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ABSTRACT 

The study deals with the analysis of the EU legislation provisions in the field of pharmaceutical market regulation. The main focus is laid 
on the analysis of the provisions of the EU founding acts as well as of the secondary legislation. The features of the legal regulation of the 
EU pharmaceutical market are distinguished based on the analysis of Directive 2001/83 provisions, including for the purpose of 
implementing certain legal regulation mechanisms in the legislation of Ukraine. A special focus is made on the study of EU pricing 
instruments in the pharmaceutical sector. In particular, the mechanisms of regulating the price of pharmaceuticals by means of reverse 
payments are studied. The procedure for admission of pharmaceuticals to the EU market is addressed, and other mechanisms of non-
price regulation of the pharmaceutical sector are explored. The necessity to implement the EU experience in the field of pharmaceutical 
market regulation into Ukrainian legislation has been proved, taking into account the interests of national manufacturers. The principles 
and the key foundations of combining the objectives are revealed for providing the EU citizens with high-quality and affordable 
medicines while protecting European pharmaceutical manufacturers and enhancing their competitive advantages through state regulation 
over the non-European manufacturers. Such findings demonstrate the need to integrate the abovementioned objectives in order to 

achieve the goal of ensuring the development of the Ukrainian pharmaceutical market. 
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Introduction   

The development of the EU pharmaceutical industry is closely 

linked to two systems of regulators: the system of economic 

regulators and the system of state-legal regulators. Considering 

the pharmaceutical market as a solely economic category, we 

agree that its functioning fully complies with the principles of 

the market economy, free competition, and freedom of choice 

of forms in the way of conducting business. However, we also 

agree that this market is subject to state regulation, which 

necessitates the subordination of all economic processes to 

certain rules that are uniform throughout the EU. Such rules are 

shaped by a system of organizational and legal support, which 

includes legal, institutional, organizational, and other 

mechanisms of governmental influence on the functioning of the 

pharmaceutical market. Legal and regulatory support has an 

objectively leading place since it defines the basic principles of 

the economic activity of all its participants, as well as all the 

forms of such an activity, from the development of medicines 

and ending up with their sale. Considering Ukraine's European 

integration aspirations, it is quite reasonable to look into the 

most powerful legal regulation methods of the analyzed market 
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within the EU in order to further implement them in Ukrainian 

legislation. 

Thus, the purpose of this study, apart from analyzing the EU 

legislation on the pharmaceutical market regulation, is to 

identify its most essential regulators for the purposes of national 

legislation in Ukraine. To achieve these goals, it is necessary to: 

• analyze the EU legislation on fixed assets and vectors of 

legal regulation of the EU pharmaceutical market; 

• identify the most effective mechanisms for the legal 

regulation of the pan-European market for medicines; 

• define the specific instruments of legal regulation of the 

pharmaceutical market that are feasible for 

implementation in the national legislation of Ukraine. 

Materials and Methods 

The principal materials underpinning this study are based are 

the EU legal acts such as the EU Establishment Agreement and 

the EU Functioning Agreement, as well as EU Directive 

89/105;[1] EU Directive 2001/83;[2] EU Directive 65/65;[3] as 

well as EU Council Regulations. At the core of the research lies 

the work of leading experts in the field of EU pharmaceutical 

law, both European and Ukrainian. Thus, of the utmost 

importance are the works, which are devoted to the main 

aspects of state regulation.[4, 5] Some scholarly contributions are 

devoted to the analysis of the EU pricing policy.[6, 7] The work[8] 

addresses the regulation features of such components as the 

release and distribution in the pharmaceutical market. 

A thorough study of the legal regulation problem of the EU 

pharmaceutical market from the standpoint of the possibility to 

implement some of its provisions in the Ukrainian legislation 

was carried out in the scholarly works.[9-13] 

In order to accomplish the goal of this research and to more 

comprehensively study the underpinning material base, a 

synthesis of various scientific methods was used. Of particular 

importance are the following methods: system analysis, 

dialectics and synthesis methods, which were gradually 

providing insight into the legal regulations of the EU 

pharmaceutical market. First analyzing the EU Directives and 

then examining the provisions of the EU Regulations, the main 

tools and instruments for state regulation of pharmaceutical 

market development were identified. The formal logical 

method and the structural analysis tools revealed major 

weaknesses in the legal regulation of the EU pharmaceutical 

market, as well as the issues of addressing the means of 

regulating the pharmaceutical segment in Ukraine. Overall, it 

was the combination of several research methods that gave 

insight into the main content of EU policy in the field of 

regulating the EU pharmaceutical market. 

