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ABSTRACT

The aim: To identify the role of evidence-based medicine, its principles and approaches to patients' rights protection and the provision of medical service optimization, the
skills of medical staff improvement, increasing the objectivity of court decisions in cases of non-providing quality care or death.

Materials and methods: The authors used the decisions by the European Court of Human Rights (ECtHR) on the statements of victims of unprofessional actions by doctors,
international and domestic regulations on patients' rights, statistics on the results of criminal proceedings on violations of patients' rights over the past 5 years, case law of criminal
and civil jurisdiction in this category of cases, the results of surveys of prosecutors, as well as the results of research by scientists in the field of medical law and criminalistics.
The research is carried out on the basis of a harmonious combination of philosophical approaches, general scientific and special methods of scientific knowledge, the complex
of which is chosen taking into account the goals and objectives, object and subject of research.

Conclusions: In order to implement the patients' rights by legal means in accordance with the Convention for the Protection of Human Rights and Fundamental Freedoms,
the European Charter of Patients' Rights and other international regulations in the field of medicine, the authors argue the need for greater implementation of evidence-based
medicine into the practice of medical institutions as a means of improving the level of medical care and an obvious source of relevant information for litigation to protect the
rights of patients and doctors. For patients' rights protection in the diagnosis and treatment of diseases, it is proposed to requlate a set of such measures: 1) to include in the
educational programs of pharmacy and medicine such disciplines as «Evidence-Based Medicine» and «Rights of the patient and medical worker's rights»; 2) to oblige the doctor
to explain to the patient or to his/her representative the differences of treatment protocols, to provide information to patients about official sources, which contain information
on unified and updated treatment protocols and diagnosis of certain diseases, to obtain informed consent by the patient (his/her representative) on certain medical quideline; 3)
to recognize medical guidelines as sources of law in criminal and civil proceedings as a kind of benchmarks for clarifying and assessing the facts of non-performance orimproper

performance of professional duties by a medical or pharmaceutical worker, violation of patients' rights, as well as means for doctors' legal protection and etc.
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INTRODUCTION

A few international health care legal acts have been ad-
opted in recent decades, in particular: Universal Declara-
tion of Human Rights; Convention for the Protection of
Human Rights and Fundamental Freedoms; International
Covenant on Civil and Political Rights; International
Covenant on Economic, Social and Cultural Rights; Eu-
ropean Social Charter (revised) (ETS N 163); Declaration
of Lisbon on the Rights of the Patient, etc. Their norms
are included in the legislation of many countries around
the world, including Ukraine. Thus, some provisions of
these regulations are contained in the Constitution of
Ukraine, Civil, Family and Criminal Codes of Ukraine,
laws of Ukraine «Grounds of Ukrainian legislation on
health care», «On ensuring the sanitary and epidemio-
logical well-being of population», «On the personal data
protection», protocols, standards and other legal acts in
the field of health care. Article 5 of the European Charter
of Patients' Rights states that «Each individual has the
right to freely choose from among different treatment
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procedures and providers on the basis of adequate infor-
mation». The right to freedom of choice in health care is
enshrined in the Civil Code of Ukraine (Part 2 of Article
284, Article 633), in the laws of Ukraine «Grounds of
the legislation of Ukraine on health care» (clause «d» of
Article 6, part 2 Article 34, Article 36, Article 38), «On
Consumer's Rights Protection» (Article 21).

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

In view of the above, it is important for Ukraine to ac-
tively take the necessary organizational and legal measures
aimed at improving the quality of medical services, pro-
tecting the rights of patients from unprofessional actions
by doctors, including by appealing to the courts.
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THE AIM

To show the advantages of evidence-based medicine, to
argue the need for more active implementation in medical
practice of unified and local clinical protocols developed
and approved on the basis of evidence-based medicine and
existing international standards, which should be consid-
ered in judicial practice as benchmarks to compare doctors'
activities while providing medical care for the treatment
of one or another disease. To identify factors that hinder
or prevent the implementation of clinical protocols in
medical practice as a means of realizing the patient's and
doctor's right to a fair and effective justice. To assess the
impact of the absence of such protocols on the objectivity
ofa court decision on non-provision or improper provision
of medical care. To propose a set of measures that will help
to the patients' rights protection.

