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Introduction. The process of overcoming the pandemic and the intensifi cation of hostilities have exacerbated the 
necessity of developing a legal mechanism for the control and use of biotechnology in various fi elds. The rapid entry 
of innovation technologies into the medical industry is prompting changes in the entire healthcare sector, from the 
formation of public policy to the mechanisms for transferring the advanced biotechnologies to medical practice.

Problem Statement. The vector of the research is to identify and fi nd ways to address urgent legal gaps in the 
implementation and transfer of biotechnology in the healthcare sector, as well as to assess the prospects of medical 
biotechnology as one of key investment areas.

Purpose. Legal analysis of the problematic aspects of the development, implementation, and transfer of bio-
technology in the fi eld of healthcare for the prevention, diagnosis, and treatment of the most common diseases, 
study of their impact on the development of personalized medicine, as well as importance for the post-war recove ry 
strategy of Ukraine.

Material and Methods. The basis of the research methodology is its anthropological orientation. Methods of 
synthesis and analysis, empirical, historical, and system-structural methods, as well as forecast and economic and 
legal analysis methods have been employed.

Results. A comprehensive study of the legal regulation of the interdisciplinary area of biotechnology in the 
medical fi eld to improve the social welfare of the population through the introduction of innovative technologies 
has been launched. Attention has been focused on the potential and prospects of medical biotechnology in terms 
of its attractiveness for the investment policy of post-war reconstruction of Ukraine.

Conclusions. The research and theoretical framework of medical biotechnology has been developing much 
faster than the legal mechanism of their introduction into medical practice, which may limit the personal non-
property rights of natural persons, which ensure their natural environment. This area is also an eff ective compo-
nent of economic and legal development that is a driver of economic opportunities and innovations.

Keywords: biotechnology, technology transfer, personalized medicine, regulation in the fi eld of biotechnology, bio-
technology in the fi eld of healthcare, innovation, post-war recovery.

PROBLEMS OF BIOTECHNOLOGY LEGAL REGULATION 
IN THE FIELD OF HEALTHCARE

https://doi.org/10.15407/scine20.02.091

THE WORLD 
OF INNOVATION 

© Publisher PH “Akademperiodyka” of the NAS of Ukraine, 2024. This is an open access article under the 
CC BY-NC-ND license (https://creativecommons.org/licenses/by-nc-nd/4.0/)



ISSN 2409-9066. Sci. innov. 2024. 20 (2)92

Ustymenko, V. A., and Rossylna, O. V. 

The Convention on Human Rights and Biomedi-
cine clearly and unequivocally declares the prio rity 
of the interests and well-being of the indivi dual 
over the interests of society as a whole or science 
[1]. The rapid integration of innovation technolo-
gies into everyday life, including the me dical fi eld, 
obliges us to reconsider, analyze, eva luate, and re-
view the socio-economic, legal, and moral-ethical 
aspects arising in medical, pharmaceutical, biotech-
nological, and other sectors of economic activity. It 
is known that the more rapidly innovation techno-
logies such as cloning, genome editing, personalized 
therapy, and others develop and are implemented, 
the more complex become the issues of ensuring 
bio security and the regulative framework for ac-
companying the use of scientifi c achievements.

The current stage of development of public 
cons ciousness is characterized by a rapid increa se 
in the content and quality of innovation develop-
ments that ensure successful growth of the pro fi ts 
of economic entities and the satisfaction of the 
modern market demand. The titanic shift in socio-
economic organization of social relations over the 
past decades has been a result of the achievements 
of fundamental research in the fi eld of natural, 
mathematical, materials scien ce, engineering, and 
other branches of science, simul taneously with 
the explosive development of information tech-
nology. At the same time, one of the key factors in 
determining the level of well-being of the popu-
lation remains the degree of development of the 
healthcare sector. We all, as direct participants in 
healthcare relationships, bear a certain responsi-
bility for shaping individual aspects of modern 
and future models of health preservation and for 
improving the quality of human life.

Given the COVID-19 pandemic that shook the 
entire world a few years ago, the risks of biological 
weapon use, particularly during armed confl icts, 
as well as the rapid implementation of various in-
no vation technologies, the issue of developing a 
legal mechanism for controlling and applying bio-
technologies of various kinds is extremely rele-
vant. This issue is particularly important in the 
context of developing a post-war economic reco-

very strategy for Ukraine, as it is an undeniable 
fact that has been confi rmed by global experience 
that in advanced economies, high-tech sectors (in-
cluding the development and implementation of 
biotechnology) have the largest share in GDP and 
are economically attractive to potential investors.

