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Introduction

Relevant to the research in the context of the protection
of human rights and databases containing genetic infor-
mation is the legislation of leading Western countries, as
the rest of the world is only able to perceive the technol-
ogy, and the archaic philosophical, ideological, and legal
foundation for the protection of the rights of patent own-
ers, contrary to the rights and demands of the rest of so-
ciety. Thus, countries have, for the most part, neglected
the development of intellectual property law, recognis-
ing that patent owners from other countries will interact
in their territory, and expecting international provisions
in this area - as demonstrated by a comparison of the
types, cultural values and legal protection offered in
place of conventional and/or indigenous knowledge in
three zones: Brazil, Kenya and Canada [1].

Thus, in Western countries, patent legislation is
the foundation of powerful research industries, which
involve scientific potential and significant financial re-
sources. Regrettably, such benefits do not benefit the
entire society but only large corporations.

In conditions when no ideology can be defined
by the state as mandatory (Article 15 of the Constitution
of Ukraine [2]), and the church and religious institu-
tions are separated from the state (Article 35 of the
Constitution of Ukraine), bioethical principles can be a
valuable indicator for the progress of society. It is ex-
pected that without the achievements of bioethics and
biophilosophy it is difficult to develop bio-law, mean-
while, the volume of bio-law is growing rapidly, some-
times contradictory and unsystematically. Notably,
the regulatory definition of “biosafety” as defined in
the Law of Ukraine “On the State Biosafety System in
Creating, Testing, Transporting, and Using Genetically
Modified Organisms” [3], demonstrates a discrepancy
between the term and its content (as proper under-
standing signifies the understanding of biological safety
as the safety of biology - the science of living); Article 16
of the Constitution of Ukraine declares the obligation,
to preserve the gene pool of the Ukrainian people, while
the Concept of Health Protection of Ukraine [4] pro-
vides “strengthening the gene pool” etc., from which we
conclude that the establishment of bio-law and bio-law
requires collaborative work of philosophers, ethicists,
ecologists, healthcare professionals, lawyers [5].

Consider that this approach should be supported,
since only legal awareness of the phenomena of objec-
tive reality as lawful or unlawful, or attribution of such
phenomena to different spheres of legal regulation with a
varying correlation of public and private components will
allow the developing of a model that provides for sustain-
able development of humanity. In particular, one such phe-
nomenon that requires proper classification is the legal
qualification of biotechnological achievements [6, p. 52].

While collecting information, the author used
both national literary resources and the foreign latest
research. The materials were based both on textbooks
of Ukrainian authors and scientific research in foreign
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journals, for example, the research “Creation of a Bac-
terial Cell Controlled by a Chemically Synthesized Ge-
nome” in the journal “Science” [7], in which scientists
designed a cell that will be controlled by a synthetic
chromosome. In addition, the author referred to a re-
cent study by Bridget Tenni et al, namely their research,
“What is the Impact of Intellectual Property Rules on
Access to Medicines? A Systematic Review” [8], in which
authors measured the impact of intellectual property
regulations on access to medicines. Analysis of the leg-
islation of the European Union and its impact was sup-
ported by the research of K. Shahbazyan “Protection of
Inventions in the Field of Biotechnology in the EU and
Ukraine” [9], which assessed the controversial Europe-
an provisions on the patentability of biotechnological
products and considered the issues of ethics, morality
and criteria in patent protection. As India has occupied a
leading position among other countries in filing patents
in recent years, it is hard to argue that this has not had
an impact on patenting in Eurasia, so the author consid-
ered the research by Jobin Jose et al “The Benefits and
Barriers of Patenting: How Academicians and Researchers
Can use their IP to Improve Research Outcomes: An Indian
Perspective”, which explores the problems and benefits
of patenting inventions in the field of medicine [10].
And the position of Ukraine and the establishment of
the specific features of harmonisation of national leg-
islation with the EU legislation in the aspect of phar-
maceutical patenting was determined by the research
of L. Deshko and O. Ivasyn “Patenting of Medicines in
Ukraine through the Prism of the Association Agreement
with the EU and the TRIPS Agreement: Improvement in
Medical and Administrative Regulations” [11].

The purpose of the author’s research is an in-
depth analysis of the legislation of Eastern European
countries, which are not members of the European Union,
and determination of the extent of influence of the West
and East models on the establishment of the principles
of patent protection in the field of biotechnology. Before
starting, the author of the research set the following ob-
jectives: to comprehensively examine the current legis-
lation of the countries in Eastern Europe in the field of
intellectual law and to provide a legal assessment of the
vector of development of this field of law.

