborated the national food safety 
profiles (features) containing 97 indicators. The profiles 
are unique for all countries, except for the indicators of 
commodity structure of production, import and export of 
agricultural products and food, which are selected accord-
ing to the specific features of each country.

Approaches to addressing food safety problemat the 
national level are also changing. Among these are: 1) the 
shift from an import-oriented approach to self-sufficiency 
by increasing agricultural production. For example, in 
2019, the Qatar National Research Foundation and the 
Ministry of Municipalities and Environment of Qatar 
announced a competition for applied research projects in 
the field of food safety aimed at promoting and developing 
productive and stable local food production systems that 
improve their safety, quality and contribute to sustainability 
[10].The increase in agricultural production, i.e. the level 
of self-sufficiency, has a significant impact on improving 
the food supply of the population. For this purpose, the 
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agricultural sector needs investments, access of small pro-
ducers (including family farms) to production resources, 
improvement of agrarian legislation on state support, 
taxation, introduction of innovative forms of agricultural 
production, etc; 2) the widespread use of biotechnological 
activities, including GMOs, to address the food problem. 
Among the largest producers of GM crop products are the 
USA, Canada, Argentina, Brazil, India and China, which 
account for 80% of all world GMO plantings. According 
to the International Agency for the Monitoring of the Ap-
plication of Agrobiotechnology (ISAAA) and Greenpeace, 
the area of ​​crops of GM crops reached 185 million hectares 
in 29 countries of the world [11].

The reasons for growing transgenic crops in crop pro-
duction are obvious–they are characterized by growth 
rate, long-term storage, resistance to pests, high yields, 
unpretentious growing conditions, the ability to plan 
products quality and more. In animal husbandry – it is 
disease resistance, accelerated growth, the possibility 
of obtaining livestock products with adjustable quality 
indicators etc. Proponents of genetic engineering believe 
that biotechnology and GMOs will help to solve the food 
problem, dispose of agricultural waste, combat pests and 
diseases in plant and animal husbandry etc. Thus, the use 
of fertilizers, biopesticides and biofertilizers in agricul-
tural production is considered by scientists as a means of 
preserving agroecosystems and a healthy environment. 
They emphasize that in countries such as India, Canada, 
USA there is a separate legal regulation on the use of these 
biological products [12, p. 3-17].

At the same time, the active development of modern bio-
technology and genetic engineering has not only positive 
aspects. First, it is a matter of concern that the effects of the 
transgenic agricultural products’use are still unknown as 
only the first generation of humanity consumes them. Is-
sues related to GMOs and other biotechnology products are 
caused by the actual or potential harm that can be caused to 
humans when consumed in food or other direct application 
to the human body and to the environment (reduction of 
biodiversity, gene transfer, the destruction of non-target 
organisms along with pests, climate change). Regarding 
the impact on the human body there is a potential threat 
that prolonged use of such products can adversely affect 
human health, lead to cancer, antibiotic resistance, severe 
allergic reactions, impaired nervous, reproductive systems, 
vision and other issues.

It is necessary to avoid the simplified understanding of 
biotechnology in only one aspect – either as a positive or as 
a negative phenomenon that we usually see in the literature 
or in the Internet. Biotechnologies used in agricultural 
production can be divided into the following types [13, p. 
295-297] depending on their impact on human health and 
the state of the environment:

- biotechnologies that are useful to humans and so-called 
“environmentally friendly”. For example, the use of biope-
sticides, in particular, of appropriate microorganisms that 
are toxic to certain agricultural pests but safe for humans, 
animals, birds, beneficial insects and the like. The unique-

ness of the biopesticides’mechanisms action provides pro-
tection against pests resistant to traditional agents. Thus, 
in early 1930s US farmers began to use the microorganism 
Bacillus thuringiensis (Bt)as a biopesticidewhose natural 
environment is soil. Some of the proteins synthesized by 
this microorganism are deadly to insect pests including 
the corn butterfly (Ostrinianubilalis), which annually 
damages $ 1.2 billion in US agriculture. The use of aerosols 
containing proteins of Bacillus thuringiensis (Bt) allows to 
destroy insect pests without the use of synthetic chemicals 
and does not cause harm to the environment, humans, 
animals or plants [14];

- biotechnology, which may have a potential risk to 
human health or to the environment butsuch risk can be 
prevented by using of appropriate measures. It requires 
an effective legal monitoring and prevention mechanism 
for any possible risks and adverse effects from the use of 
biotechnology in agricultural production;

- biotechnology, which may have a potential or even real 
risk to human health or to the environment, which cannot 
be predicted, tracked or prevented by existing technologies 
and technical means. These threats and risks, of course, do 
not correlate with the concept of sustainable development, 
which underpins human well-being and environmental 
protection, not only for the present but also for future 
generations, organically combining environmental, eco-
nomic and social components. Given the above, the issues 
of proper legal regulation of relations arising from the use 
of biotechnologies, in particular GMOs, in the process 
of agricultural production and in ensuring the safety of 
transgenic food products are of particular relevance. Thus, 
humanity by accumulating knowledge and achievements 
of the natural, social and other sciences and incorporat-
ing them into the legal form should use all those possible 
positive aspectsregarding agricultural products. At the 
same time, the law should prevent all, even potentiall risks 
to human life and health, environment, biodiversity and 
more. That is why it is unacceptable to underestimate the 
role of legal instruments in regulating biotechnology (in 
particular GMOs) using in the agro-sphere.

