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REGULAMIN PRZYJMOWANIA 1 0GLASZANIA PRAC

W WIADOMOSCIACH LEKARSKICH

. Miesiecznik Wiadomosci Lekarskie jest czasopismem Polskiego Towarzystwa

Lekarskiego, ma charakter naukowo-edukacyjny. Zamieszczane sa w nim prace
oryginalne, kliniczne i doswiadczalne oraz pogladowe w jezyku polskim lub an-
gielskim oraz innych jezykach (za zgoda redakdji).

Publikacja pracy w Wiadomosciach Lekarskich jest pfatna. Od stycznia 2017 roku
koszt opublikowania artykutu wynosi 1000 zt plus 23%VAT. Jezeli pierwszym
autorem pracy jest cztonek Rady Naukowej czasopisma lub zespotu recenzentéw
— za druk nie pracy nie pobieramy opfaty, jesli zas jest kolejnym wspétautorem
— optata wynosi 500 zt plus 23%VAT. Wydawca wystawia faktury. Opfate nalezy
uisci¢ po otrzymaniu pozytywnej recenzji, przed opublikowaniem pracy. Z opta-
ty za publikacje zwolnieni sa cztonkowie Polskiego Towarzystwa Lekarskiego
z udokumentowang optata za sktadki cztonkowskie za ostatnie 3 lata.

Prace zapisane w formacie DOC (z wytaczeniem rycin, ktére powinny stanowi¢
osobne pliki) nalezy przesta¢ poczta elektroniczng na adres redakji: Agnieszka
Rosa - amarosa@wp.pl.

Objetos¢ prac oryginalnych — facznie z rycinami i pismiennictwem — nie moze
przekracza¢ 21 600 znakéw (12 stron maszynopisu), prac pogladowych — do
36000 znakow (20 stron).

Strona tytutowa powinna zawierac:

— tytutw jezyku angielskim i polskim,

— petne imiona i nazwiska autoréw,

— afiliacje autoréw,

Praca oryginalna powinna mie¢ nastepujaca strukture: wstep, cel pracy, materiat
i metody, wyniki, dyskusja i wnioski, ktdre nie moga by¢ streszczeniem pracy.
Przy zastosowaniu skrotéw konieczne jest podanie petnego brzmienia termi-
nu przy pierwszym uzyciu. W pracach doswiadczalnych, w ktérych wykonano
badania na ludziach lub zwierzetach, a takze w badaniach klinicznych, nalezy
umiesci¢ informacje o uzyskaniu zgody komisji etyki badari naukowych.
Streszczenia zaréwno w jezyku polskim, jak i angielskim powinny zawiera¢ 200-
250 stéw. Streszczenia prac oryginalnych, klinicznych i doswiadczalnych powin-
ny posiadac nastepujacg strukture: cel, materiat i metody, wyniki wnioski. Nie
nalezy uzywac skrotéw w tytule ani w streszczeniu.

Stowa kluczowe (3-6) nalezy podawac w jezyku angielskim i polskim, zgodnie
z katalogami MeSH (Medical Subject Headings Index Medicus http://www.nim.
nih.gov.mesh/MBrower.html). Stowa kluczowe nie moga by¢ powtérzeniem ty-
tutu pracy.

Materiat ilustracyjny - ryciny, wykresy, rysunki, fotografie, slajdy - powinien by¢
opisany cyframi arabskimi i zapisany jako pliki JPG, TIFF lub EPS o rozdzielczosci
300 DPI (nie w plikach tekstowych). Ich opisy nalezy przesta¢ w osobnym pliku.
W tekscie musza znajdowac sie odniesienia do wszystkich rycin (w nawisach

okragtych).

. Tabele — ich tytuty (nad tabel) i tre$¢ - powinny by¢ zapisane w programie

Microsoft Word, ponumerowane cyframi rzymskimi. Wszystkie stopki dotyczace
tabeli powinny znajdowac sie ponizej tekstu tabeli. W tekscie pracy nalezy umie-
Sci¢ odniesienia do wszystkich tabel (w nawiasach okragtych).

