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ABSTRACT:
The author of this scientific investigation discloses the genesis of the medical law institute and its sub-institute (subbranch), medicinal products circulation in the law system of Ukraine. According to the researchers, there are the
following grounds for separation of medical law institute: increase in the number of legal provisions regulating
Ukrainian health care industry in general and its sub-sectors in particular; needs of practical activity of medical and
preventive establishments facing the most problems of medical and legal nature; requests of legal practice showing the
increase in the value of special knowledge related to the peculiarities of public administration of medical and
pharmaceutical activities; raising the level of legal literacy of people in the field of medical services evidenced by
increasing the number of appeals of citizens in the case of poor quality of care and poor-quality medicinal products
and medical devices. It is suggested in the paper to understand the sub-institute (sub-sector) of the medicinal products
circulation as a structural element of medical law, which includes a system of homogeneous relations that regulate
pharmaceutical activity, i.e. the development, production, storage, transportation, quality control, import, export, sale
and disposal of medicinal products. Based on the disclosure of content and types of legal regulations, their legal force,
the medicinal products circulation sub-institute (sub-branch) may be categorized as follows: a) rules of conduct, which
are already enshrined in legal regulations, if they are not fully legalized, but are declarative or not subject to
implementation; b) various kinds of social and professional standards which directly regulate the behavior in the
health care sector.
Keywords: health care, medical law, legal system, medicines, medicinal products circulation, institute, sub-institute
(sub-branch).

[I]NTRODUCTION
The below research: Firstly, the researchers
substantiated the need in the establishment of a

medical law institution; secondly, they analyzed
the sub-institutes (sub-branches) of law; thirdly,
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they defined their own concept of medical law
institute. The paper suggests the author's
approach to the creation of the medical law
institute, which is the basis for developing the
most promising directions of development of the
domestic legislation in this area.
[II] MATERIALS AND METHODS
The work concept is based on the use of general
scientific and special-scientific methods and
techniques of scientific cognition. Historical and
legal method allowed to determine the
preconditions of the emergence of the medical
law institution as a structural element of the law
system, characterized by a set of legal provisions
governing the kind of homogeneous social
relations in the medical industry, as well as the
formation of scientific and theoretical views on
nature, problems with the establishment of the
medical law institute. The comparative legal
method was used to compare doctrinal
approaches to the establishment and development
of the medical law institute. The systemstructural method contributed to the awareness of
the separation of sub-institutes (sub-branches) of
medical law, and namely: health care
management, public medical and preventive care,
medical treatment, paid medical services, etc. The
formal legal method has allowed to
comprehensively examine the current state of
legislative and normative regulation of the
medical law institute, identify the shortcomings
of its activities, gaps, contradictions and
miscalculations,
as
well
as
develop
recommendations aimed at their elimination.
Research Purpose and Objects
The purpose of this article is to substantiate the
necessity and feasibility of implementing the
medical law institute into the legal system of
Ukraine. Also, the authors thoroughly described
the structure of medical law and its components
(sub-institutions (sub-branches). Medical law is
the object of the research. The interest of such
national researchers as O.Yu. Bytiak, Z.S.
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Hladun, A.I. Harkusha, O.V. Kuzmenko, V.K.
Kolpakov, V.F. Moskalenko, S.H. Stetsenko,
O.H. Strelchenko, H.T. Tereshkevych, T.V.
Pedchenko, V.M. Pashov, V.M. Rudyi, O.V.
Liubinets, I.Ya. Seniuta, O.H. Rohova, V.M.
Tretiakov, E.Yu. Makhmudov [1, 2, 3, 4, 5, 6, 7,
8, 9, 10] in the legal regulation of medical legal
relations may be explained by a number of key
factors that necessitate the creation of a separate
legal institution, the institution of medical law
with its sub-institutions (sub-branches), among
which the following should be underlined:
increase in the number of legal acts
regulating the health care sector of Ukraine in
general and its sub-sectors in particular;
the need in practical actions of medical
and preventive establishments, as they are those
facing problems of medical and legal nature the
most often;
legal practice requests, which indicate an
increase in the value of special knowledge related
to the peculiarities of public administration of
medical and pharmaceutical activities;
raising the level of legal literacy of
people in the field of medical treatment,
evidenced by the increase in the number of
appeals of citizens in the case of poor quality
treatment and poor-quality medicinal products
and medical devices [9, p. 5].
[III] RESULTS
Based on the study, it is argued that the system of
law is objectively determined by the unity and
consistency of the state legal provisions and their
division into separate interconnected elements:
branches of law, sub-branches of law and legal
institutions.
That is why, in order to substantiate the essence
of medical law, it is expedient to determine
exactly its system, which should consist of the
following elements:
1. medical law provisions;
2. medical law institute;
3. medical law sub-institutes (sub-branches) [11,
p.47].
