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Modern Intellectual Property doctrine is doomed to seek a balance 
between Human Rights and rights of inventers. Considering the actual situ-
ation in Health Care sphere it is possible to presume that the future IP Law 
shall be based on human rights central approach. Currently in Ukraine 
the problem arises from the fact that Intellectual Property lawyers tend 
to have little involvement with Human Rights Law as well as only few 
human rights advocates deal with technology and biomedicine. 

In opposite side to Ukrainian humanistic reform in patent sphere there 
are two trends which are difficult to reject: economic globalization and 
increasing privatization and commercialization of science [1]. Instead the 
rapid development of science and technology and the pressures imposed 
by economic globalization have shifted the balance even further away from 
citizens’ control. Paper written by the Center for International Environ-
mental Law (David Downes) describes the situation with regard to the 
formulation of intellectual property law as follows: 

Intellectual property laws are defined through closed, secretive interna-
tional negotiations dominated by industry – and are then brought to national 
legislatures as fait accompli, without democratic deliberation. Combined 
with the technical, arcane nature of intellectual property legal specialty, 
this has helped corporate interests to avoid public scrutiny and expand their 
control over developments in applications such as electronic information, 
biotechnology or pharmaceuticals. Industrial country governments promote 
corporate interests in expanded intellectual property rights in the name 
of maximizing national competitiveness in a global market place [2].
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Human rights law confers broad responsibilities on governments to pro-
tect against violations. Like civil and political rights, economic, social and 
cultural rights impose three different types of obligations on states: the 
obligations to respect, protect and fulfill.

According to the p. 6 of Maastricht Guidelines on Violations of Eco-
nomic, Social and Cultural Rights [3], the obligation to respect requires 
states to refrain from interfering with enjoyment of specific rights. The 
obligation to protect requires states to prevent violations of such rights 
by third parties. And the obligation to fulfill requires states to take appro-
priate legislative, administrative, budgetary and other measures towards 
the realization of these rights.

For the purpose of development of the national doctrine of Intellectual 
Property, basing on the point of centralism of Human Natural Rights, 
the Center for Harmonization of Human Rights and Intellectual Property 
Rights of the Intellectual Property Research Institute of the National 
Academy of Law Sciences of Ukraine was established [4]. 

The mentioned Center has the following background for its researches: 
1) Ukrainian Governmental Program on Providing of the Biotechnolog-

ical Researches in Ukraine demands the professionals with international 
experience in the field of legal regulation of such researches to work out 
the national legislation; 

2) participation of the Intellectual Property Research Institute of the 
National Academy of Law Sciences of Ukraine in the drafting process 
of national legislation in the sphere of biotechnologies, medicine and phar-
macy in the following fields:

– obtaining, saving and using the human genetic information;
– protection of human rights while providing the prognostic genetic 

researches;
– implementation of ethical norms into the intellectual property law 

legislation (the ethical responsibility of the objects of intellectual property);
– protection of the human beings in the field of biotechnologies and 

medicine;
– establishing ethical review committees and ethical responsibility 

of protocol designs. 
Center for Harmonization of Human Rights and IP Rights has the 

scientific priorities which are determined in the Conception of the Devel-
opment of Scientific Direction: «Harmonization of Human Rights and 
Intellectual Property Rights in the Sphere of Medicine and Pharmacy» [5]. 
The main actual scientific direction of the Center’s researches is «Ethical 
Standards and Legal Regulations for the Researches with Human Beings» 
which is providing from the point of analyses of ethical aspects of the 
priority and absoluteness of Human Rights in the sphere of biomedical 
researches and its scientific results (Intellectual Property objects) on the 
basis of social contract which will be implementing in different norms 
of the national legislation

Under European Union – Ukraine Association Agreement [6] Ukraine 
takes the obligations to implement the European standards of protection 
of Human Rights into the national legislation in general and in the sphere 
of Intellectual Property particularly. In present time as well as last 20 years 
Ukraine has provided a wide humanization of national and EU legislation 
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in different spheres. Ukraine has joined the Council of Europe (1995) 
and adopted the Constitution (June 28, 1996). In 1994, the Agreement 
on Partnership and Cooperation between Ukraine and the European Com-
munities and their Member States was ratified, and in 2005 the Cabinet 
of Ministers of Ukraine and the Council on Cooperation between Ukraine 
and the European Union approved an action plan for advancing compat-
ibility of legislative systems «Ukraine – European Union» (February 12, 
2005). Ukraine has adopted a number of international legal standards 
in the domains of human rights and health care, has created conditions 
for integration of international norms into its national legislation. 