Several scholars have actively explored specifi c 
legal aspects in the fi eld of biotechnology, inclu-
ding I. I. Bochkova, V. I. Kurylo, M. O. Medve-
dieva, Yu. O. Piddubnyi, and others. Signifi cant 
attention has been paid in legal literature to vari-
ous aspects of regulation and protection of intel-
lectual property rights in biotechnology, which 
have been actively researched by N. Glushchen-
ko, I. Kuzmich, O. Olefi r, O. P. Orliuk, and others. 
The development and timely implementation of 
biotechnology hold signifi cant social importance, 
as they can directly infl uence the realization of 
human rights to life and health. Therefore, con-
siderable scholarly attention has been focused on 
issues of legal regulation of technology transfer. 
Among these scholars, there are O. Bakalinska, 
O. M. Davidyuk, V. S. Dmytryshyn, Yu. M. Kapi-
tsa, O. P. Kosenko, A. A. Mazaraki, Ye. A. Novi-

kov, D. I. Pohribnyi, L. I. Fedulova, and others.
In her dissertation, M.O. Medvedieva has em-

phasized the importance of sticking to legal stan-
dards in the implementation of biotechnology in 
agriculture (cultivation of genetically modifi ed 
animals and plants with qualitatively new cha-
racteristics); medicine (cell technologies, genetic 
engineering, creation of recombinant pharmaceu-
ticals, cloning); biological weapons [2, p. 25]. De-
spite numerical studies on various aspects in the 
fi eld of biotechnology, currently, there has been a 
lack of comprehensive analysis of the legal regu-
lation of the development, implementation, and 
transfer of biotechnology in healthcare. This is-
sue is particularly relevant in the nascent stage of 
personalized medicine. From standpoint of busi-
ness activity and implementation prospects, the 
entities engaged in entrepreneurial activities in 
the healthcare sector are particularly interested 
in the potential application of stem cells and ge-
nome editing. 
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It is worth noting the role of biotechnology in 
oncology. The deciphering of the human genome 
and the development of genomics have allowed ob-
taining information about the correlation of cer-
tain proteomic abnormalities with the probabili-
ty of developing specifi c diseases [3, 8]. 

The purpose of this research is to analyze the 
legal aspects of the development, implementation, 
and transfer of biotechnology in healthcare for the 
prevention, diagnosis, and treatment of the most 
prevalent diseases, as well as their signifi cance for 
the post-war recovery strategy of Ukraine. 

Ukraine’s legislation defi nes the term “techno-
logy” as the result of R&D activity, a set of syste-
matized scientifi c knowledge, technical, organiza-
tional, and other decisions regarding the list, 
terms, order, and sequence of operations, the pro-
cess of production and/or realization, and storage 
of pro ducts, provision of services [4]. Analyzing this 
concept, V. S. Dmytryshyn has reasonably noted 
[5, p. 85] that “technology” is a complex legal phe-
nomenon that contains and organically combines 
both intellectual property rights with various legal 
regimes and rights to information, data, know-
ledge, and experience, organizational and econo-
mic decisions, sequence of actions and processes, as 
well as other diverse elements. For further uniform 
understanding of the concept of “biotechnology,” it 
is worth referring to its legal defi nition. According 
to the provisions of Article 2 of the Convention 
on Biological Diversity of 1992, biotechnology 
is defi ned as any technological application that 
uses biological systems, living organisms, or de-
rivatives thereof to make or modify products or 
processes for specifi c use [6]. Thus, biotechno-
logy in the fi eld of healthcare can be considered 
a technology that combines various elements si-
multaneously or separately: intellectual property 
rights, a certain system of actions and processes, 
organizational and economic decisions, valuable 
products, etc., particularly to meet the needs ari-
sing in the healthcare sector (medical, pharma-
ceutical, or other related industries).

The advanced development of biotechnolo-
gy will accelerate the implementation of tools 

designed for the needs of personalized medicine. 
These fi elds are directly interconnected because 
innovation products for clinical medicine enable 
signifi cant progress in healthcare, ensuring not 
only diagnosis and treatment tailored to individual 
patient characteristics but also timely prevention 
of certain diseases or their complications. Modern 
principles of personalized medicine are based on 
identifying the molecular-genetic characteristics 
of specifi c parameters and the epigenetic profi le of 
every patient, which can infl uence selecting drugs 
or treatment protocols, minimizing side eff ects or 
ensuring more successful outcomes. Personalized 
medicine can also indicate individual’s predispo-
sition to certain diseases, allowing doctors and 
patients to develop an individualized monitoring 
and prevention plan [7, p. 8].