MATERIALS AND METHODS
In order to achieve the objectives of the study, 25 judgments
of the European Court of Human Rights on applications of
victims of improper provision of professional duties by a
medical or pharmaceutical worker, statistics on the results
of criminal proceedings on violations of patients' rights
over the past 5 years, the results of questionnaire of 128
prosecutors, 195 criminal court verdicts and 275 decisions
and rulings by civil courts were analyzed. They were ac-
cessed through the official websites of the European Court
of Human Rights (ECtHR) and the Judicial Administration
of Ukraine. In particular, the decision of the European
Court of Human Rights «Case of Arska v. Ukraine» of
5 December 2013 on application Ne45076/05 (violation
of Article 2 of the Convention - inconsistency with the
clinical protocols of doctors' actions to establish the pa-
tient's mental health and his/her ability to make decisions
independently) [1]; decision on application Ne 4605/05
«Case of Petrova v. Latvia» of 24 June 2014 (violation of
Article 8 of the Convention - transplantation of organs
(kidneys and spleen) without the consent of the mother
of the deceased in a traffic accident, his mother learned
eight months after the death of her son about the fact of
transplantation) [2]; decision on application Ne10060/07
«Case of Bataliny v. Russia» of 23 June 2015 (violation of
Article 3 of the Convention - testing of a new medicinal
product on a patient without one's consent) [3] and others.
In addition, international and Ukrainian legal acts were
studied and analyzed (Universal Declaration of Human
Rights, Convention for the Protection of Human Rights
and Fundamental Freedoms, International Covenant on
Civil and Political Rights, International Covenant on Eco-
nomic, Social and Cultural Rights, Declaration on Physi-
cian Independence and Professional Freedom, European
Charter of Patients' Rights, International Code of Medical
Ethics, Constitution of Ukraine, Criminal and Civil Codes
of Ukraine, Laws of Ukraine «Grounds of Ukrainian Leg-
islation on Health Care» and «About Consumers' Rights
Protection», Decree of the President of Ukraine «About
doctor's oath», orders of the Ministry of Health of Ukraine,
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etc.), which regulate legal relations in the field of medical
services provision.

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

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

REVIEW AND DISCUSSION

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



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

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

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

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

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

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

using a large amount of empirical material [10];

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

evidence-based medicine allows to create individual
treatment programs for the disease at any level of medical
care provision;

evidence-based medicine ensures the achievement of
the maximum effect of treatment with minimal use of
pharmaceuticals. According to Hans-IkoHuppertz, the
application of effective approaches and avoidance of in-
effective medical recommendations will cause the quality
of medical services improvement [12];

- evidence-based medicine is aimed at reducing the influ-
ence of subjective factors on the choice of criteria for diag-
nosis and treatment of a particular patient in accordance
with the recommended algorithms.

Thus, evidence-based medicine could be defined as the
faithfully, accurate and meaningful use of the best results
of clinical studies to choose a method of treatment for
a particular patient [13]. It is a kind of approach, the
concept of a new modern clinical thinking, based on the
collection, analysis, generalization and interpretation of
information for the choice of methods and treatment rec-
ommendations, which are or will be obtained as a result of
clinical experiments on human beings [14]. While doing
so the development and selection of optimal criteria for
diagnosing diseases of patients is a key component of evi-
dence-based medicine, where special attention should be
paid to the development of a standardized set of indicators
based on the results of clinical testing [15]. Therefore, the
inclusion into the pharmacy and medicine educational
program of evidence-based information is appropriate and
extremely important in the permanent growing role and
responsibility of physicians and pharmacists to meet the
needs of patients in the use of drugs in compliance with
one's rights [16].

In 1992, a world organization, named in honor of
Archibald Cochrane - the Cochrane Collaboration, was
established. Its primary task is to systematize informa-
tion for periodicals and analyze the results of research in
medical science and treatment practice. Today, doctors,
researchers, and representatives of consumer organizations
from around the world prepare systematic reviews and
analyzes of clinical studies at the research centers of the
Cochrane Collaboration. The results of their activities are
publicly available in an electronic evidence-based database
called The Cochrane Library, which contains systematic
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reviews, abstracts and research in all areas of medicine
and healthcare. Summaries of examinations are available
free of charge, as well as a self-search on the server is
available, which is a significant asset of medicine [17]. In
view of the above, we consider it appropriate to join the
opinion of scientists and practitioners on the need to open
a Ukrainian branch of the Cochrane Collaboration and its'
electronic library [18].