Having become a member of the European and World community, 
Ukraine simultaneously took a wide range of obligations, aimed at pro-
moting integration into «world territory». The mentioned obligations flow 
out from the ratified by Ukraine constituent documents of such important 
organizations as United Nations (UN) and its specialized bodies, in parti-
cular World Health Organization (WHO), Council of Europe (CE), World 
Intellectual Property Organization (WIPO) etc. 

Ukraine also is a member-state of Convention for the protection of Human 
Rights and Dignity of the Human Being with regard to the Application 
of Biology and Medicine: Convention on Human Rights and Biomedicine [7] 
(Convention on Human Rights and Biomedicine) which is a part of Ukrainian 
national legislation. However, because of the subject meter of this paper (eth-
ical validity of biomedical researches) it is important for us that Ukrainian 
Medical Association is a member of the World Medical Association which 
adopted Declaration of Helsinki Ethical Principles for Medical Research 
Involving Human Subjects (Helsinki Declaration). This Declaration makes 
a great influence on the ethical norms which regulate the researches on human 
beings despite that fact that Declaration belongs to the flexible law. 

According to the mentioned Convention the country-party should pro-
tect the dignity and identity of all human beings and guarantee everyone, 
without discrimination, respect for their integrity and other rights and fun-
damental freedoms with regard to the application of biology and medicine. 
Each Party shall take in its internal law the necessary measures to give 
effect to the provisions of this Convention. The interests and welfare of the 
human being shall prevail over the sole interest of society or science. Par-
ties, taking into account health needs and available resources, shall take 
appropriate measures with a view to providing, within their jurisdiction, 
equitable access to health care of appropriate quality.

The Ukrainian legislation in the sphere of legal regulation of providing 
the biotechnological and medical (biomedical) researches on human beings 
has many ethical drawbacks that have negative influence on the criteria 
of patentability of them as the objects of Patent Law. There are widely dif-
ferent views about the relevance of social and ethical considerations in the 
assessment of patents. One view is that patents form part of an economic 
system for encouraging investment in research and that the patent system 
should be concerned primarily with assessing the inventiveness and utility 
of new inventions [8]. Social and ethical concerns are separate issues to be 
dealt with by other means [9]. It also has been argued that the patent sys-
tem may not be an effective mechanism for dealing with social and ethical 
considerations because it was not designed to address such issues [10]. 
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In a 2002 report, the Organization for Economic Co-operation and Develop-
ment Working Party on Biotechnology Report (OECD Report) stated that 
it was generally agreed that «in cases where fundamental ethical decisions 
are at stake, the debate needs to take place in society at large rather than 
in the patent offices, which have no special authority in moral matters» 
and that Intellectual Property Law is «fashioned primarily to promote 
inventiveness and the disclosure of advances in technology» and it cannot 
be easily reformed to operate as an ethical-legal instrument of public policy 
at all and in the sphere of biomedical researches in particular [11]. However, 
it is difficult for us to accept mentioned above positions. We undoubtedly 
trust that the instruments of Intellectual Property Law could be the proper 
mechanism for harmonization of science and morality. 

The 1975 Declaration on the Use of Scientific and Technological Prog-
ress in the Interests of Peace and for the Benefit of Mankind has a number 
of relevant provisions: 

«All States shall take appropriate measures to prevent the use of sci-
entific and technological developments, particularly by the State organs, 
to limit or interfere with the enjoyment of the human rights and funda-
mental freedoms of the individual as enshrined in the Universal Declara-
tion of Human Rights, the International Covenants on Human Rights and 
other relevant international instruments. 

All States shall take measures to extend the benefits of science and 
technology to all strata of the population and to protect them, both socially 
and materially, from possible harmful effects of the misuse of scientific 
and technological developments, including their misuse to infringe upon 
the rights of the individual or of the group, particularly with regard 
to respect for privacy and the protection of the human personality and its 
physical and intellectual integrity.

All States shall take effective measures, including legislative measures, 
to prevent and preclude the utilization of scientific and technological 
achievements to the detriment of human rights and fundamental freedoms 
and the dignity of the human person.»

For the mentioned purposes first of all Ukraine should implement 
a highest requirements to the patentability of patents.

According to the Ukrainian Law «On Protection of Rights on Invention 
and Utility Models» the legal protection shall be granted to an invention 
(utility model) that does not contradict the public order, humanity and 
morality and complies with the requirements of patentability [12].

