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LEGAL REGULATION OF THE MEDICINES REIMBURSEMENT IN
UKRAINE: IMPLEMENTATION OF INTERNATIONAL EXPERIENCE

The article is devoted to the problems of legal adjusting of relations concerning the reimbursement of the cost
of medical services by the state for the benefit of subjects of the pharmaceutical industry: manufacturers, pharmacies,
healthcare institutions, etc. The nature of reimbursement relations was investigated.

Current domestic legislation on reimbursement is fairly new and is the result of implementing the principles of
regulatory policy in the field of health care adopted in the EU. It was also developed to implement the provisions of the
Association Agreement between Ukraine and the EU. Therefore, it is logical to conclude that the domestic legislation
has a number of disadvantages, in particular regarding the extremely narrow list of diseases for the treatment of which
medicines can be reimbursed. In addition, the fact that only the NHSU may be party to reimbursement agreements
significantly reduces the opportunities for practical implementation of state guarantees in the sphere of public health
care. Instead, expanding the scope of subjective relationships at the expense of local governments will significantly
increase the effectiveness of public policies on the availability of medicines.

The analysis of foreign experience has made it possible to establish the effectiveness of such principles of the
reimbursement system as therapeutic expediency and value for money / treatment. These principles are the foundations
of the reimbursement systems in Germany, France, the United Kingdom, the Baltic States, the Czech Republic, Slovakia,
etc. The attention is also drawn to the experience of the United Kingdom in maintaining a register of medicinal products
which may be subject to reimbursement mechanisms, the inclusion to which is based solely on information about the
efficacy of such medicinal products as confirmed by clinical trials. All of this requires further study in order to introduce
the legal support of the medicines reimbursement relations into the domestic practice.

Keywords: reimbursement, medicines, state regulation of pharmaceutical industry, availability of medicines,
State guarantees.
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3akonne pezynio6anHa Komnencayii MeOUyUHU 6 YKpaini: 6uKOHAHHA 2pasys 30ipHoi doceidueni

Y ecmammi posensanymo npobnemu npagoeoeo pe2yno8ants 8i0HOCUH 3 RPUBOOY peimOypcayii TiKapCcoKux 3aco-
618, MoOmMo 8iOWKOOYBAHHS 8APMOCHI JIKAPCLKUX NOCY2 3 ODOKY 0epiHcasu Ha KOPUCMb 8UPOOHUKIB, ANMeyHUX Mepeic,
3aK1a0i8 OXOPOHU 300p08)s1 mowio. Jocnioxiceno npupody iOHOCUH peimbypcayii. BcmanosneHo, uo mexauizm 8iouKo-
OVBAHHSA 8aPMOCMI TIKAPCLKUX 3AC00i6 € cnocobOM 3a0e3nedents: 0epiHcasor) GUKOHAKHS 2apanmill 3a2anrbHOO0CHIYN-
HOCMI MeOUYHO20 0DCIY208Y8AHHA MA MeOUYHUX nociye. JJogedero, ujo 8iH NOEOHYE 8 COOI OOHOYACHO eKOHOMIYHUL
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3Micm, WO PO3KPUBAEMbCI Yepe3 THCMPYMEHmMU KOMNEHCayli 3a paxyHoOK KOWMIE 0epicasHo2o 0100cemy sumpam
cybrekmig ghapmayesmuunoi disnbHocmi, a maxodxc npasosuil smicm. Ocmannitl 3a0e3ne4yemuvcsi KOMIIEKCOM HOPMA-
MUBHO- NPABOBUX AKIMIB, OCHOGHUL PE2YIIAMOPHULL BNIUE AKUX CNPAMOBYEMbCS HA (POPMYBAHHI YIMKUX MA NPO30PUX
3acad peimbypcayii. Ilpoeedenutl ananiz Cy4acHo20 YKpaiHcbKo20 3aKOHOO0ABCMBA 6 AHANI308aHill cdhepi nPoOemMoH-
CmMpY6as HAABHICMb CYMMEBUX HEOONIKIE ma nOmpedy NOulyKy HOGUX eqeKmuUHUX MexXaHizmie 0epicasHo2o pecyio-
sannst. OCHOGHUU aKYeHM Y YboMy KOHMEKCMI CHPSMOBAHO HA 8UUEHHS 3AKOPOOHHO20 O0CBIOY, 30Kpema 00CBI0y Kpait
€C. Okpemo Oyn0o 00CHiOHCeHO opmu ma Memoou 0epHCABHO20 Pe2yiO8AHH OOCMYRHOCMI JIKAPCOKUX 3AC00i8 Y
maxux kpainax, ax Himeyuuna, @panyis, kpainu baimii, Ilonewa mowo. /losedeno icHysants 080X OCHOGHUX Modeell
8IOHOCUH peimbypcayii, nuuie 0OHA 3 AKUX Nepeddaiac KOMNEHCAMOPHI MEXAHIZMU 3a PAXYHOK OEPICABHUX KOUIMIG.
Tnwa modens nepedbauac 30inbuier s COYianbHOL GIONOBIOATLHOCME BUPOOHUKIB TIKAPCLKUX 3AC00I8 Yepe3 MexaHizmu
30eulesleHHsl OCMAHHKIX OISl coyianbHux nompeb. Buguenns mooeneii peimbypcayii ma deporcagroi niompumru gpapma-
KONO2IYHOL 2any3i 3a KOPOOHOM BIOKPUBAE HOBI MOJNCIUBOCMI OJ11 0OCKOHALEHHS 8IONOBIOHO20 HANPAMKY 0ePHCAGHOL
nonimuku 8 Ykpaini. 3pooneno 8UCHOBOK w000 HeoOXiOHOCMI NOOAbLULOT Demanizayii 3aKOHO0ABYUX NOTOICEHD, 30KPe-
Ma WISAXOM 68€0€HHS 8 NPAKMUKY 20CN00ApPCbKOi JiAnbHOCMI CYO)EKMIE apmayeamudnol 2any3i OKpemozo 002080py
peimbypcayii sik 3acoby npakmuyHoi peanizayii depaicaguux eapanmiil y cghepi Komnencayii 6apmocmi JiKApCbKux 3a-
cobis.