The degree of evidence of certain clinical studies is
determined jointly by the Cochrane Collaboration, the
World Health Organization, the Society for Critical Care
Medicine and the British Medical Journal. Guidelines for
doctors in the form of certain standards and protocols are
created on the basis of reliable scientific evidence.

It should be emphasized that the use in clinical practice
of clinical protocols and clinical guidelines as documents
containing requirements and recommendations for
methods of medical care should be considered as one of
the most important ways to implement evidence-based
medicine. The main order regulating the introduction of
evidence-based medicine in Ukraine is the Order of the
Ministry of Healthcare of Ukraine Ne 751 «On the creation
and implementation of medical-technological documents
for standardization of medical care of the Ministry of
Healthcare of Ukraine» 0f28.09.2012. In addition, order of
the Ministry of Healthcare of Ukraine Ne 1422 of December
29, 2016, which allows Ukrainian doctors to use interna-
tional clinical protocols in their work, came into force.
The mentioned protocols are, first of all, a clear algorithm
of actions for practicing doctors. The implementation of
international protocols would contribute coherence in
the provision of medical care to patients at all levels, as
well as ensures that each patient receives a high level of
medical care.

According to the Law of Ukraine «Grounds of the
Legislation of Ukraine on Health Care», a clinical proto-
col is a unified document that defines the requirements
for diagnostic, treatment, prevention and rehabilitation
methods of medical care and their sequence. A clinical
recommendation, according to the Order of the Ministry
of Healthcare of Ukraine Ne 751 of 28.09.2012, is defined
asa document containing systematic provisions on medical
and medical-social care, developed using evidence-based
medicine methodology on the basis on confirmation of
their reliability and credibility, and is aimed at providing
assisting the doctor and the patient in making a rational
decision in different clinical situations.

There are several types of clinical protocols: 1) inter-
national clinical protocols; 2) unified protocols approved
by the Ministry of Healthcare of Ukraine on the basis
of guidelines for the various diseases treatment; 3) local
protocols (routes), which are developed on the basis of
unified and approved by the relevant officials (usually these
protocols are approved by the Department of Healthcare of
the regional state administration and are approved by an
order of the chief physician of the health care institution).
They could be supplemented by appropriate additions, for
example, «Information card of the main actions in the case
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of anaphylaxis», which further detailed the algorithm of
actions of the doctor in the selection and implementation of
treatment measures is prescribed; 4) new clinical protocols,
which are created according to the initiative of a particular
doctor on the basis of international clinical protocols and
other guidelines for the treatment of various diseases and
approved by the relevant internal order of the health care
institution.

The special literature drew attention to certain shortcom-
ings of the existing unified and local clinical protocols and
the procedures for their development and approval. In par-
ticular, unified clinical protocols may contain trade names
of drugs, which lead to lobbying the interests of certain
manufacturers of pharmaceutical products. In some cases,
unified protocols are developed according on the «personal
experience» of the members of the working group and on
the outdated, non-evidence base. Unified and local clinical
protocols are mainly prepared according to the capabilities
of the healthcare system, and not to the needs of patients.
It violates the right of patients to access the information
about modern treatments methods. Moreover, despite
the methodology of development of unified protocols
approved by the Order of the Ministry of Healthcare of
Ukraine No. 751, which meets European standards, the
end result is far from them in practice. Since 2012, only 123
unified protocols have been created in Ukraine, covering a
small percentage of diseases. Therefore, the permission to
use new clinical protocols really provides access to world
standards of almost all diseases treatment, without waiting
for the working groups in Ukraine to complete the devel-
opment of unified protocols [19].

Evidence-based medicine also provides a greater oppor-
tunity for the doctor to choose the optimal method of treat-
ment at his/her discretion. Thus, if at the same time there
is a unified clinical protocol and a new clinical protocol,
then according to the decision by the doctor a new clinical
protocol could be applied. In this case, the doctor should
explain the differences in treatment protocols and oblig-
atory to obtain the patient's informed consent (in certain
situations the decision is made by a legal representative).
When a new protocol is used, the doctor is relieved of the
obligation to use a unified protocol.