So, Ukrainian patent system has social and ethical dimensions, which 
differ according to the type of invention. Actually in considering reforming 
of the Ukrainian patent system (as it applies to the results of biomedical 
researches, genetic materials and technologies) the economic dimensions 
of the patent system cannot be divorced from their social or ethical impact 
into the patent system and it also has social and ethical dimensions, which 
differ according to the type of invention. In Ukraine the lack of the eth-
ical norms in national legislation in the sphere of protection of human 
rights in biomedical researches is a great obstacle to national biomedical 
researches and makes them invalid for international scientific community. 
Despite the fact that Ukraine is a member-state of major international 
legal documents in the sphere of Human Rights and protection of human 



Доктрина медичного права

35

beings in the field of biomedical researches, it has no proper domestic 
legislation with enough level of protection of individuals in such sphere. 

In Ukraine there is a lack of such kind of scientific works which could 
be the doctrinal background which consolidate modern morality, ethics 
of science and law on the basis of the secular background. This problem 
arises in particular from the problem of the governmental financial support 
of such kind of researches and this gap in secular doctrine is filled by the 
representatives of various religious denominations which try to have influ-
ence also on the law-making procedure as well as to the social conscious-
ness. Ukrainian scientific community could reach the success in resolving 
of this social and legal problem basing on the theory of «ethics of social 
consequences» which is established by one of the best modern scientist 
in the sphere of modern ethics – Vasyl Glushman. 

The ethics of social consequences is one means of satisfying non-utilitar-
ian consequentialism. It is characterized by the principles of positive social 
consequences, humanity, human dignity, legality, justice, responsibility, 
tolerance as well as moral obligation [13]. We together with V. Glushman 
accepts the idea that human society has been founded through the idea 
of social contract, and that its being is possible only due to that social con-
tract performed on the international level, for example, like international 
cooperation in trade, health and environmental care and so on.

It is very important to accept one of the Glushman principles, that the 
essential principle for the performing of a social contract is a cooperative 
idea for the sake of the protection of human beings. It follows that one 
of the aims of humankind is a stable community as well as society, where 
the individual delegates a part of itself to rights and freedoms that benefit 
the social institution. That institution has the duty to protect and pursue 
its rights and justified interests in accordance with rights and justified 
interests of other concerned people.

The fulfilling of humanity, the implementation of principles of respect 
for human dignity in the sphere of scientific researches should be imple-
mented into the national Ukrainian legislation on the basis of common 
sense morality. 

The priority and absoluteness of rights is often gist for ethical debates. 
There are differing views on the extent to which patent law itself should 
recognize social and ethical considerations, for example, through new cri-
teria for patentability. One view is that social and ethical considerations 
are better addressed through direct regulation of the use or exploitation 
of patented inventions, rather than through the patent system directly. 
In contrast, it has been suggested that we should change the way we think 
of the patent system, so that patent law is seen ’as a regulatory mech-
anism for a number of economic and social ends–including investment 
in innovation, access to medicine, protection of the environment, and the 
acknowledgment of indigenous knowledge [14]. 

On the way of reforming of national patent system the experience of other 
countries in the sphere of implementation of ethics norm into the patent 
legislation should create the legal arguments to develop common attitudes. 

The Patents Act of Australia does not contain an explicit mechanism 
to allow social and ethical considerations to be taken into account by patent 
examiners in assessing the patentability of a particular invention. Section 
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6 of the Patent Act of Australia determines that an invention should «be 
not contrary to the law, nor mischievous to the state by raising prices 
of commodities at home, or hurt of trade, or generally inconvenient». It is 
arguable that the term «generally inconvenient» includes social and ethical 
considerations within its scope [15, 16, 17]. Decisions of the High Court 
and the Federal Court contain obiter dicta suggesting that the «generally 
inconvenient» exception incorporates public policy considerations and may 
provide a basis upon which the grant of a patent could be refused [18]. 
It very interesting for us that Australian courts have generally declined 
to rely solely upon matters of public policy or ethics under this exception 
in considering whether an invention is inappropriate subject matter for 
the grant of a patent. The courts have suggested that such issues are for 
Parliament to determine, not judges.

The TRIPS Agreement in Article 27(2) provides that member-states 
may exclude inventions from patentability if prevention of the commercial 
exploitation of an invention is necessary to protect «ordre public or moral-
ity» including «to protect human, animal or plant life or health or to avoid 
serious prejudice to the environment» [19]. The same provisions have been 
included in Australia and United States, Australia–United States Free 
Trade Agreement, 18 May 2004, art 17.9.2(a) [20].