. W wykazie pi$miennictwa utozonym wedtug kolejnosci cytowania nale-

7y uwzgledni¢ wylacznie te prace, na ktdre autor powotuje sie w tekscie.
W pracach oryginalnych nie powinno by¢ wiecej niz 30 pozycji, a w po-
gladowych nie wiecej niz 40 pozycji. Kazda pozycja powinna zawierac:
nazwiska wszystkich autorow, pierwsze litery imion, tytut pracy, skrét
tytutu czasopisma (wg Index Medicus), rok, numer, strone poczatkowa
i kocowa. Przy pozyqach ksiazkowych nalezy podac: nazwisko autora
(autordw), pierwsza litere imienia, tytut rozdziatu, tytut ksiazki, wydaw-
nictwo, miejsce i rok wydania. Dopuszcza sie cytowanie stron interneto-
wych z podaniem adresu URL i daty uzycia artykutu oraz o ile to mozliwe
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nazwisk autoréw. Kazda pozycja pismiennictwa powinna mie¢ odwotanie

w tekScie pracy umieszczone w nawiasie kwadratowym, np. [1], [3—6].

Pozycje zapisuje sie w spos6b zaprezentowany w Zataczniku nr 1 do niniejsze-

go regulaminu umieszczonym na stronie internetowej czasopisma.

Po pismiennictwie nalezy podac adres do korespondencji, nazwisko i imie pierw-

szego autora, adres, numer telefonu oraz adres e-mail.

Do pracy nalezy dotaczy¢ owiadczenie podpisane przez wszystkich autordw

okreslajace udziat poszczegdlnych autordw w przygotowaniu pracy (np. koncep-

Ga i projekt pracy, zbieranie danych i ich analiza, odpowiedzialnos¢ za analize

statystyczna, napisanie artykutu, krytyczna recenzja itd.), a takze oswiadczenie,

ze biora oni odpowiedzialno$¢ za tres¢. Ponadto nalezy zaznaczy(, ze praca nie

byfa publikowana ani zgtaszana do druku w innym czasopismie.

Jednoczesnie autorzy powinni podac do wiadomosci wszelkie inne informacje

mogace wskazywac na istnienie konfliktu intereséw, takie jak:

— zaleznosci finansowe (zatrudnienie, ptatna ekspertyza, doradztwo, posiadanie
akgji, honoraria),

— zaleznosci osobiste,

— wspdtzawodnictwo akademickie i inne mogace mie¢ wptyw na strone mery-
toryczng pracy,

— sponsorowanie catosci lub czesci badan na etapie projektowania, zbierania,
analizy i interpretacji danych lub pisanie raportu.

Konflikt intereséw ma miejsce wtedy, gdy przynajmniej jeden z autoréw ma po-

wigzania lub zaleznosci finansowe z przemystem bezposrednie lub za posrednic-

twem najblizszej rodziny. Jesli praca dotyczy badan nad produktami czesciowo

lub catkowicie sponsorowanymi przez firmy, autorzy maja obowiazek ujawni¢

ten fakt w zataczonym oswiadczeniu.

Kazda praca podlega weryfikacji w systemie antyplagiatowym (zapora

ghostwriting).

Redakdja przestrzega zasad zawartych w Deklaragji Helsiriskiej, a takze 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 odnoszace sie do zwierzat lub ludzi musza by¢ zgodne z zasadami etyki

okreslanymi przez Komisje Etyczna.

(zasopismo recenzowane jest w trybie podwojnej, slepej recenzji. Nadestane

prace s3 oceniane przez dwdch niezaleznych recenzentéw, a nastepnie kwali-

fikowane do druku przez Redaktora Naczelnego. Recenzje maja charakter ano-

nimowy. Krytyczne recenzje autorzy otrzymuja wraz z prosha o poprawienie

pracy lub z decyzja o niezakwalifikowaniu jej do druku. Procedura recenzowania

artykutéw jest zgodna z zaleceniami Ministerstwa Nauki i Szkolnictwa Wyzszego

zawartymi w opracowaniu ,Dobre praktyki w procedurach recenzyjnych w na-

uce” (Warszawa 2011).