Unified clinical protocols remain mandatory if the health
care facility does not approve new clinical protocols or the
patient has not given an informed consent. Healthcare in-
stitutions have the right to independently select and trans-
late international protocols, with their subsequent approval
by the relevant internal order. Such protocols are allowed to
be used only in the work of still that particular healthcare
institution. While doing so, doctors, other subjects of med-
ical services, regardless of their educational-qualification
level and position (paramedic, nurse, etc.) have to access
these protocols verifying this fact by the signature and to
strictly adhere to their provisions while the medical care
provision. According to Michelle Robson and co-authors,
healthcare professionals must adhere to clinical protocols
and be aware of certain risks when choosing patient treat-
ments. Otherwise, the doctor may face professional disci-
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plinary punishment, prohibition or restriction on medical
activities, loss of professional reputation [20].

Contacts with various international institutions and
organizations facilitate the process of intensifying the ac-
cess by medical workers to clinical protocols based on ev-
idence-based medicine. Thus, thanks to the cooperation of
the Ministry of Healthcare of Ukraine with the company of
the Finnish medical-scientific society Duodecim Medical
Publications Ltd., which specializes in integrated solutions
in the field of evidence-based medicine, an online platform
for primary care physicians was created and introduced.
Modern clinical protocols based on evidence-based medi-
cine could be found there and accordingly, it is possible to
deepen physicians' professional knowledge [19]. In addi-
tion, the protocols approved by the Ministry of Healthcare
of Ukraine on the basis of guidelines for the various dis-
eases' treatment are now collected for convenience on the
website of the Ukrainian Medical Journal [21]. The NGO
«Foundation of Medical Law and Bioethics of Ukraine»
also joined the implementation of these ideas [22].

It is also interesting that one of the options for checking the
quality of a scientific publication in the field of medicine is its
«blind» (anonymous, independent) peer review by three or
more specialists in this field. Not only doctors but also patients
could check the quality and effectiveness of any treatment
methods at the same time. On this issue, Martin Bientzle and
co-authors rightly believe that the choice of pharmacological
or surgical treatment methods for patients should be made
jointly by physicians and patients, which will help the patient
to make informed decisions about optimal treatments based on
factual data analysis obtained due to the evidence-based med-
icine measures [23]. Steffen Héafner and co-authors emphasize
that physicians should perceive the patient as a person, who
makes decision on the way of his/her treatment, and not the
one who agrees with the physician's opinion on that issue in
advance [24]. A reasonably well way to protect patients' rights
has been proposed by US doctors, who have set up an online
communication system at three medical centers with patients
who have visited doctors and received records in their medical
cards describing symptoms, medical diagnosis and treatment
suggested. Analysis and summarization of the survey of 1,400
patients allowed to find that in 25% of cases, medical records
contained significant inaccuracies that could potentially lead
to a deterioration in patients' health status. The most common
types of potential inaccuracies included a description of symp-
toms (21%), previous medical problems (21%), prescribed
meds (18%), and important additional information about
chronic diseases and patient health conditions (15%). Inaccu-
racies in the medical records were subsequently corrected and
medical appointments were adjusted. The authors of the idea
believe that the cooperation of doctors with patients will help
protect their rights and increase the effectiveness of treatment
[25]. In other words, evidence-based medicine helps to establish
a dialogue between doctors and patients who, according to
Dainius Puras, should participate in decision-making regarding
future diagnostic and therapeutic interventions [26].

Thus, in modern conditions, due to global informati-
zation, patients' rights are expanding. Healthcare pro-

fessionals are no longer the only source of information
about the symptoms and diagnosis of diseases, methods
and protocols for their treatment, modern medicines and
medical equipment, treatment options for certain diseases
in medical clinics around the world, possible risks and
causes of negative results of healthcare provision. That is
why medical and pharmaceutical workers generally try not
to violate the rights of the patient, as they are constantly
under close control by the state, society, law enforcement
bodies, patients themselves and their relatives.

In the context of the considered issues, the statement that
clinical protocols should be developed and approved only
on the basis of unambiguous medical information based on
the results of scientific research and clinical observations,
should be axiomatic. It also applies to the emergence of
new, unknown diseases, which are of a mass character,
having intensive for widespreading and require immediate
response by the relevant government agencies. Corona-
virus disease COVID-19 could be considered as such.
In the context of the COVID-19 pandemic conditions,
pharmacological studies on the effectiveness of treatment
of this disease based on the approaches of evidence-based
medicine have become especially relevant. Clinical treat-
ment protocols for COVID-19 treatment are constantly
changing and supplemented. In order to achieve the most
coordinated possible approach to obtaining the results of
medicines testing in the European Union, the document
«Guidance on the management of clinical trials during the
covid-19 (coronavirus) pandemic» was published [27]. In
addition, most countries around the world are conducting
research to develop protocols for early diagnosis of this
disease, establishing the stages of the disease and the degree
of risk to the patient's life. Depending on the presence of
associated comorbidities, treatment methods and their
effectiveness are analyzed. Thus, in the United Kingdom, a
group of scientists analyzed the effectiveness of treatment
of 22,361 patients for the period from May 21, 2020 to
June 29, 2020, who were observed by doctors at least for
four weeks. The results of these studies were immediately
published in the public access on the Internet [28]. That
is why rather hasty statements about the completion of
vaccine development from COVID-19 (as one that has not
been properly researched) cause some concern.