Results 

Legal regulation of the pharmaceutical market in the EU, 

likewise any other market, has a threefold nature, which is 

explained by the complex character of building socio-economic 

relations. The threefold nature is explained by the existence of 

the founding legal acts, which are the basis of EU law; the 

presence of the legal and regulatory acts of the EU institutions; 

and the availability of the national legislation of the EU member 

states. 

Another starting point for analyzing the legal foundations of 

regulating the EU pharmaceutical market is the understanding 

that the EU goals include ensuring a free, integrated and at that 

a secure market, including in the field of the pharmaceutical 

industry, and ensuring a high standard of healthcare by means of 

new, advanced, effective and maximally efficacious medicines, 

which is not always possible only at the expense of the EU inner 

expertise. 

For instance, Article 2 of the Treaty establishing the European 

Community claims that "The Community's task is to promote a 

harmonious, balanced and consistent development of economic 

activity, a high employment level by introducing a common 

market, an economic and monetary union, and by pursuing 

throughout the Community the common policies as well as the 

social protection and equality between women and men, the 

stable and non-inflationary growth, the high level of 

competitiveness and convergence of economic indicators, high 

level of protecting and improving the environment, raising the 

level and enhancing the quality of life, economic and social 

cohesion and solidarity among the member states".[14] However, 

part 4 of Art. 152 of the Treaty establishing the European 

Community sets out that the EU Council envisages one of its 

main objectives in the implementation of the pan-European 

policy aimed at achieving the goals of high-level health care, 

medical and pharmaceutical standards, high quality of life of the 

EU citizens, for which purpose it directs its activities to the 

adoption of the common European legal acts and the 

harmonization of national laws.[14] 

“The legal structure of the EU internal market encompasses, in 

addition to the interests of this market specifically, other legal 

interests, including those that underpin national health care 

systems. On the other hand, health care interests may 

ultimately be more clearly articulated through the interests of 

the EU internal market. Consequently, the EU internal market 

law and health care law will mostly act as the so-called “mutual 

enhancers” and, as regards the EU pharmaceutical law, it is an 

integral product of these industries in the EU law system”.[12] In 

other words, speaking of the pharmaceutical law as a separate 

area of the EU law is inappropriate, and therefore the analysis of 

“the secondary EU legislation”  in the field of pharmaceutical 

market regulation should be narrowed to the analysis of the EU 

Council Directives and the EU Council Recommendations 

governing three separate aspects of any market: production 

process, placing products on the market and/or market access, 

overseeing the overall pharmaceutical activity by the EU 

member states and the EU institutions.  

The key position in this framework is taken by Directive 65/65 

of January 26, 1965, under the title “On the approximation of 

provisions laid down by Law, Regulation or Administrative 

Action relating to proprietary medicinal products”. This 
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Directive belongs to the class of legal acts, which provide for 

the state regulation of the pharmaceutical market. Pursuant to 

Article 3 of this Directive, it is required that no pharmaceutical 

product can be marketed within the 

community/region/country without the prior authorization of 

the competent authority of at least one member state. It is 

noted that a medicinal product manufactured in an EU member 

state is defined as “any ready-prepared medicinal product 

marketed under a special name and in a special pack”.[3] Another 

important document is Directive 2001/83 of November 6, 

2001 “On the Community code relating to medicinal products 

for human use”, according to which “the production, 

distribution and use of medicinal products must be to safeguard 

public health. However, this objective must be attained by 

means which will not hinder the development of the 

pharmaceutical industry or trade in medicinal products within 

the Community”.[2] This Directive regulates both the 

manufacturing and marketing procedures of placing 

pharmaceuticals on the EU market. It is specification is carried 

out through the regulatory mechanisms of the EU Council 

Regulations as follows:  

No. 726/2004 setting out the authorization and surveillance 

procedures for medicinal and veterinary medicinal products № 

726/2004;[15] 

No. 1901/2006, which regulates relations concerning the 

production and distribution of pharmaceutical and medicinal 

products for pediatric purposes;[16] 

No. 1394/2007, which regulates relations concerning the 

placement of medicinal products used for therapeutic 

purposes.[17] 

An important document in the system of the EU legal acts in 

the field of the pharmaceutical market is Council Directive No. 