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The said categorization of medical law into the
relevant elements is related to the consideration
of the internal structure of medical law by
“smaller to larger” principle, i.e. from the
smallest piece (medical law provision) to the
largest (institute and sub-institute (sub-branch)
creating together the medical law as a separate
branch [11, p.47].
Thus, the primary element of the medical law
system is the provision of medical law, which
must be defined as a structural element of the ;aw
system, which is defined as a general rule of
conduct intended to regulate medical legal
relationships, including legal relations in the field
of medical treatment, and provided with state
coercion. The specifics of medical law is that as a
complex branch, it includes the rules of various
branches of law: criminal, civil, administrative,
etc. For example, the issue of implementing
compulsory measures of a medical nature is
regulated by criminal and administrative law
provisions. Public administration in health care
are regulated generally by administrative law
provisions. Civil law regulates relations between
patients and health care institutions, health care
contracts, etc. [11, p.47].
The said provisions should have the following
criteria, and namely:
a) rules of conduct, which are already enshrined
in legal regulations, if they are not fully legalized,
but are declarative or not subject to
implementation;
b) various kinds of social and professional
standards which directly regulate the behavior in
the health care sector.
The institute is the next element of medical law
system as the branch.
The general theory of law is defined by the law
institute as a group of legal provisions that are an
integral part of a branch or sub-branch of law and
govern homogeneous social relations that are
closely interconnected [10, p. 459]
That is why, in our opinion, the institution of
medical law must be understood as a structural
element of the system of law, which is
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characterized by a set of legal provisions
governing the kind of homogeneous social
relations in the medical industry.
The theoreticians of the law define the law
system sub-institute (sub-branch) as a system of
homogeneous subject-related institutes of a
certain branch of law. Many branches of law have
their sub-institutes (sub-branches) [10, p. 460].
Unlike legal institutes, sub-institutes (subbranches) are not compulsory components of
each branch, but they are present in the branch in
question.
Medical law institute includes the following subinstitutes (sub-branches) of law:
health care management,
public treatment and prevention,
medicinal products circulation,
paid medical services, etc. [10, p. 339].
Accordingly, our research considers the
medicinal products circulation itself, which is a
sub-institute (sub-branch) of medical law as a
branch of law. We believe that medical law subinstitute (sub-branch) is the direct element of law
system as a whole [10, p. 460].
[IV] DISCUSSION
Core Material Description
We had to underline that coherence and
development of the medical law institution
reflects the development of this public
administration, that is, its component, and is the
starting point for its development. This position
should be confirmed by the objective and
subjective factors of the medical law institute
development. It should specify the medical law
regulation subject, find out its essential features
and determine the place of medical law in the
legal system of Ukraine among other legal
institutions.
Issues of legal provision of medical and
pharmaceutical activities have recently become of
particular relevance in Ukraine. This is primarily
due to the active development of medical and
pharmaceutical industry, the introduction of
voluntary health insurance and the development
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of a regulatory framework for the introduction of
compulsory state social health insurance, the
introduction of reimbursement of medicines,
implementation of the Available Medicine
Governmental Program, using the latest medical
science advances (transplantology, reproductive
technologies,
cloning),
improvement
of
administration in the field of health care, etc. The
above summarizes the necessity of introducing
such a powerful institute of law as medical law
with its sub-institutes (sub-branches).
Recently, the need for legal protection of patients
and doctors, legal support of medical institutions,
and the creation of a legislative framework for
the health care system reform are all more
topical. That need arose due to increased public
attention to cases of damage to health due to poor
quality of medical care; the emergence of new
biomedical technologies (for example, auxiliary
reproductive technologies), causing a lot of
ethical and legal issues; the necessity of
normative and legal support of the initiated
reforms in the industry, etc.
Scientists emphasize the need to make maximum
efforts to create the theoretical foundations and a
single concept of medical law, as well as to
develop clear positions, not only from the point
of view of the theory of law, but also from the
practical application of law, approaches to the
assessment of relations in the health care as the
most important social sphere.
Over the past years, the traditional perception of
the doctors and pharmacists as artists, and not as
a professionals, has changed. The development of
legislation, the quality control of medical and
pharmaceutical assistance, the adverse effects of
medical intervention, all of this is far from a
complete list of reasons that increase the
“legalization” of the profession of doctors and
pharmacists, and, accordingly, “legalize” medical
law as the institute of law. Today's realities of
medical and pharmaceutical practice show clearly
that a doctor and pharmacist who does not know
their rights and responsibilities and the limits on
which responsibility comes must not be admitted
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to professional activity. To a greater extent, the
above applies to the professional medical and
pharmaceutical competence (or incompetence) of
the health care managers of various ranks in
Ukraine. The need for the proper legal
competence of this category of doctors and
pharmacists is confirmed by various factors, here
are the core ones [10, p. 340]:
—
health care reform;
—
significant changes in the regulatory
framework for regulating the provision of
medical care and provision of medines;
—
the introduction of governmental
programs to provide medicines for a certain
category of patients (Available Medicine
Program);
—
fast development of medicine and
pharmacy;
—
paid medical services at public and
municipal treatment and prevention institutions;
—
development of voluntary medical
insurance;
—
the opportunity for patients to protect
their rights in the provision of medical and
pharmaceutical assistance,with all available
means, including by way of applying to the court,
etc. [8, p. 249].