Knrouoei cnosa: peimbypcayis, nikapcoki 3acobu, 00208ip peimbypcayii, 00CmynHicme JKAPCbKUX 3aco0is,
0epoicasHi eapanmii.

Formulation of the problem. The pharmaceutical sector is simultaneously one of the most attractive
and one of the most difficult industries, the former in terms of profitability and the latter in terms of production
and economic turnover relations. For business entities, such as manufacturers, pharmacy chains and other actors
in the relationship regarding the production and circulation of medicines, the existence of transparent, stable
and progressive mechanisms for state regulation of the industry is crucial. In this context, the primary task is to
develop regulatory support for the pharmaceutical industry, including the creation of optimal conditions for the
implementation of contractual relations. Expanding a modern understanding of the content and subject areas of
contractual relations in the Ukrainian pharmaceutical sector is not possible without active and thorough study
of foreign experience. The emergence of new models and new forms of activity in the analysed sector of the
economy requires increased attention from public authorities. Various forms of state participation, predominantly
incentive in nature, are considered inter alia as means of stimulating the economic activity of the pharmaceutical
market entities. However, the involvement of the state results not only from the desire to stimulate and develop
the pharmaceutical industry, but also because of the social responsibility to citizens to implement state guarantees
of medical care accessibility. The latter is achieved through a reimbursement mechanism. The relevance of the
legal regulation of reimbursement relations is dual. Firstly, the mechanism of medicines reimbursement in Ukraine
needs substantial improvement; secondly, the economic potential of reimbursement can significantly stimulate
economic activity of pharmaceutical manufacturers and substantially increase the availability of medical services
in Ukraine.

Analysis of recent research and publications. The study of the legal nature and legal support of the
reimbursement agreement is based on the modern domestic legislation, as well as on the works of leading scientists
in the this area, in particular A. V. Belichenko, T. V. Blashchuk, R. M. Voron, A. A. Kotvitska, I. V. Kubarieva, Yu.
Ye. Kurylenko, N. M. Levchenko, A. S. Nemchenko, D. O. Plekhanov, A. S. Poltavtseva, and others.

The aim of the research is to study foreign experience of reimbursement, in particular the experience of
EU countries.