The introduction of evidence-based clinical protocols
is intended not only to optimize the provision of medical
services, but also to facilitate the collection of evidence
of the guilt or innocence of doctors in criminal and civil
proceedings. At the same time, the protocols themselves
should be considered as sources of law, as a kind of guide
in clarifying and assessing the facts of non-performance or
improper performance of professional duties by a medical
or pharmaceutical worker, violation of patients' rights, as
well as measures for doctor's legal protection.

It should be noted that there are different approaches to
resolving conflicts that arise between doctors and patients
in world practice. Thus, in the United States, the United
Kingdom, Canada, New Zealand, South African Republic
and other countries, disputes arising from harm to the life
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and health of patients while performing of their professional

duties by healthcare workers are mainly resolved by methods

of civil law regulation. Criminal measures are applied only
in special cases. Whereas in Japan, Saudi Arabia, Belarus,

Russia, Kazakhstan, Armenia, and Latvia, medical work-

ers are primarily criminally liable for the results of their

professional activities under general rules that provide for
liability for harm to life and health. In particular, according
the Criminal code of the Russian Federation it is possible
to bring the doctor to criminal responsibility under several

articles: Art. 109 (causing death by negligence), Art. 118

(causing grievous bodily harm through negligence), Art.

124 (non-providing care to the patient), Art. 235 (illegal

medical or pharmaceutical activities) [29]. According to

the data by Investigative Committee of Russia, only 10% of
criminal cases investigated against doctors go to court, in

90% of cases investigators prove their innocence. Only those

doctors who have committed gross violations of treatment

standards and protocols are prosecuted in Russia [30].
According to the results of the analysis of the statistics

of the pre-trial investigation bodies (see Table 1), it was

established that the corpus delicti provided for in Art. 140

of the Criminal Code of Ukraine (Improper performance

of professional duties by a medical or pharmaceutical
worker), is the most widespread among crimes against life
and health of a person, the subjects of which are medical

workers. Thus, from January 2016 to September 2020, 3182

such criminal offenses were registered. At the same time,

only in 11 (0,35%) criminal proceedings medical workers
were given a notice of suspicion, and only 8 (0,25%) pro-
ceedings were sent to court with prosecuting acts. At the

same time, a significant part of criminal proceedings (1608

or 50,53%) was subsequently closed by the pre-trial inves-

tigation bodies, primarily due to the absence of a criminal
offense or the absence of a corpus delicti.

For the same period under the Article 141 «Violation of
the patient's rights», the suspicion was not handed over
to any doctor, 3 proceedings were closed, and no decision
was made at all on the other two.

In view of the above, among the main problems of the
investigation of «medical crimes» there are the following:

- the lack of investigator's medical knowledge, and hence
the need to involve relevant experts, medical and phar-
maceutical workers as specialists in the conduct of inves-
tigative (searching) actions;

- the lack of proper experience and practice of investigating
criminal offenses of this category. For example, out of
128 interviewed prosecutors, only 31 (26,3%) indicated
that they had faced with proceedings concerning the im-
proper performance of professional duties by a medical
or pharmaceutical worker in practice;

- the need to quickly obtain the decision of the investi-
gating judge on temporary access to things and medical
documents, which leads to a situation where due to de-
lays in obtaining such a decision, the medical institution
manages to destroy the evidence in practice;

- mutual help of medical workers, which consists in evi-
dence destroying (medical card data, test results, etc.);

2800

- the desire to attribute any unsuccessful manipulation or
surgical intervention that led to serious consequences
solely to a medical error;

- covering up by the heads of medical institutions of their
subordinates, active opposition to the investigation;

- difficulty in distinguishing negligence from accident,
medical error and justified medical risk.