Modern national legal regulation

However, it can be stated that the legal regulation of
biotechnology and its intellectual property rights as-
pect in Ukraine is rather declarative and vague. Thus,
by the Strategy of Economic and Social Policy for the
period from 2000 to 2004, the development of the bio-
technology industry was noted as one of the priority
areas of national policy development.

In addition to the above, the protection of biotech-
nologies in the national legislation is performed by the
Laws of Ukraine “On Legal Protection of Rights to Inven-
tions and Utility Models” [12] of December 15, 2003, “On
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the Protection of Rights to Plant Varieties” [13] of April 21,
1993, “On Breeding in Livestock” [14] of December 15,
1993, etc.

Thus, there are some foundations of legislative
regulation, that can be analysed when trying to deter-
mine the legal qualification of biotechnology products
and their legal regime, in particular as objects of envi-
ronmental law or objects of intellectual property rights.

There is a huge divergence of opinion as to the
patentability of living organisms, which are largely ex-
cluded from patentability. However, the way of think-
ing is changing rapidly, and much attention is being
devoted to intellectual property issues in biotechnol-
ogy. To reach global markets based on biotechnology,
developing countries are amending their patent laws
to encourage investment in biotechnology. Recent ad-
vances in biotechnological innovations have resulted in
remarkable transformations in the field of genetics and
molecular biology and have provided new perspectives
in healthcare, pharmaceuticals and agriculture [15].

Biotechnology and bioprocesses are two essen-
tial tools for economic progress and social welfare. The
industrial, academic and government sectors will in-
evitably encounter technical challenges as they develop
competitive biotechnology products and processes using
synthetic biology, genetics and molecular biology as al-
ternatives to chemical applications. Therefore, the bio-
logical control of microbial consortia based on synthetic
biology solutions, and the regulation and optimisation
of the transition from batch production to continuous
production are ongoing challenges [16].

The closest concept to biotechnology in the field
of developing plant and animal breeds by conventional
methods is breeding. Breeding - is an activity in the
field of intellectual property concerned with the devel-
opment (invention) of completely new, not previously
bred seed resources as source material, further used in
seed production for the propagation of highly productive
varieties of grain crops [17, p. 138].

The modern science of agrarian law of Ukraine
considers legal relations that have emerged through
the development, protection, use, and alienation of new
varieties of plants and new breeds of animals as rela-
tions in the field of breeding achievements. In addition,
the authors note that the US patent law allows obtain-
ing a patent, the invention of which is a plant. Currently,
activities in the field of biotechnology, genetic and cel-
lular engineering, and the establishment of new varieties
and hybrids of plants by biotechnological methods are
actively developing.

Trendes in the development of patent law protection

The author recommends that the prospective legal in-
stitute of patent protection of biotechnologies should
be considered as a complex one, which should combine
elements of environmental and other fields of law. In
the context of this study, the main interest is not the
civil law features of the protection of the rights of the

inventor etc., but the ability of specific achievements
to state registration and recognition in terms of nature
management, or rather; using life as a universal biological
resource, which causes a detailed environmental and
legal regulation of the phenomena under study.

In other words, the ownership of life is a seri-
ous ontological problem for society. As pompous as it
sounds, when it involves plant varieties, animal breeds,
and breeding - activities that have surrounded humans
throughout history - intellectual property, as a reward
for years of effort, seemed legitimate. Currently, sig-
nificant capital is actively invested in the development
and patenting of nucleotide sequences that have not yet
existed in nature and have not yet been fully explored,
but they appear, and thus it can be stated that every-
thing that surrounds them is patented. A similar pro-
cess of “pirate registrations” by individuals who are not
involved in the development of substances occurs in
pharmaceuticals [18, p. 75].

A similar process, cybersquatting, i.e. registra-
tion of unoccupied Internet addresses that have a spe-
cific dictionary meaning, has long covered the “verbal
space”, Internet addresses that contain even the small-
est and most absurd semantic load have long been re-
served; the names of drugs are patented long before
their development and determination of their medical
effect, indications and contraindications. And now this
process has affected the living world. It is as if someone
patented the air they breathe cubic meter by cubic meter.

It is an essential issue concerning the privatisa-
tion of public legal space. Under the hegemony of capital,
the fact that they still do not charge for the air they
breathe or at least do not pay taxes for its use looks like
a miracle.