European law also provides an exclusion from patentability on the basis 
of «ordre public or morality» in similar terms to the TRIPS Agreement. 
The exclusion is set out in Article 53(a) of the European Patent Conven-
tion (EPC) [21] establishes the exceptions of patentability, beyond them 
are the followings: inventions the commercial exploitation of which would 
be contrary to «ordre public» or morality, such exploitation should not 
be deemed to be so contrary merely because it is prohibited by law or reg-
ulation in some or all of the Contracting States; plant or animal varieties 
or essentially biological processes for the production of plants or animals 
(except microbiological processes or the products thereof); methods for 
treatment of the human or animal body by surgery or therapy and diag-
nostic methods practised on the human or animal body (except products, 
in particular substances or compositions, for use in any of these methods). 
The issues of EPC are also implemented in European Parliament’s Directive 
on the Legal Protection of Biological Inventions (EU Biotechnology Direc-
tive) [22]. In Article 39 of Directive it is determined that whereas ordre 
public and morality correspond in particular to ethical or moral principles 
recognized in a member-state, respect for which is particularly important 
in the field of biotechnology in view of the potential scope of inventions 
in this field and their inherent relationship to living matter; whereas such 
ethical or moral principles supplement the standard legal examinations 
under patent law regardless of the technical field of the invention.

Summarizing mentioned above we could resolved that scientific 
researches of human beings should be ethical valid only if they fulfill the 
demands which are determined in Standards and Operational Guidance for 
Ethics Review of Health Related Researches with Human Participants [23]. 

Firstly it is respect for person which incorporates two main ethical 
considerations. The first one is that respect for autonomy of person, 
which requires that individuals those are capable of deliberation about 
their personal choices should be treated with respect for their capacity 
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for self-determination. The second one is that protection of individuals 
with impaired or diminished autonomy which requires that those who are 
dependent or voluntary be afforded security against harm or abuse. 

Secondly, it is beneficence refers to the ethical obligation to maximize 
benefit and to minimize harm. This principle gives rise to norms requiring 
that the risks of research be reasonable in the light of the expected benefits, 
that the research design be sound, and that the investigators be competent 
both to conduct the research and to safeguard the welfare of the research 
subjects. Beneficence further proscribes the deliberate infliction of harm 
on persons; this aspect of beneficence is sometimes expressed as a separate 
principle, nonmaleficence (do no harm).

Thirdly it is justice refers to the ethical obligation to treat each person 
in accordance with what is morally right and proper, to give each person 
what is due to him or her. In the ethics of research involving human sub-
jects the principle refers primarily to distributive justice, which requires the 
equitable distribution of both the burdens and the benefits of participation 
in research. Differences in distribution of burdens and benefits are justifi-
able only if they are based on morally relevant distinctions between persons; 
one such distinction is vulnerability. «Vulnerability» refers to a substantial 
incapacity to protect one’s own interests owing to such impediments as lack 
of capability to give informed consent, lack of alternative means of obtaining 
medical care or other expensive necessities, or being a junior or subordinate 
member of a hierarchical group. Accordingly, special provision must be made 
for the protection of the rights and welfare of vulnerable persons [24].

Ukrainian Law «Principles of Ukrainian Health Care Legislation» [25] 
established the mentioned above principles. However, these norms have 
not enough level of its realization on practice in reality of research pro-
cess. Despite that fact that Ukrainian legislation demands to establish 
the local ethics committees in every institutions providing the biomedical 
researches, national legislation does not determine the methods of control 
and responsibility for the violation of ethical such norms. We do not mean 
the criminal responsibility for torture, first of all we stress that it has to be 
strong public control and wide circle of subjects responsible for the ethical 
aspects of process of biomedical researches and for the ethical aspects of its 
result: for ex., expert board of scientific journals, publishing houses etc. 

Ukrainian scientific society clearly understands the necessity to har-
monize the national legislation to the EU norms and standards especially 
in the sphere of Biolaw and Intellectual Property Law on the principles 
of Helsinki Declaration and Convention on Human Rights and Biomedicine.