Main results of research.The pharmaceutical sector is one of the most important economic areas in terms
of social responsibility and social guarantees of the state. Establishing the availability of health care at the level
of constitutional guarantees, the state should thus regulate relations concerning the production and distribution
of medicines, which will allow reaching the maximum level of guarantees instilled in the law. The medicines
reimbursement mechanism is at the forefront in this context, as it is the simplest and most effective means of
providing the public buying medicines with social guarantees.

In this context, exemplary is the opinion of D.V. Pinchuk, who in his research concludes that «The
complex, multi-level and multidimensional regulation of the pharmaceutical sector and its social significance
for the population of the country necessitate an adequate understanding of the essence of the state regulatory
policy in the field of medicines trade. It should be considered as a set of state measures aimed at improving
the legal regulation of economic relations on the pharmaceutical market and administrative relations between
regulatory authorities. Unlike other spheres of regulation, it aims to ensure the physical availability of quality
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medicines through the establishment of rules for public procurement of medicines, regulation of their wholesale
and retail trade, control over the quality of medicines, as well as the economic availability of medicines to the
end consumer through reimbursement» [1, P.15]. This posit of the scientist gives us an understanding that the
mechanism of reimbursement has a dual nature: legal and economic. In terms of economics, it is considered as a
means of stimulating the economic activity of pharmaceutical manufacturers. In terms of law, the reimbursement
mechanism is a means of providing state guarantees in the field of the medicines market regulation.

As R.A. Maidanyk notes «Reimbursement is the common name used in international healthcare practice
for the process by which the health care system influences the availability of medicines and medical services to the
public. The basic principle of pharmaceutical assistance is to ensure the economic (price) and physical (availability
on the market of the country) accessibility of medicines for all segments of the population, achieved through the
mechanism of state pricing regulation» [2, P. 168-169].

All this gives grounds to argue that reimbursement is possible only in the conditions of public-partner
relations, since both state and private sector entities are parties to these relations, which, based on their legal
nature, must be formalized by contract.

Thus, it seems quite reasonable to use the definition of reimbursement proposed by A. S. Poltavtseva,
who understands this phenomenon as «a means of state regulation of economic activity in the pharmaceutical
field, which entails partial compensation of the medicinal product costs at the level of the reference price, taking
into account marginal supply and marketing (retail) allowances in favour of the economic entity. It is aimed
at establishing a socially oriented level of prices for medicines and medical products for certain categories of
individuals and is used in combination with state regulation of prices for medicines to rationalize the state budget
expenditures» [3, P. 226-232.]. This approach reveals another important feature of reimbursement as a mechanism
for public-private relations - the rationalization of public spending.

Summarizing the above, we can conclude with our own definition. Thus, reimbursement is a system of
relations drawn up by means of a special contract built on the principles of public-private partnership between
state bodies and manufacturers of medicinal products. It provides for making the medicinal products available
to the population in the amount necessary to ensure the implementation of the system of state guarantees for the
availability of health care, and at the same time ensuring high economic performance of the pharmaceutical market
actors through instruments of medicines cost compensation, or promoting their activities in another way — by
creating a competitive environment on this market.

Current Ukrainian legislation in this field is based on a number of state guarantees, reflected in particular
in the Constitution of Ukraine, Fundamentals of the legislation of Ukraine on health care, the Law of Ukraine «On
Medicines», etc.

Thus, according to Article 49 of the Constitution of Ukraine «Everyone has the right to health care,
medical care and health insurance. Health care is provided by state funding of relevant socio-economic, health
and wellness, and prevention programmes. The state creates conditions for effective and accessible health care for
all citizens» [4]. This norm is the starting point and it is also crucial for the whole legal support of reimbursement
relations in Ukraine. It is detailed, and its content is expanded in other legal acts, and in fact it is this state
guarantee regarding the accessibility of health care that serves as a benchmark for the development of the whole
range of state policy instruments in the sphere of regulation for the pharmaceutical market and activities of the
pharmaceutical industry.

The above provision of the Constitution of Ukraine is best revealed in the system of health care principles,
which are established in Article 4 of the Fundamentals of the legislation of Ukraine on health care. Some of the
main principles are: «Recognition of health care as a priority activity of society and the state, one of the main
factors of survival and development of the Ukrainian people; respect for the human and citizen rights and freedoms
in the field of health care and the provision of related state guarantees; citizens’ equality, democracy and public
access to health care and other health care services, etc. » [5]. The outlined principles reflect the organizational
and legal aspects of the medicines market regulation, and form the boundaries of state influence on the health
care sector, setting indicators whose achievements will demonstrate the completeness and effectiveness of public
administration in the specified field.