Redakgja zastrzega sobie prawo redagowania nadestanych tekstow (dokony-

wania skrétow i poprawek). Prace s3 wysytane do akceptagji autoréw. Poprawki

autorskie nalezy przesta¢ w terminie 3 dni od daty wystania wiadomosci e-mail

(pocztg elektroniczna). Brak odpowiedzi w podanym terminie jest rownoznacz-

ny z akceptagja przez autora nadestanego materiatu.

Przyjecie pracy do druku oznacza przejecie praw autorskich przez Redakcje Wia-

domosci Lekarskich.

Autorzy otrzymuja nieodptatnie plik PDF wydania, w ktdrym znajduje sie ich

praca, a na zyczenie - egzemplarz drukowany. Plik elektroniczny przeznaczony

jest do indywidualnego uzytku autora, bez prawa do rozpowszechniania bez

zgody redakgj.

Prace przygotowane niezgodnie z regulaminem zostang zwrdcone autorom do

poprawienia.

Redakcja nie odpowiada za tres¢ zamieszczanych reklam.
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ORIGINAL ARTICLE
PRACA ORYGINALNA

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 scientificapproaches 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

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
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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
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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.
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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, Ne 5- 311, 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-pi., 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 resultin 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
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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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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 requlation 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.

KEY WORDS: healthcare marketing, pharmacy crimes, corruption and medical sales representative

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
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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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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 (p. 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 a) and giving bribes in the healthcare sector
(5299 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-
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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
§299a. 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 Bekdmpfung
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 organizations 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
druginformation 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.” [*!] 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-
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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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ABSTRACT

Introduction: The article analyzes the medical and legal analysis of the professional right to justified medical risk and the grounds for exclusion of their responsibility for the
occurrence of negative consequences as a result.

The aim:of the article is to review the legal regulation of medical risk at the international level and, based on that analysis, to define the concept of justified medical risk and
to analyze its main features.

Materials and methods: International acts, legislation of European states, scientific developments, jurisprudence were analyzed, building on dialectical, comparative, analytical,
formally logical, statistical, complex methods of scientific research and sociological method (questionnaire).

Results: The survey found that most physicians understand some of the actions that a doctor takes to improve a patient’s health, and believe that the risk begins with the
identification of circumstances that may endanger the patient’s life and health. The results made it possible to confirm that the medical risk is present in the practical activity
of each of the doctors, and the main purpose is to save the life and health of the patient.

The analysis of court convictions shows that due to insufficient regulation of risk, its onset and basic features, most of the concepts are evaluative, which leads to a lack of
uniformity of jurisprudence on medical risk issues and the unlawful prosecution of doctors.

Conclusions: Based on the analysis of key signs of medical risk, it has been formulated that justified medical risk is the risky action of a doctor within the framework of normative
acts on treatment, which are performed in order to protect the life and health of the patient, if the stated goal cannot be achieved by risk-free actions. The study also revealed
trends in the use of justifiable risk by physicians in practice.

KEY WORDS: right to life and health, treatment, medical risk, justified medical risk

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.
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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;
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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
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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
amedical 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
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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
patientss 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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ABSTRACT

Introduction: The problem of medical errors is always relevant in medical literature and law. Meanwhile, itis 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.

Conclusions: The research gave the authors a reason to conclude that both medical and legal sciences are still far from the unity of views on the concept of “medical error”.
Medical errors significantly affect the authority of a medical institution, a particular doctor, or the state as a whole, and have severe consequences for patients. An analysis of
the medical literature and ECHR practices has led to the conclusion that a medical error occurs when itis possible to completely exclude the quilt of medical professionals in the

form of intent or negligence. In case of a medical error the criminal liability of the doctor is excluded.

KEY WORDS: medical error, medical negligence, patient rights, ECHR practice, the positive obligations of the state in the field of health care

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-
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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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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 staft.

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
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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 womans 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.

Itis 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’ 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
ofa 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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ABSTRACT

Introduction: The core of physician’s non-compete agreements problematics lies in complex system of controversial interests, rights and goals of subjects involved. On the
one hand non-compete restrictions and their enforceability is an obvious part of employer’s legitimate business interest based on the freedom of contract, on the other — free
unrestricted market, preventing of monopolization, availability of medical assistance and healthcare, right to choose a doctor are social standards and thus — a part of public
interest, in addition to this — non-compete restrictions impact physician’s right to work. Balance between these components is pretty sensitive and hard to achieve.