The research of the ethical aspects of biomedicine researches includes 
the following issues:

– ethical justification and scientific validity of biomedical researches 
involving human beings (ethical responsibility in a protocol design); the 
social and law-making role of ethical review committees;

– ethical review of external sponsored research including the ethics 
of ensuring risks and potential benefits;

– ethical and psychological aspects of individual informed consent 
(comprehension, renewing, cultural consideration, use medical records 
and biological specimens collected for other purposes, wave of consent 
requirements, consent of vulnerable individuals);
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– ethics of using identifiable and non- identifiable materials of human 
beings;

– ethics of researches using health-related registries (databanks 
of genetic, cancer registries etc.);

– ethical and moral requirements of the patentability of the intellec-
tual property objects. 

Summarizing the abovementioned we declare our openings for all sci-
entific discussions regarding the experience of implementation of ethical 
norms and moral standards into the legislation in the sphere of harmoniza-
tion of Human Rights and Intellectual Property Rights, legal regulations 
of biomedical researches on Human Beings with the purpose of legitimi-
zation of such scientific results.
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Етика і патентне право в сфері охорони здоров’я:  
українська реформа
Філософія гармонізації прав людини та прав інтелектуальної влас-

ності спирається на світові тенденції. Сучасне розуміння суспільством 
моральності процесу монополізації результатів інтелектуальної діяль-
ності в сфері медицини та фармації зазнає суттєвих змін, повертаючись 
до моделі верховенства природних прав людини, оскільки саме ці сфери 
завдали найболючіших ударів по людській популяції.

Шлях до гармонізації прав людини і прав інтелектуальної власності 
не позбавлений соціальних та економічних перешкод, подолання яких 
вимагає об’єднання зусиль громадських організацій, переосмислення 
усталених парадигм науковою спільнотою та політичної волі міжна-
родних організацій.

Прагнучи долучитися до міждисциплінарної та транснаціональної 
дискусії про шляхи гармонізації прав людини та прав інтелектуаль-
ної власності, Науково-дослідний інститут інтелектуальної власності 
НАПрН України заснував Центр гармонізації прав людини та прав 
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інтелектуальної власності (далі – «Центр»). В основу діяльності Центру 
покладено Концепцію розвитку наукового напряму «Гармонізація прав 
людини та прав інтелектуальної власності в сфері медицини та фарма-
ції» (далі – «Концепція»). 

Розроблена відповідно до пріоритетних напрямів Державної концеп-
ції розвитку наукової сфери України Концепція відображає тільки один 
з-поміж перспективних напрямів науково-дослідної та просвітницької 
діяльності Центру, які планується розробити найближчим часом. Наразі 
пріоритетними напрямами дослідження Центру визначені такі:

– проблеми правової охорони наукових досліджень у сфері меди-
цини та фармації;

– проблеми правової охорони результатів наукової діяльності 
та результатів клінічних досліджень у сфері фармації як об’єктів інте-
лектуальної власності;

– проблеми гармонізації прав винахідників, медичних закладів 
та фармацевтичних компаній у сфері інтелектуальної власності.

Ключові слова: права людини, інтелектуальна власність, етика, 
охорона здоров’я, патентна реформа.

Кашинцева О.Ю.

Этика и патентное право в сфере охраны здоровья:  
украинская реформа
Освещены этические и правовые аспекты гармонизации прав чело-

века и прав интеллектуальной собственности в сфере охраны здоро-
вья, определены основные тенденции украинской патентной реформы 
в медицине и фармации. 

Раскрыты особенности деятельности Центра гармонизации прав 
человека и прав интеллектуальной собственности (далее – «Центр»), 
основанного Научно-исследовательским институтом интеллектуальной 
собственности НАПрН Украины. В основу деятельности Центра поло-
жена Концепция развития научного направления «Гармонизация прав 
человека и прав интеллектуальной собственности в сфере медицины 
и фармации» (далее – «Концепция»). Концепция разработана в соот-
ветствии с приоритетными направлениями Государственной концепции 
развития научной сферы Украины. 

Концепция отражает только одно из перспективных направлений 
научно-исследовательской и просветительской деятельности Центра, 
которые планируется разработать в ближайшее время. Сейчас приори-
тетными направлениями исследования Центра являются:

– проблемы правовой охраны научных исследований в сфере меди-
цины и фармации;

– проблемы правовой охраны результатов научной деятельности 
и результатов клинических исследований в области фармации как объ-
ектов интеллектуальной собственности;

– проблемы гармонизации прав изобретателей, медицинских учре-
ждений и фармацевтических компаний в сфере интеллектуальной соб-
ственности.

Ключевые слова: права человека, интеллектуальная собственность, 
этика, охрана здоровья, патентная реформа.
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