This is most clearly defined in the provisions of Art. 8 and Art. 54-55 of Fundamentals of the legislation
of Ukraine on health care, which define the basic principles of state protection of the right to health care, as well
as the mechanisms, procedures and limits of medicines provision.

In addition, the availability of medicines and medicinal products is guaranteed by the Law of Ukraine «On
Medicines», which does not directly indicate the existence of a reimbursement mechanism, but does declare that
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the availability of medicines shall meet the needs of citizens and the minimum state standard of medical care. Thus,
according to Part 2 of Art. 3 of the said Law «for the purpose of exercising the right of citizens of Ukraine to health
care, the state ensures the availability of essential medicines, protection of citizens in the event of harm to their
health due to the use of medicines for medical purposes, and provides benefits and guarantees to certain groups of
the population and categories of citizens by providing them with medicines in case of illness» [6]. Therefore, the
state understands the reimbursement mechanism as a way of ensuring citizens’ access to medicines and creating
appropriate state regulation mechanisms aimed at securing the interests of both manufacturers and consumers.

It should be noted that the implementation of the reimbursement mechanism in the domestic legislation
was made possible by the implementation of the provisions of the Association Agreement between the EU and
Ukraine as a prerequisite for sustainable development and economic growth [7]. However, as noted by T. Skaskiv,
as well as A.A. Kotvitska and I.V. Kubarieva, Law of Ukraine «On Medicines», does not meet the requirements of
EU law, has a huge number of blanket norms, and is devoid of direct mechanisms for regulating many relationships
in the medical field. This, among other reasons, can explain the low efficiency of the practical implementation of
the reimbursement mechanism. That is why it is important to continue exploring the foreign experience, and in
particular the EU experience, to enhance the capacity of the domestic legal support for reimbursement relations [8],.
Overcoming the shortcomings of the domestic reimbursement system is possible, first of all, through widespread
implementation of certain provisions of 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; Council Directive
89/105/EEC of 21 December 1988 relating to the transparency of measures regulating the prices of medicinal
products for human use and their inclusion in the scope of national health insurance systems.

Inthe above-mentioned EU Directives, the states’ obligation to ensure the availability of health care services
is linked with mechanisms of economic incentive and economic cooperation between national governments of EU
Member States and pharmaceutical market participants to optimize the costs associated with reimbursement of the
partial cost of medicines to not only pharmacy chains, but also health care facilities and even to manufacturers of
medical drugs directly.

In general, as noted by R.M. Voron, all models of reimbursement relations that exist in different countries
ofthe world, may be divided them into two systems: state - purely social in nature and private - dominated by private
pharmaceutical assistance[9, P. 105-109]. The first model is of more interest as it involves active participation of
the state in the processes of reimbursement of medicines.

According to A. S. Poltavtseva, the most striking example of the practical implementation of this model
is the German reimbursement model, «which is based on the principles humanism and taking into account the
generally recognized level of achievements in medicine. This follows from § 70 of the Social Code of Germany
(hereinafter referred to as the SCG), which states that insured persons are guaranteed the provision of medical
services that are proportionate to their needs and meet the generally recognized level of achievement in medicine»
[10, p. 228-230].

We can conclude that the principle of therapeutic expediency of medicines is the basis for the reimbursement
system in Germany, which is not the case in Ukraine. This means that the reimbursement is not for the benefit of
a particular pharmacy institution or network, but for the benefit of a particular medicine, the use of which is most
appropriate to the needs of the protocol of treatment for a particular disease. In addition, the application of this
principle opens the possibility to apply a reimbursement mechanism even in the case of non-prescription drugs.

The UK'’s experience is indicative of the existence of a separate register of medicines in this country - the
British National Formulary, in which entries are based solely on «information confirmed by evidence from clinical
trials. In this case, the reimbursement is based on the principle of correlation of the «efficiency / cost» indicators.
That is, a medicine must be no less effective and safe than a formulation with the same indications and have a
similar or better «efficiency / cost» indicator to be subject to the reimbursement mechanism.» [9, p.107-108].