We can find enforceability of physician’s non-compete provisions in different types of relations: employment contracts, partnership agreements, sale of medical practice. But
complexity of mixing law, ethical, social issues along with different approaches of legal regulations rises the relevance of research.

Material 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: Non-compete agreements may have social benefits in some situations: serve as an instrument to protect trade secrets thus stimulate innovation; reducing of worker’s exit
probability could increase quality of medical services due to training of employees etc. But also, there are some serious risks to employee, to employer and to society as a whole.
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 compensation. 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 enforcement practice to determine minimal and maximal limits of such restrictions.

US legal concept is clearly based on implementing of legally prescribed restrictions for non-compete with physicians (along with other categories). 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
legal provisions for physicians' non-compete regulation.

Conclusion: Lack of legal requlation and law enforcement practice in this sphere worldwide is obvious, so the starting point in resolving of physician's non-compete enforceability
issue will be choosing of suitable concept. Analyzing of proposed concepts, we came to the conclusion that the most perspective will be an approach of specification and

clarification of “reasonability” meaning in terms of evaluation physicians’non-compete agreement validity and their impact on public interest.

KEY WORDS: non-compete agreement, non-compete clause, covenant not to compete, physician employees, medical staff

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”, ¢) 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
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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
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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, § 24-11-1]; 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.

Asto 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),

2424

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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ABSTRACT

Introduction: In the medical field, using of information-analytical technologies and expert systems is becoming increasingly common. Therefore, the problem of quality of
normative acts (documents), which unify the standards of the newest methods of medical activity, becomes urgent. But, unfortunately, legal experts state that there s a problem
of errorsin regulations of different branches of rulemaking. A rulemaking error can be recognized as inconsistency of a text or a rule of law’s content regarding its purpose. There
are two types of legal errors: purely textual and substantive (algorithmic).

The aim: The aim of the article is to demonstrate the possibilities of using information technology based on BPMN to display algorithms and identify algorithmic errors in
requlations that adjust activities of health care professionals.

Materials and methods: It is used BPMN (Business Process Model And Notation) technology in the research. With its help, a logical-analytical check of algorithm scheme for
treatment of abnormal uterine bleeding, provided in the normative document of the Ministry of Health of Ukraine “Unified Clinical Protocol of Primary, Secondary (specialized)
and Tertiary (highly specialized) Medical Care. Abnormal Uterine Bleeding’, approved by the order of the Ministry of Health of Ukraine on 13.04.2016, No. 353. Algorithmic errors
in the scheme were checked using Microsoft Visio software. According to the results of the logical-analytical examination of the mentioned normative act’s text, a scheme of
algorithm for treatment of abnormal uterine bleeding in BPMN was constructed.

Results: The use of the proposed BPMN-based information technology and Microsoft Visio software allows you to control the algorithmic nature of requlated medical practice
processes and to detect errors, to create visual models of schematically requlated medical practice algorithms.

Condusions: The proposed information technology, based on BPMN can be used to display algorithms and detect errors in requlatory acts that adjust activity of medical professionals.

KEYWORDS: algorithmic, BPMN, errors in requlations

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

Wiad Lek 2019, 72,12 cz. I, 2427-2433

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., Soltysik-Piorunkiewicz A., Ziuz-
ianski 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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Table I. IT Graphic Elements based on BPMN.

Graphic Element

Graphicimage, application example

Start Event of Process

An AUB patient

End Event (Result) of Process

O

Treatment
was given

Tasks to perform in the Process

Surgical
treatment

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

Desire for
pregnancy or
reluctance to

take
hormones?  No

v

Yes—p

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
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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).
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AUB
Anarnesis, laboratory
2 and instruraental L
Orgzanic pathology researches Inorganic pathology ]
Desire for pregnancy or Yes
reluctance to take horaones?
Y
Treatment according
to the protocol
A 4 No
Progestins Combined contraceptives
1-st line: LNG-IUS 1 ™\ 1-st line: E2B f DNG
2-nd line: gestagens in cyclic 2-nd line: COCP 30 mecg EE2
mode, injection, iraplant € other forras of CC
\ 4
No effect i
portability = .