However, it is not excluded that soon they will be
forced to pay for their genes, as no biological resource,
starting from the molecular level and above, can be in
public use for a long time. All genes and biochemicals
from various genomes that are of interest and promise
income are in the process of patenting and privatisation.

Evidence of this tendency can be the fact of pat-
enting azadirachtin derived from a tree called “neem”,
which grows in India. This tree has been used since
ancient times to treat many diseases (primarily in the
fight against infections) and is a natural pesticide. The
scientist W.R. Grace identified the most significant com-
ponent responsible for this effect (azadirachtin) and
patented it. Although the process of extracting aza-
dirachtin was known to Indian companies, they did not
patent it: the neem tree, with its useful properties and
known sphere of application, is considered to be in the
public domain in India. In addition, using the neem tree
for medical and other purposes has been known for
many centuries. In a straightforward act of colonial ag-
gression, which can be defined as eco-piracy, W.R. Grace
has captured and maintains relative control over a public
resource (it is encouraging to note that some countries
refuse to acknowledge this patent) [19].
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In this regard, information from the journal “Sci-
ence” [7] is interesting, according to which a team of
scientists first collected DNA sequences from chemical
reagents. Based on the existing bacterium of the genus
Mycoplasma, the sequence of genes was collected arti-
ficially with the addition of marker genes indicating the
artificial origin of the collected bacteria. Such an organ-
ism is named Mycoplasma mycoides JCVI-syn 1.0. Craig
Venter, a world-renowned specialist who managed the
project, declared in this regard about the industrial rev-
olution [7, p. 1], which would follow this discovery or
invention. In the existing terms of law, it is currently dif-
ficult to establish what exactly was done by biologists -
the discovery of new laws of nature or biotechnological
invention. After all, it depends on the level of legal un-
derstanding and further legal regulation of legal rela-
tions that will necessarily be generated by this fact.

According to Yu.l. Kundiev provides a way to ma-
nipulate life on a scale that was previously considered
unattainable. It is possible to design living systems with
predetermined capabilities, in other words, program-
ming living organisms, developing living organisms
from the so-called “bio-bricks”, and assembling DNA
sequence fragment by fragment. Thus, this is a clear
example of when “dangerous knowledge” increases it is
potentially much faster than the wisdom that is required
to cope with it [20, p. 28].

The requirement of the clearest and most complete
description of the invention in the field of biology is one
of the main obstacles in ensuring patent protection of the
results of technological research [21, p. 362-365].

Conventionally, the essential features of breeding
achievements include the presence of a biological object,
the presence of genetically determined traits and ob-
taining as a result of purposeful selection [21, p. 410].
To this is added the predominant use in agricultural
production, priority based on the world level of distinc-
tiveness by biological features, is created exclusively in
material form and requires organoleptic expertise [22, p. 7].

As noted by researchers of foreign sources, the
instructions to the European Patent Commission cur-
rently outlining a biotechnological invention, biological
material, plant variety and process in the field of mi-
crobiology, enshrine the principle of non-limitation to
one particular plant variety or animal breed (i.e. if the
technical embodiment of the invention is not limited
to a particular plant variety or animal breed), and spec-
ified inventions deprived of patentability - “processes of
cloning of human beings, processes of alteration through
the germline of genetic identity of human beings, use of
human embryos for industrial or commercial purposes;
processes of alteration of genetic identity of animals
which may cause them suffering without any significant
medical benefit to humans or animals, and animals emerging
as a result of such processes”. [23, p. 23].

Interesting is the research of K. Shahbazyan, who
notes: “Comparison of the provisions of the national
legislation of Ukraine and Directive 98/44/EC testifies
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to the expediency of implementing into our legislation
all the fundamental principles specified in the Directive
concerning the patentability of biotechnological inven-
tions, the scope of their protection, licensing conditions,
conditions of deposit and access to them, etc.” [9].

The justification for this position is that even
historically in the European Union, several reasons de-
termined the necessity to harmonise the legislation of
the Member States on the protection of biotechnologi-
cal inventions. For example, one such reason is the di-
versity that exists in the systems of legal protection for
inventions in the European Union, which is expected to
become an obstacle to commerce and market develop-
ment in the future; and the progression of these differ-
ences in the adoption of updated national legislation
and its interpretation by national courts in the Europe-
an Union; and, admittedly, the realisation that only legal
protection adapted to the requirements of the present
will encourage increased investment in the biotechnology
industry.