98/34/EC, which lays down a procedure for the provision of 

information in the field of technical standards and regulations, 

as well as the rules on the information society services. This 

Directive sets out the list of the EU institutions in the field of 

standardization and certification of medicinal products and 

defines national standards and rules for correlating the 

medicinal products.[18] 

An important aspect of the EU regulation of the pharmaceutical 

market is pricing regulation. In this context, authors[19] note that 

“pricing regulation in this sector of economy aims at eliminating 

the price competition between pharmacies by setting uniform 

retail prices, which causes them to increase the service level, to 

diversify the product range. However, the pharmaceutical 

pricing in the EU countries is mainly regulated at the national 

level”. A comprehensive analysis of the EU legal acts shows that 

in most EU member states, the pharmaceutical pricing is based 

on the compulsory co-financing of their costs through 

compulsory or voluntary health insurance. 

But despite the limitations of legal regulation of pricing by 

means of pan-European nature, it is still necessary to draw 

attention to the presence of a large number of court rulings 

which have shaped a certain demand and a certain legal regime 

in regulating the most controversial aspects of the tariff system 

and setting prices for pharmaceutical products.[20-22] The case 

law has demonstrated the need to adopt a number of legal acts 

of the EU Council. For example, Directive 89/195, “which lays 

down the procedure by which the decisions must be made by 

the authorities within a specific timeframe of 90 days after 

receiving the relevant information and negative decisions must 

be communicated to the applicant and contain a statement of 

reasons based on objective and verifiable criteria”.[12] Besides, 

the due attention should be paid to the provisions of Directive 

89/105 on the transparency of measures established by EU 

countries to control the pricing of medicinal products for 

human use and their inclusion in the scope of public health 

insurance systems. In particular, this Directive specifies that 

member states have adopted economic measures to market 

medicinal products in order to manage the consumption of 

medicines, regulate their prices or establish the conditions of 

their public funding. These measures include either direct or 

indirect control of the prices of medicinal products as a result of 

the inadequacy or absence of competition in the pharmaceutical 

market and the restriction on the range of products covered by 

national health insurance systems. Such measures mainly aim at 

promoting public health by ensuring the availability of an 

adequate supply of medicinal products at a reasonable cost. 

However, these measures should also be aimed at improving the 

efficiency in the manufacturing of medicinal products and 

encouraging the research and development of new medicines.[1] 

In addition to Directive 2001/83, the regulation of certain 

aspects of pharmaceutical manufacturing in the EU is also 

addressed by specific legal acts such as: 

Directive 2001/20/EC of the Council of the European Union 

“On the approximation of the laws, regulations and 

administrative provisions of the Member States relating to the 

implementation of good clinical practice in the conduct of 

clinical trials on medicinal products for human use”, which lays 

down the relationship between clinical trials of medicinal 

products and clinical practice, with the exception of studies that 

exclude interference into the human body. The main objective 

of this Directive was to systematize the legal rules to safeguard 

and protect the rights of patients who are participating in 

clinical trials. But subsequently, there was a need to expand its 

regulatory influence toward strengthening the requirements for 

laboratories and research centres to conduct research, as well as 

expanding their obligations to report on the progress of the 

tests and their results, including the adverse reactions.[23] 

The EU Council and the European Parliament Directive No. 

2003/94/EC "On the establishment of principles of good 

manufacturing practice for medicinal products for human use", 

which improved the system of principles and requirements for 

good manufacturing practice for medicinal products for human 

use, the production of which is limited and subject to certain 

provisions of Directive 2001/83/EC.[24] 

Another important aspect of the pharmaceutical market 

regulation is the procedure for the pharmaceutical products 

admission within the EU market and to the markets of 

individual EU member states, which is regulated by various 
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means of legal support, including Directive 2001/83/EC (Fig. 