Medical law as an institution of law becomes
especially important in the light of the medical
reform in Ukraine, with new, legislative and
regulatory acts, which regulate the creation of a
modern, effective national legal system, are being
amended, improved, supplemented and created,
enabling Ukraine to integrate into European legal
community, to form effective institutions of civil
society and to build a truly democratic, social,
and law-governed state [9].
RESULTS
Thus, to date, justification of the role and place of
medical law in the legal system of Ukraine is
absolutely appropriate and urgent.
It is worth mentioning that the medical law in
European countries is determined differently. For
example, in Germany, the structure of medical
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law includes such components as: treatment law
(Arztrecht),
pharmaceutical
law
(Arzneimittelrecht), medical instruments/products
law (Medizinproduktrecht), transfusion law
(Transfusionsrecht), which are determined by the
regulating object. In Poland, medical law is
characterized by the rights of patients and the
duties of doctors and includes the varieties of
legal liability of all subjects of medical legal
relationships [15, 16].
In our opinion, the formation and development of
medical law should be based on the following
principles:
firstly, it should have the essential features of
law;
and secondly, it should arise and exist within the
scope of medical professional activity: in science,
practice, ethics and deontology of medical
workers, the rules and procedures of medical
institutions, etc.
The coherence and development of the medical
law institution reflects the development of this
public administration, that is, its component, and
is the starting point for its development. This
position should be confirmed by the objective
and subjective factors of the medical law institute
development. It should specify the medical law
regulation subject, find out its essential features
and determine the place of medical law in the
legal system of Ukraine among other legal
institutions.
This means that the institution of medical law
should have its own peculiarities that determine
the method and subject of legal regulation, as
well as the system of medical law with its subinstitutes (sub-branches), and legal regulations.
The development of the medical law institute is
based on medical practice and ways of its
regulation. It should be pointed out that during
the medical activity specific rules of behavior are
transformed into legal medical standards. The
basic set of such rules of conduct in the medical
field should be considered as the main source of
the creation and development of the medical law
institution [10, p. 460].
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Accordingly, there was a need for the creation of
a separate legal institution within which this
activity would be regulated, namely the medical
law institution with its interrelated elements.
Today, medical law is the branch of law and a
part of the legal science, which becomes relevant
in the light of the reforms and is experiencing an
important time of its creation as an institution of
law [10, p. 460].
Now, there are sharp discussions on the
allocation of medical law in a separate institute of
law, with its direct institutions of law determining
its place in the system of legal science.
Arguing the need for the separation of institutes
and sub-institutes of medical law, we must
distinguish the system of medical law, i.e., its
internal structure [10, p. 460].
DISCUSSION
The empirical basis of the research is based on
surveys of 350 health care professionals about the
need to distinguish medical law as a separate subinstitute of law, and according to respondents, it
allows to: 1) to systematize the standards of
medical law in one codified act; 2) determine the
legal status of health care professionals and
establish a system of guarantees of the rights of
health care professionals 3) to legislatively
improve the provisions regulating the medicinal
products circulation procedure in the system of
law of Ukraine.
CONCLUSION
Based on the foregoing, it should be noted that
the sub-institute (branch) of medical law is a
structural element of the law system, a separate
part of the relevant field of law governing certain
groups of public relations in health care industry.
In our case, such institute (branch) is medicinal
products circulation. We believe that the subinstitute (sub-sector) of the medicinal products
circulation should be understood as a structural
element of medical law, which includes a system
of homogeneous relations that regulate
pharmaceutical activity, i.e. the development,
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production, storage, transportation, quality
control, import, export, sale and disposal of
medicinal products.
As we can see, the circulation of medicines is a
kind of pharmaceutical activity, which is carried
out in the health care industry as "personified"
and large-scale specialized business.
FINANCIAL DISCLOSURE
The introduction of a new model for financing
medical treatment involves preserving the powers
of local self-government bodies in the health
sector as a whole, and creating opportunities for
their full implementation of tasks that are the
creation and proper functioning of the medical
law institute with its sub-institutes (subbranches). The Cabinet of Ministers of Ukraine
will clearly define the list of services to be
provided within a designated institution,
completely ensured at the expense of the state
budget.
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