In his research, Steve Sturdy [9, p. 31] has 
considered personalized medicine a branch of the 
medical biotechnology sector, which has its roots 
back to the 1980s when the biotechnology indus-
try began to emerge as a new form of scientifi c 
activity characterized by an unprecedented inter-
penetration between academic and commercial 
institutional forms and blurring of the old distinc-
tions between fundamental science and marke t-
oriented research and development. From this, it 
can be concluded that the promise of commercial 
gain was a driving force for the fl ourishing of bio-
technology, which was entirely predictable in the 
conditions of a market economy.

At the same time, regulatory policy in the fi eld 
of biotechnology is complicated by the complexity 
of the industry itself, as it combines both inno-
vation development activities in general and ac-
tivities within the healthcare system. The latter 
includes a range of directions such as the deve-
lopment of treatment and/or prevention me thods, 
pharmaceutical production, research that involves 
biobanks, the implementation of systems using 
artifi cial intelligence elements, and so on. Each 
direction has specifi c features both in practical 
app lication and in terms of government regula-
tion. Considering that a signifi cant portion of bio-
technology results from the activities of speciali-
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zed research institutions or relevant departments 
of educational institutions, one of the fi nal stages 
of biotechnology implementation is the process 
of technology transfer or commercialization. This 
process often serves as an element of regulatory 
policy responsible for transforming biotechnology 
into an economically viable product. As noted by 
S. Tsivkach in the United 24 Economic Strategy for 
Post-War Recovery of Ukraine, one of the mecha-
nisms for fi nancing Ukraine’s reconstruction needs 
by Western countries is technology transfer. It may 
involve venture capital that is more widespread 
in the United States than in Europe. Improving 
the situation with technology transfer in Ukraine 
could be facilitated by the creation of technological 
clusters, where Ukraine could demonstrate better 
results and create additional benefi ts for the world 
in areas such as biotechnology, MedTech, block-
chain, cybersecurity, and more [10].

The theoretical and legal aspects of techno logy 
transfer, its distinction from the process of com-
mercialization, have been thoroughly stu  died by 
Ye. A. Novikov. The scholar has stated that there are 
the two main concepts defi ning technology trans-
fer in relation to its commercialization process: the 
unity theory and the independence theory. The 
legal signifi cance of establishing terminological 
connections between the concepts of “technology 
transfer” and “technology commercialization” lies 
in the sphere of legislative regulation and the for-
ma tion of economic legal policy [11, p. 45]. Among 
numerous approaches to defi ning these concepts, 
several are noteworthy. According to A. V. Kosen-
ko, the commercialization of intellectual property 
objects is an independent process of transforming 
the results of R&D and innovative activities into 
goods and eff ectively realizing them on an indust-
rial scale [12, p. 35]. O. M. Davidyuk has proposed 
the most comprehensive defi nition of technology 
transfer as authorized actions performed by an 
economic entity or other party in relations rela-
ted to the creation, transfer of rights, and embodi-
ment of technologies, organizational and econo-
mic actions, or the conclusion of the relevant eco-
nomic or civil contracts, and/or the performance 

of other legal acts or organizational and manage-
rial actions of a public law nature aimed at trans-
ferring rights to technology, or information about 
technology, and/or material embodiment (repro-
duction) of technology from one subject (party) 
of these relations to other, with the purpose of 
their further transfer to other subjects or use for 
organizing production activities (commercializa-
tion) [13, p. 33].

Technology transfer or commercialization may 
have various economic and legal forms, which is 
an extensive problem deserving separate research. 
However, it is worth noting that the most signifi -
cant results in the fi eld of medical biotechnology 
can be achieved within the framework of pub-
lic-private partnerships [14]. The most famous 
examp le is the Human Genome Project, which 
was realized through joint eff orts of the public and 
private sectors and resulted in sequencing the en-
tire human genome two years ahead of schedule 
in 2003, after 13 years of work. Other examples 
of joint public-private research programs include 
the International HapMap Project, which helps 
researchers identify the genetic causes of diseases 
and responses to drugs, and the Cancer Genome 
Anatomy Project that provides open access to ge-
netic information related to cancer [15, p. 141].