1). 

A schematic view of the procedures different in content gives 

the idea that not all admission procedures are governed by the 

EU law, even with regard to the EU member states. This is due 

to the fact that national economic interests are protected under 

EU law and this is one of the paramount implications for 

Ukraine since the unification of Ukraine's legislation with that 

of the EU should occur strictly within the scope of 

pharmaceutical manufacturers and their distribution networks.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 1. The procedure for the admission of pharmaceutical products to the EU market 

 

Thus, the main regulatory impact of the abovementioned EU 

Directives is traced through the constitutive mechanisms that 

regulate the conditions, requirements and lay out the basic 

principles of the economic entities’ activity in the 

pharmaceutical market, as well as determine the set of tools and 

limits of state regulation of the said market. The constitutive 

effect means that the minimum scope of pharmaceutical market 

regulation is fixed specifically by the directives and this scope 

should be introduced at the national level. Furthermore, at the 

pan-European level, the limits of permissible freedom of the 

market actors’ economic activity are set. The European law has 

also become rather widespread, stimulating the development of 

the pharmaceutical market and its agents, but incentives and 

compensatory measures are limited to empowering national 

governments to adopt relevant programs. At the EU level 

common standards, trends and vectors for the industry 

development are set, reflecting both the content of the EU 

health policy at large as well as the nature of the regulatory acts 

adopted by the EU member states. 

In view of the above, it should be noted that the legal support 

for the EU pharmaceutical industry has the following important 

features:  

first, it is implemented at the pan-European level and underpins 

the basic principles and grounds of possible state regulation 

based on the priorities of pan-European development that is the 

priorities of the single market, the reduction of intra-European 

restrictions and barriers, as well as compliance with the 

standards of health care quality;  

second, it is both binding and advisory in nature, enabling the 

EU member states to have a larger degree of freedom to 

manoeuvre in the field of establishing national regulators;  

third, the EU Directives in the pharmaceutical sector need 

updating in the face of new challenges and new realities of the 

pan-European integration, especially when the UK as one of the 

key market players leaves the EU.  

Discussion 

Despite the existence of a quite extensive but codified legal 

coverage for the development of the pharmaceutical market in 

the EU, only certain aspects of state regulation and legal 

support for the functioning of the said market though are of 

considerable scientific interest. In this regard, it was noted that 

the EU set up the European Medicines Agency (EMEA), which 

exercises broad legislative powers in the field of defining and 

interpreting the “ways of regulating” the pharmaceutical 

market. These comprise the permits to sell new products; 

advanced quality standards and requirements for the 

manufacturing environment of pharmaceutical products, etc. At 

the same time, the role of the member states in the field of 

price regulation is being constantly enhanced by means of 

introducing the price minimization tools”.[25] 

In a fundamental study[8] on EU competition law in the 

pharmaceutical market was pointed out, that price regulation is 

one of the most effective mechanisms for public administration 

in the pharmaceutical sector on the whole. However, the 

pricing and tariff mechanisms differ depending not only on 

national legislation but also on the national policy of the 

pharmaceutical market entity itself and the competition level 

achieved in the market. The nature of the instruments used to 

regulate the pharmaceuticals’ prices is significant, and the 
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calculation of the reverse payments is one of the instruments 

having a certain uniqueness and peculiarity. Authors associate 

them with the period of patents validity for new 

pharmaceuticals (under the EU law, the duration of patent 

exclusivity comprises only 25 years), during which companies 

producing generics (that is using the patented formulas or parts 

thereof) shall partially pay the funds to the patent recipients.[8] 

The essence of reverse payments is that the main benefit is 

obtained in one way or another, only by the patent holders, but 

they maximize their profits through minimizing the costs by 

receiving not the proceeds of pharmaceutical sales but the cash 

flows from the return payments of the entities that sell products 

similar or partially compliant to the patented medicines on the 

market (Fig. 2). 