Solution of biopatenting problems

However, the author notes the significant role of con-
solidation in the legislation of specific principles to
be applied to the patentability of biological materials,
which, in addition, promotes and intensifies the desire
for harmony in the legislation. Notably, to comprehen-
sively improve the multilevel system of legal regulation
of research and development in the field of biotech-
nology, the Directive was approved in 1998 [24]. The
harmonisation of biotechnology legislation in the Eu-
ropean Union has now begun based on the European
Parliament and Council Directive 98/44/EC on the legal
protection of biotechnology inventions, which is designed
to address issues in ethical terms and to encourage re-
search and development.

The Directive states that “the following are the
principles for patenting inventions in the field of bio-
technology. Technological inventions suitable for indus-
trial use are patentable even if they concern a product
containing biological material or a process by which
biological material is produced or used. Inventions con-
cerning plants or animals are patentable if the technical
embodiment of the invention is not limited to a particular
plant variety or animal breed. The human body and its
elements may not constitute a patentable invention, but
an element separated from the body or produced in
another way may constitute a patentable invention” [25].

In addition, biological inventions, which appeared
contrary to the generally accepted provisions of ethics
and morality in society, are not patentable, in particular:
human cloning, using human embryos for industrial pur-
poses and changing the genetic identity of a person.

According to the document, patent protection
cannot be granted to inventions if they only compile pre-
viously acquired knowledge and are not used for new
purposes. That is, there is no possibility to patent a DNA
sequence since it is not an invention but only a discovery.




Instead, processes and products that use DNA sequences
can become patentable if they comply with ancillary
patentability criteria.

As a result, the author proposes to consider as
unpatentable some processes, such as cloning of a human
being, and changing its genetic identity; to determine that
the human body at any stage of ontogenesis should not
be an object that can be patented [26, p. 1].

In the author’s opinion, without naming specific
methods or techniques, it is necessary to consider the
possibility of compulsory alienation of patents in favour
of the state for those inventions that will be considered
to be in the public domain and distributed freely or on
predetermined, equal conditions for all with the possi-
bility of access to each interested person.

Conclusions

Considering the above, it is essential to reconsider the
essence of the state as a social regulator of radically
new social relations arising in connection with the de-
velopment of biotechnology. Previously, due to a lack of
appropriate instruments for penetration and manip-
ulation, human biological beings seemed solely a pri-
vate sphere, but now the state must regulate in detail
all phenomena in the sphere of biological beings, above
all human beings, considering those dangers and rights
violations, increasing social inequality by biological in-
equality, which will be reflected in closing the access for
most of society to using the achievements of biotech-
nology by various kinds of patent barriers. Thus, when
deciding whether or not to grant patent protection to
specific phenomena in biotechnology, the regulator
should not be guided by the interests of the researcher,
inventor or investor - although it would seem that pri-
oritising such interests would contribute to the more
efficient development of biotechnology, as advocated
by the author of the research, but on the interests of the
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general public, on how such legal protection will affect
the development of social relations and whether it will
violate the fundamental ecological right of the individual
to life and the free enjoyment of the environment in which
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concept of administrative procedures in the field of intel-
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The doctrinal determination of the development of
biotechnology and its impact on nature and society should
be based on the principle that the biological resource is
single and indivisible, like atmospheric air, and cannot be
an object of individual use. Similarly, the only biological
resource - life is even more universal and the results of
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And it is unacceptable to grant patent protection,
especially to the results of research in the field of human
cloning or the development of artificial intelligence on
human cells, which can only encourage those who want
to make a profit. The primary principle of legal qualifi-
cation should be compliance with environmental rights
and the legitimate interests of members of society, and
only if this preliminary criterion is satisfied, should fur-
ther ways of disseminating the phenomenon through
intellectual property mechanisms, or recognition as a
discovery and in the public domain.