Surgical treatment [€

K-
No effect or poor portability

I |

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)

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
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Fig. 2. AUB Treatment Algorithm Identical to the Protocol Algorithm (p.26) but Constructed Using BPMN

(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-
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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-



INFORMATION TECHNOLOGY OF VERIFICATION OF ALGORITHMIC OF MEDICAL REGULATIONS

‘ An AUB patiert

1 Anaranesis,
| laboratory and
instrumeéntal Desire for
w®searches pregnancy or
4 rell.u.:ta nce to
B homones?
cbtectgﬁ.

|
|
.

Inorgaric =
Pﬂﬂﬁgy <‘}\/ o

[u]

L 4

[7Combimd coniracep tives 1  Treatroent

o

Rule
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Gateway having less than two input Sequence Flows must have at least two output Sequence Flows

When using Start Event and End Event a task or a subprocess that is not a compensation action, must have output Sequence Flow

Fig. 3. Screenshot of Algorithmic Errors in the AUB Treatment Scheme Detected by Microsoft Visio.

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 (thombus) 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
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Fig. 4. AUB Treatment Algorithm, Constructed Using BPMN, Taking into Account the Detected Algorithmic Errors

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
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not BPMN, need to be developed. And then analyze those

projects, including using Microsoft Visio software.
Itisimportant that the proposed I'T 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
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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 I'T 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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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 (56, 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 operationsin
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 theirimpact 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.

KEY WORDS: cancer, health protection, public health, psychosocial disabilities, sickness, X-ray
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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
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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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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
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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
ofhostile 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
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Table 1. 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 1499 1295 1865 1385 950
in of one or another criminogenic group. This situation Regarding crimes related to terrorism, while in 2013 only
threatens the «transition» to the next, less favorable in 4 facts were fixated since 2014 more than one thousand
terms of criminogenic, group of indicators. crimes have been consistently committed (Table I).
Indeed, the maps below show that many of these ener- Terrorism was a completely new phenomenon for Ukraine.

gy facilities, in particular nuclear and gas transportation  If previously such cases were not recorded at all due to their ab-
systems and their networks, are located in regions with  sence, 894 terroristacts (Art. 258 of the Criminal Code) and 427
high levels of terrorist threat, social tension, high rates of  cases of a terrorist group or terrorist organization establishing
homicide and suicide (Fig. 2, 3, 4). (Art. 258° of the Criminal Code) were recorded in 2014. In 2015
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itwasaccounted 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.
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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.
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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. Aslong 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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ABSTRACT

Introduction: Attempt of Crimea annexation by Russia, further sanction and legal isolation of the peninsula created specific conditions for the local medical infrastructure
and health protection.

The aim:of this article is to determine the current legal and organizational policies of Russia and Ukraine regarding health protection for the Crimean residents, evaluate their
results after the five years of Russian effective control over Crimea.

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.

Results: Research shows that the attempt of Russia to establish since 2014 its own model of health care in Crimea 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
of healthcare for such numerous people that temporarily relocated from peninsula to the government-controlled territory stays not well-satisfied.

Conclusions: International organizations with the relevant mandate must pay more attention to the healthcare issues for the Crimeans, such circumstances should be
monitored by the UN and OSCE missions and be covered by the ICRC mission in Kyiv. Ukrainian health care reform must consider the requirements for medical aid of Crimeans

that temporarily relocated from peninsula.

KEY WORDS: (rimea, Health Care, Insurance, Migration

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
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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, Ne 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 Of 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-
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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 28" of March 2018 Ne 218-p 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 28" 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
aidin 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.
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ABSTRACT

Introduction: The article is devoted to the research of topical issues of ensuring the rights of persons suffering from mental disorders and who are subject to criminal proceedings
on the application of compulsory medical measures (hereinafter — CMM). The research was conducted in the context of international standards and interpretative practice of
the European Court of Human Rights (hereinafter referred to as the ECHR or the Court).

The aim: The aim of this study is to analyze international acts concerning the protection of the rights of mentally ill persons when applying compulsory medical measures; to
highlight and analyze the ECHR’s key positions in the context of respect 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 proceed