Indeed, the existence of such a National Formulary is a logical practice for improving the efficiency of
state regulation of the pharmaceutical industry as a whole. However, it should be noted that the introduction of a
medicinal product into such a Formulary is only one of the conditions for applying the reimbursement mechanism.

A.V. Bielichenko notes that in the «old» EU countries (Great Britain, France, Italy, Germany, Austria,
Belgium, Norway, Portugal, Finland) the mechanisms of state regulation for providing the population with
medicines are based on the principle of centralization of state codes. In some European countries (Denmark,
Sweden and Switzerland), appropriate mechanisms, mainly based on decentralization, are in place. In many EU
countries, there is a furthering decentralization in the state regulation of providing medicines to the public [11, p. 9].
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Nevertheless, decentralization of public management of medicines cost compensation means only
expanding the possibilities for public funds allocated to these needs. This also means granting such powers to local
self-government bodies, which confirms the expediency of introducing relevant foreign experience in the domestic
practice of reimbursement relations. However, most EU countries have strict conditions and criteria for entering
medicinal products on such national formularies or registers.

It should also be noted that the principle of reference pricing can be based on the mechanism of
reimbursement, as A. S. Nemchenko and Yu. Ye. Kurylenko mention. For example, such practices, according
to researchers, are typical of countries such as the Polish Republic, Slovak Republic, Hungary, Serbia, and the
Republic of Latvia. They use the method of reference pricing as the main criterion for calculating the prices of
medicines subject to reimbursement. This method is also used in Ukraine, but its short period of application thus
far makes unambiguous conclusions about effectiveness unfeasible [12, p.17].

Onthe otherhand, the diversity of methods and principles underlying the system of medicines reimbursement
in EU countries is offset by the existence of insurance medicine. According to O. Soldatenko «Compulsory health
insurance allows for more effective reimbursement mechanisms that can be reduced to two types of compensation:
for insured persons and for pharmacy institutions. The use of a mechanism, a list of state-reimbursed drugs or
medicines, and the level of reimbursement depend on the peculiarities of the national health care system and
the model of health insurance» [13]. For example, in France, reimbursement is applied to pharmacies, but to the
maximum extent possible provided for in the state budget. At the same time, verification of the implementation of
reimbursement programmes is carried out not only by the state, but also by local self-government bodies and even
insurance companies, which are also active participants of the reimbursement program, although not party to the
relevant contract.

Conclusions. Summarizing the above, the following conclusions should be drawn. First, an analysis
of the doctrinal provisions and studies of leading scientists has made it possible to formulate a definition of
reimbursement at theoretical level. Thus, reimbursement is a system of relations drawn up by means of a special
contract built on the principles of public-private partnership between state bodies and manufacturers of medicinal
products. It provides for making the medicinal products available to the population in the amount necessary to
ensure the implementation of the system of state guarantees for the availability of health care, and at the same time
ensuring high economic performance of the pharmaceutical market actors through instruments of medicines cost
compensation, or promoting their activities in another way — by creating a competitive environment on this market.

Second, current domestic legislation on reimbursement is fairly new and is the result of implementing the
principles of regulatory policy in the field of health care adopted in the EU. It was also developed to implement the
provisions of the Association Agreement between Ukraine and the EU. Therefore, it is logical to conclude that the
domestic legislation has a number of disadvantages, in particular regarding the extremely narrow list of diseases
for the treatment of which medicines can be reimbursed. In addition, the fact that only the NHSU may be party to
reimbursement agreements significantly reduces the opportunities for practical implementation of state guarantees
in the sphere of public health care. Instead, expanding the scope of subjective relationships at the expense of local
governments will significantly increase the effectiveness of public policies on the availability of medicines.

Third, the analysis of foreign experience has made it possible to establish the effectiveness of such principles
of the reimbursement system as therapeutic expediency and value for money / treatment. These principles are the
foundations of the reimbursement systems in Germany, France, the United Kingdom, the Baltic States, the Czech
Republic, Slovakia, etc. The attention is also drawn to the experience of the United Kingdom in maintaining a
register of medicinal products which may be subject to reimbursement mechanisms, the inclusion to which is
based solely on information about the efficacy of such medicinal products as confirmed by clinical trials. All of
this requires further study in order to introduce the legal support of the medicines reimbursement relations into the
domestic practice.
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