As is evident, the price of pharmaceutical products by business 

entities that did not incur costs associated with R&D and 

market promotion is lower than the price of the patent holders 

for such products. However, by receiving reverse payments by 

the latter, it is the patent owners who maximize their profits 

because they do not pay income taxes or retail sales taxes. Such 

an instrument is typical of countries with a high level of market 

freedom and competitive development of economic relations 

and is desirable for Ukraine, but it requires considerable 

research as it is regulated at the level of the EU legislation by 

setting priorities for minimizing the prices of medicinal 

products. This method of minimization is traditional for the 

national laws of the member states for it is permitted and 

promoted by European law.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 2. The mechanism of price regulation of pharmaceuticals by means of reverse payments. 

 

The pharmaceutical sector requires close scrutiny of 

competition laws, and the registered antitrust and merger cases 

provide a number of examples of how the competition law 

specifically helps to ensure that EU patients have access to 

affordable and innovative medicines. High drug prices place a 

heavy burden on national health care systems, where 
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pharmaceutical producers through an increase in the volume of 

deliveries.[30] But according to a study,[6] the parallel imports 

substantially threaten to increase R&D expenditure in the 

pharmaceutical field, which is a major drawback for strategic 

perspective. Thus, the parallel imports can be considered a 

means to rapidly stimulate the pharmaceutical market in the EU 

member states experiencing stagnation in this area.[6] 

It was pointed out that the demand for pharmaceutical products 

is largely unusual.[31] As a rule, patients do not pay for health 

care costs or pay only a part of the costs, since medical costs are 

covered by national health insurance schemes, which usually 

cover the risk of the disease. However, in most European 

countries, the price of pharmaceuticals is the result of some 

consensus between the national regulator and pharmaceutical 

companies.[31] Thus, the state regulation of pricing takes place at 

the level regulating the activities of market agents, that is the 

pharmaceutical networks. Authors[32] argue that such a 

centralized policy of the EU countries is based on a state-level 

minimum margin that is reimbursed by the state to a 

pharmaceutical manufacturer. “ European legislation only 

applies to the authorization and marketing of pharmaceutical 

products. Pricing for pharmaceutical products is the exclusive 

jurisdiction of the EU member states”.[33] This view is fully in 

line with the findings of the abovementioned studies, but there 

is still a view that pharmaceutical pricing in EU member states 

is the result of Member States policy, but not a coordinated 

policy aimed at regulating the competitive conditions of the 

pharmaceutical market products, but not the operating 

conditions of the manufacturers themselves.[34] 

For example, in a study[4] it was stated that Council Directive 

2001/20/EC has been the subject of intense debate and 

criticism and is generally considered to have failed to achieve 

the stated objectives. The monitoring of the potential adverse 

impact of this Directive on the regulation of the pharmaceutical 

market shows that its purpose was only to regulate the 

conditions of issue and manufacturing, not the price formation 

and market mechanism. That is why the researcher[35] believes 

that the main instrument for regulating the EU pharmaceutical 

market is patent regulatory instruments, which simultaneously 

lay down the conditions and rules for the release of 

pharmaceutical products and also create the prerequisites for 

regulating reverse payments, that is, in any case, the pricing 

issues, such as a major element of market regulation in the 

pharmaceutical market are touched in EU Directives. This 

position is supported by studies[5, 28], where it was noted that the 

EU policy is derived from the synthesis of national policies of 

the EU member states, where the main element of 

pharmaceutical regulation the market is just price regulators. 

We support this idea in part, but we also note that price 

regulation is not a central element of EU pharmaceutical policy. 

Most directives and legal acts refer to so-called soft regulation, 

which defines the limits and the means recommended by the EU 

political institutions to national governments. The exceptions, 

however, are those legal provisions and norms, which lay down 

the pan-European requirements and standards regarding the 

production and marketing of pharmaceutical products, their 

form, labelling, packaging and the like in a more imperative, 

rigid form. That is, those are the aspects of market regulation 

that refer to standards related to ensuring the rights of the EU 

citizens to quality medicines and access to them. 

The confirmation of this can be found in work,[7] but this 

research is more about the correlation of different EU policies 

and their synthesized impact on the pharmaceutical market, and 

it is, therefore, difficult to distinguish any elements of this 

policy regarding the competing regulatory instruments. 