International standards for the management of GMOs 
have been enshrined in the Cartagena Protocol on Biosafety 
to the 1992 Convention on Biological Diversity. There are 
two conceptual approaches to the legal regulation of these 
relations at national level. According to the former, food 
safety derived from biotechnology (mainly GMOs) should 
be considered within the framework of the integrated 
concept of “food safety”. This approach is characterized by 
the doctrinal established special principle of substantive 
equivalence [15, p. 571]. It is used in the USA where they 
believe that transgenic products aren’t different from their 
normal counterparts. The second approach is the European 
one which proceeds from the precautionary principle. It 
requires the establishment of a special legal regime for 
products obtained using GMOs until their absolute safety 
is proved. The second approach is reflected in the Law of 
Ukraine of May 31, 2007 “On the state biosecurity system 
for the creation, testing, transportation and use of geneti-
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cally modified organisms”; 3) development of the alterna-
tive forms of agricultural production. Organic agricultural 
production is one of the modern measures for implement-
ing the sustainable food policy and ensuring food security. 
It is the key to ensuring a high level of safety and quality 
of agricultural products, environmental protection and 
rural development. Growing organic products of plant and 
animal origin also has a number of environmental, social 
and economic benefits since it provides energy savings with 
minimal environmental impact of agriculture, and healthy, 
organic food is a guarantee of preserving the health of the 
population, increasing life expectancy, raising the standard 
of living. Consumption of organic products at a higher 
level provides for the physiological needs of humans for 
vitamins, trace elements and nutrients.

Proper legal regulation of the quality and safety of organic 
agricultural products is a way of guaranteeing food safety. 
The formation of the organic products quality is influenced 
by technological measures, conditions and requirements 
pertaining to the processes of its cultivation. Agricultural 
products of plant and animal origin acquire organic prop-
erties only as a result of compliance with the rules for the 
production of such products. Its quality indicators should 
be different from those of traditional products. These 
include safety, reliability, economy, environmental friend-
liness, compliance with sanitary, technological, hygienic 
and physiological standards, etc.

The safety of organic agricultural products is its most 
important characteristicin terms of its potential impact 
on human health and life. Its essence is the absence of the 
threat of harmful effects of these products to the human 
body. At the same time, the production of organic prod-
ucts is a means of ensuring environmental safety, because 
it contributes to the conservation of the environment, 
biodiversity in agrolandscapes and therefore should be 
characterized by the absence of harmful effects bothto 
consumer and environment.

Today organic farming is widespread in more than 170 
countries most of which have their own regulatory system. 
The United Nations Organization for Agriculture and 
Food (FAO) and the International Federation of Organic 
Agricultural Movements (IFOAM), World Health Organi-
zation play an important role in shaping the international 
regulatory framework for organic production. In 1963, 
the Organization for Agriculture and Food of the United 
Nations created an intergovernmental organization - the 
Codex Alimentarius Commission, which introduced In-
ternational Food Standards (Codex Alimentarius) [16]and, 
with a view to introducing uniform international require-
ments developed “Recommendations for the Production, 
Processing, Labeling and Sales of Organic Foods”. IFOAM 
has established the first Basic Standards for Organic Farm-
ing. Products cannot be declared organic unless certified 
by an IFOAM accredited body.

The legal basis for European legislation in this sphere is 
Commission Directive (EU) No 889/2008 of 5 September 
2008 «Detailed rules for organic production, labeling and 
control for the implementation of Council Regulation 

(EC) No 834/2007 on organic production and labeling of 
organic products, Council Regulation (EU) No 834/2007 
of 5 September 2008 “On Organic Production and Label-
ing of Organic Products” [17]. In non-EU countries the 
standard of the International Accredited Certification 
Bodies for Organic Production and Processing is applied 
equivalent to the European Union Standard according to 
Council Regulation (EC) No 834/2007, No 889/2008 [18].

The essential properties of organic agricultural products 
are environmental friendliness, naturalness, the absence 
of preservatives, antibiotics, other chemicals, GMOs 
and others. Compliance with these properties must be 
confirmed by a certificate. This feature is legal in nature 
because it has a regulatory framework. In addition, it is 
essential to consider the specific needs of the consumer. 
An important consumer value of such products is its 
naturalness, the absence of inorganic components. When 
buying organic products, consumers expect higher qual-
ity level. Therefore, when formulating the content of the 
legal category “quality of organic products” should be 
considered as an objective component –fixating of quality 
requirements in special regulations, standards and other 
technical documentation, confirmation of compliance 
with the certificate of conformity, and subjective – the 
ability to satisfy consumer needs in natural, environmen-
tally friendly products.

Among the responsibilities of any state to guarantee the 
right to adequate nutrition at the national level there are: 
respect for the population’s right to access to food; protec-
tion against encroachment by third parties (for example 
individuals, groups, private enterprises, other states, etc.); 
strengthening the economic and social capacity of people 
to access food. If for objective reasons the population is 
unable to use the right to food the state should provide 
access to it, for example, in the framework of food aid 
or coverage by means of social assistance to the most 
vulnerable categories of persons [19]. In order to fulfill 
this obligation, the list of internal and external threats to 
national food safety (political, economic, environmental, 
social, industrial, technological, legislative, etc.) with 
identification of possible instruments of state support for 
domestic producers and protection of the domestic food 
market, as well as the functions and competence of public 
authorities,the order of their monitoring and forecasting, 
forms and mechanisms of counteraction to these should 
be established at the legislative level. 

CONCLUSIONS
Thus, human health and the ability to exercise human’s 
natural right to life are directly dependent on the level of 
food safety.Differentiation of the food safety level among 
different countries is reflected in its legal security at the 
national level. But the globalization of this problem and the 
need to find the solutions toensurу public health require 
global approach, namely, to join forces with the interna-
tional community and to develop an effective international 
legal food safety framework.
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