To outline the prospects of national develop-
ment, consideration should be devoted to the rapid
development of industries related to medicine and
pharmacy. According to the author, these processes are
connected proportionally, thus, the significance and
necessity of biopatenting will only increase.
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[IpUHUMIY IAaTEHTHOIO 3aXUCTy y cpepi 6ioTeXHOJI0TiH y KpaiHax
CxigHoi EBponM: BIUIMB 3aXiJHOI Ta cXigHOI Moaesiel
Onekciut IOpiioBuy Iligay6oHun

HanjionasbHUM yHiBepcuTeT 6iopecypciB i IpUPOJOKOPUCTYBaHHA YKpaiHU
03041, By 'epoiB O60opoHy, 15, M. KuiB, Ykpaina

AHomayisn

AKTyaslbHICTD LIi€l pO6GOTHU 3yMOBJIIOETHCS HEOOXIHICTIO BCEOIYHOTO OCTIPKEHHS TEMH MATEHTHOI'O 3aXUCTY ¥
cdepi 6ioTexHOJIOTIH ¥ CXiIHOEBPOINENChKUX KpaiHaX, ika 3yMOBJIeHA CTPIMKUM PO3BUTKOM TEXHOJIOTiH y ranysi
6iostorii, MeguuuHY Ta papmalii. MeTa po60TH NMOJIATAE B HAJAHHI OPUUYHOI OI[iHKY MPUHIIMIIAM TATEHTHOTO
3aXHUCTy, @ TAKOX OMNpalloBaHHI MigxoAiB g0 kBaJsidikanil 6i0TexHOJMOriYHUX AOCATHEHb. [0Ty04YH CTATTHO,
aBTOP BUKOPHUCTOBYBAaB 3araJbHOHAyKOBI MeTO/AM: aHaJi3y Ta CUHTe3y, iHAYKLil Ta JelyKLii, abcTparyBaHHs,
KOHKpeTu3auii Ta anasorii. Cepej, cnenjaJbHUX HayKOBUX METOJIB BUOKPEMJIIOETbCA CTAaTUCTUYHUK METOJ;
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TaK0X BapTO HAroJIOCUTH Ha CHeliaJbHUX IOPUJUYHUX MeTOJAX, AK-OT MOPIBHAJbBHO-IPABOBUM Ta MeTO[,
TJIyMadeHHs MPaBOBUX HOPM. Pe3ysibTaTH J10C/TiIPKEHHS BUCBITJIIOIOTH OCHOBHI ZI0OCATHEHHSA Y cdepi 6ioTexHOoI0TiH
Ta MepCrneKTUBHI LUIAXH PO3BUTKY IX MAaTEHTHOIr'O 3aXUCTY. Y CTATTi ZeTaJIbHO PO3IJISHYTO 6a30Bi MPUHLIUIIHN
MAaTEHTHOTO 3axUCTy 6ioTexHoJsoril. BusiBjieHo HeOOXiHICTb Yy PO3I/IA/i MOXJ/IMBOCTI BilUy>K€HHsS NMATEHTIB
Ha KOPUCTHb Jep>KaBU Ha JedKi BUHAXO0[H, AKILIO LI BUHAXOAU MAKTb BaXKJMBE 3HAYE€HHS Ha pPiBHI JepKaBu
Ta CycHiJIbCTBa, [i/1s1 3a6e3nedeHHsI PiBHOTO Ta BiJIbHOrO AOCTYNY [Jis TaKUX TEXHOJIOTiH. 3a3Ha4YeHo, 110 €
HENPUHHATHUM HAJIJaHHSl MAaTEHTHOTO 3aXMCTY, OCOGJMBO pe3y/abTaTaM /AOCIi/PKeHb Yy Tajay3i KJIOHYyBaHHS
JIFOJIMHY YU PO3POOKHU Ha JIFOJCbKUX KJIITUHAX LITYYHOTO iIHTEIEKTY, OCKIJIbKY Lie MPSIMO CyNepeyruTh eTUYHHUM Ta
MOpaJIbHUM HOpMaM. 3aK/JII0YHO YaCTUHOI POOGOTH CJAYTYIOTh BUCHOBKH 3 IIPOBEJIEHOI0 JOCIIPKEHHS, ¥ AKUX
PO3KPHBAETHCS 3HAYEHHS Ta Ha/laHHA OLiHKU BIJIMBY 610T€XHOJIOTIH HA CbOTOZIEHHS Ta MallbyTHE. PeaysnbTaTu
pPO6OTH MOXKYTb CTATH B IIPUTO/li IPpaBHUKAM Ta HAYKOBISM y chepi iHTesIeKTya/IbHOTO ITpaBa

Kawouoesi caoea: 6iosorisi, iHTe/IeKTyabHe IPaBO, MeMYHE NPABO, 3aXUCT iHTEJIEKTYaIbHUX [IPAB, iHTeJIeKTya/IbHa
BJIACHICTH
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