According to Ukrainian researchers,[12, 13] the price regulation of 

the pharmaceutical market in the EU is important in the legal 

regulation of the latter. This is substantiated by the fact that all 

the emphasis of regulating this market by the EU institutions is 

to ensure that the end consumer (the patient) pays only a part of 

the price of the product. The rest of the cost is provided either 

through taxation, or in the systems where health care is 

provided, or through compulsory insurance, the insurer, or 

both. The states intervene in establishing the controls on profits 

or prices and in regulating the general consumption of 

medicines, in particular by fixing the prices for medicines. But a 

researcher[36] underlines the need to revise the approaches to the 

legal provision of the EU pharmaceutical market by reviewing 

the existing regulations and creating a single codified act. 

Researcher[9] emphasizes the codification though at the level of 

national legislation in the field of regulation of the 

pharmaceutical market and this is where the researcher focuses 

her attention, inter alia, on the national legislation of Ukraine, 

based on EU Directive 2001/83.[9] The harmonization of 

Ukrainian legislation with EU secondary law acts aims to 

consolidate a broad list of terms at the level of the law in order 

to harmonize them with national legislation. It is also necessary 

to extend the competence of the central executive body 

responsible for the formulation of state health policy (Ministry 

of Health of Ukraine) to approve the basic procedures and 

provisions aimed at implementing the rules of the legislation on 

the circulation of medicinal products, and to the State Service 

for Medicinal Products of Ukraine the means as the authority of 

state control to put the actual implementation of these acts and 

monitoring over their implementation.[11] In their turn, 

authors[10] explain the need to develop import substitution 

incentives for the needs of the Ukrainian pharmaceutical 

market. On the whole, the practice of import substitution is 

quite common in the EU, but Directive 2001/83 deals mainly 

with import substitution in the EU countries of the products 

manufactured outside the single market.[2] For Ukraine, import 

substitution is more indispensable because it is crucial to 

stimulate the national producer. 

The majority of Ukrainian researchers of the problem of 

implementing the greatest legal regulation achievements of the 

pharmaceutical market from EU practice to the practice of the 

Ukrainian government, of paramount importance is primarily 

the safeguarding of the national interests. The pharmaceutical 

industry in Ukraine has a clearly insufficient level of 

competitiveness for an active expansion into the EU market, so 

the introduction of traditional barriers for the entry into Europe 

will have a negative effect on Ukraine. The unilateral reduction 
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of the import duty on the EU pharmaceuticals into the EU is 

considered to be almost inaccessible to the extent that it is 

stipulated in the Association Agreement with the EU. It is 

considered feasible and appropriate though to expand the 

system of trade relations with the countries that have special 

trade regimes with the EU. 

Conclusions 

It should be noted that the nature of the EU pharmaceutical 

market regulation has, in fact, a clear emphasis on seeking to 

achieve two objectives simultaneously: ensuring access to high-

quality pharmaceuticals for citizens and developing the 

pharmaceutical market with open and reasonable competition 

rules, excluding national protectionism. Although it turns out 

that EU law is directly applicable only to the provisions relating 

to the requirements for the production and marketing of 

pharmaceutical products. 

The EU has quite an extensive legislation governing the 

pharmaceutical market, but there are also legal acts, in 

particular, Directive 2001/83, which is characterized by the 

codification of the provisions in the area under study. This 

exemplifies a constant transformation of the EU policy towards 

identifying the most effective means of regulation. 

Consequently, this draws attention to the features that can be 

applied in the Ukrainian legislation to consolidate at the national 

level the means of regulating the pharmaceutical market. 

Among the main tools, it is expedient to examine the EU 

experience in the field of reverse payments, as well as the 

means to develop national legislation to legally secure the 

preferences for the national producer in the context of 

implementing the Association Agreement with the EU. In fact, 

the EU law contains a large number of regulatory mechanisms 

for the pharmaceutical market that can stimulate specifically the 

internal market and the domestic producer, but the 

ramifications and complexity of the EU law also make it 

difficult for the national policy to select and combine the most 

effective regulatory mechanisms in the field under study.  
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