In turn, the analysis of case law shows that the courts are

guided primarily by the provisions of clinical protocols in

making a decision on the guilt of a particular medical worker

[32; 33; 34]. Clinical protocols are also the basis for acquittals

of doctors. Thus, during the court hearing it was found out

that the doctor had no reason to believe that the patienthad a

disorder in the body regarding thrombosis, which later led to

her death. He made recommendations for the treatment of the
patient with the exception of certain laboratory tests, the ab-

sence of which could not affect the course of the disease [35].

Clinical protocols as sources of evidentiary information
are also used by courts of civil jurisdiction while clarifying
the circumstances of providing the appropriate level of med-
ical care and making decisions on compensation for material

and moral damage caused by deteriorating health [36; 37;

38]. At the same time, well-founded court decisions, which

not only state the fact of existing errors in the diagnosis and

treatment of the disease, but also determine the amount of
compensation to the patient, emphasizes Maya Peled-Raz,
contribute to the realization of one's rights to appropriate
medical care [39]. National human rights organizations also
pay attention to this fact in their reports [40].

CONCLUSIONS

Appropriate medical care is the provision of medical care
by a healthcare professional in accordance with current
clinical protocols and guidelines based on evidence-based
medicine, considering the clinical situation and respecting
patients' rights, especially — with the informed consent of
the patient on medical intervention.

The introduction into medical practice of the principles
and approaches of evidence-based medicine should be
seen as a significant step towards reforming the medical
field, improving the medical services provision, and the
patients' rights protection. Created on the basis of med-
ical information, the reliability of which is undoubtable,
clinical protocols are rightly considered as an effective
tool for improving the efficiency of medical professionals.
In addition, in court-investigative practice, they serve as
an informative means of proving the guilt or innocence
of medical workers for non-performance or improper
performance of their professional duties.

While creating guidelines that serve as the basis for the
development and approval of clinical protocols, it is neces-
sary to use those methods of diagnosis and treatment, the
effectiveness of which has been proven in clinical studies
in hundreds of thousands of patients.

To implement the rights of the patient in the diagnosis
and treatment of diseases, it is necessary to regulate a set
of such measures:
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Table 1. Information on the results of criminal proceedings in Ukraine by article 140 of the Criminal Code of Ukraine «Improper performance of professional
duties by a medical or pharmaceutical worker» (from January 2016 to September 2020) [31].

Ao Notices of Criminal Criminal offences  Criminal offences without
Criminal offenses . . . . o

Year . suspicion proceedings sent where proceedings any decision to the end of

registered . . R
given to court were closed the review period
2016 642 2(0,31%) 1(0,16%) 208 (32,39%) 641 (99,84%)
2017 725 2(0,27%) 2(0,27%) 234 (32,27%) 723 (99,72%)
2018 655 3 (0,45%) 3 (0,45%) 251 (38,32%) 652 (99,54%)
2019 669 2(0,28%) 1(0,15%) 296 (44,24%) 668 (99,85%)
January- o o o o

September 2020 492 2(0,41%) 1(0,20%) 203 (41,26%) 490 (99,59%)

Table 2. Information on the results of criminal proceedings in Ukraine under Article 141 of the Criminal Code of Ukraine «Violation of the patient's rights»

(from January 2016 to September 2020) [31].

Criminal offences in

Criminal offences where

Criminal offences Criminal offences without

Year the review period . g . where proceedings any decision to the end of the
. notices of suspicion given . .
included were closed review period

2016 1 0 1(100%) 0

2017 1 0 1(100%) 0

2018 1 0 1(100%) 0

2019 1 0 0 1 (100%)

January-
September 1 0 0 1(100%)
2020

1. To include in the curricula of pharmacy and medicine
such disciplines as «Evidence-based medicine» and
«Medical worker's and patient's rights».

2. Oblige the physician to explain to the patient or his/her
representative the differences of treatment protocols,
provide information to patients about official sources
that contain information on unified and updated pro-
tocols on treatment and diagnosing of certain diseases,
to obtain informed consent from the patient (or his/her
representative) about a specific guideline.

3. Recognize guidelines as sources of law in criminal
and civil proceedings as a kind of benchmarks in
clarifying and assessing the facts of non-performance
or improper performance of professional duties by
a medical or pharmaceutical worker, violation of
patients’ rights, as well as means of doctor's legal
protection etc.
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