As a candidate country for EU accession, Uk-
rai ne should align its policies with those of EU 
member states, many of which have developed ro-
bust government programs aimed at develo ping 
and commercializing technology infrastructure, 
including biotechnology. These programs involve 
strategies for initiating and developing busines-
ses, building strategic partnerships, protecting 
intellectual property rights, marketing, licensing, 
venture fi nancing, and investing in companies, 
identifying opportunities for further technology 
development [16, p. 64], and utilizing them con-
sidering both public and private interests. Ho-
wever, while aligning with the European values 
and standards and analyzing the largest biotech-
nology market in the US, it is important to keep 
in mind that countries such as China, India, and 
Brazil are expected to play an increasingly signi-
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fi cant role in the future R&D market in biotech-
nology. This includes buying intelligence, inclu-
ding from Ukraine. This risk should be properly 
considered and assessed when forming govern-
ment regulatory policies regarding the develop-
ment, transfer, and use of biotechnology.

The current task facing the state is to build Uk-
raine as a worthy member of the European and glo-
bal community through progressive innovation, in-
vestment, trade, and industrial policies [17, p. 86]. 
This direction will elevate Ukraine’s post-war sta-
tus, including on the international stage, attract 
signifi cant investments, and preserve and enhance 
the country’s R&D potential that is key to fur-
ther prosperity and competitiveness. For example, 
O. Borodina and V. Lyashenko [18, pp. 128—129], 
while analyzing a series of eff ective post-war deve-
lopment cases in national economies, draw atten-
tion to the model of the Irish innovation off shore, 
which serves as an acceptable example for borro-
wing and implementing in post-war Ukraine. The 
researchers have noted that in 1990, the economic 
indicators of Ukraine and Ireland were comparable 
(GDP per capita based on PPP was USD 16,000, 
in Ukraine, and USD 22,000, in Ireland). Howe-
ver, over the next 30 years, Ireland has become one 
of the richest countries in Europe, while Ukraine 
has been among the poorest ones. Ireland’s prospe-
rity is facilitated by the tax reform that has trans-
formed Ireland into a corporate tax haven, with 
eff ective tax rates for foreign corporations ran-
ging from 2.2% to 4.5%. Additionally, Ireland’s 
industrial structure demonstrates the dominance 
of high-tech industries, with the biotechno logy 
and pharmaceutical sector having the largest sha-
re of total sales in 2019. This case is a vivid con-
fi rmation of the economic signifi cance and the 
potential for development in the biotechnology 
sector, which should not be ignored.

Analyzing the system of international legal or-
der in the fi eld of biotechnology, it can be stated 
that in the era of globalization, civilized count-
ries adhere to certain elements of contemporary 
integration processes, including harmonization, 
unifi cation, and convergence of law [19, p. 141]. 

However, as noted by O. Bakalinska [20, p. 116], 
the implementation of European directives and 
regulations into the Ukrainian legislation is not 
a guarantee of the development of conscientious 
and transparent technological exchange and tech-
nology transfer.

Given the above, as well as in the context of 
planning the strategy for post-war reconstruction 
of Ukraine, the regulatory environment for acti-
vating domestic biotechnological progress is of 
paramount importance. This encompasses various 
elements of regulatory frameworks, government 
regulatory policies, and self-regulation within the 
conditions of a market economy. The predictabi-
lity of regulatory policies infl uences the directions, 
types, pace, costs of biotechnological research, and 
the potential for their implementation, as well the 
determination of the degree of their commercial 
viability. Regarding the application of biotech-
nology in healthcare, technical developments and 
high research costs create a set of regulatory chal-
lenges, namely the need to balance risks and bene-
fi ts with the costs of developing various treatment 
modalities. The regulatory experience in the de-
velopment, production, and distribution of phar-
maceuticals, accumulated over a long period, has 
shown that the balance of risks and benefi ts may 
change signifi cantly with R&D advancements 
and experience, which necessitates adjustments to 
healthcare system rules [21].

In the healthcare sector, the future of regula-
tory policy is not suffi  ciently clear and straight-
forward, as economic pressures and technical ca-
pabilities push it in diff erent directions. Intellec-
tual pro perty rights have been increasingly being 
used to incentivize knowledge exchange through 
coo peration mechanisms such as patent pools or 
re search consortia. Societal attitudes towards bio-
technology will continue to infl uence market op-
portunities, but public opinion may change, espe-
cially when biotechnological products bring sig-
ni fi cant benefi ts to consumers or the environment 
[15, p. 137]. From an economic perspective, the 
diff usion (including transfer) of technologies 
not only leads to increasing profi t, but also gene-
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rates new investments, technologies, jobs, and 
tax reve nues to the budget, directly linked to the 
growth of the country’s prosperity [22, p. 76].

The full satisfaction of the population’s needs 
in the state is possible through the timely forma-
tion and enrichment of the regulatory frame-
work by improving the existing and developing 
new legislative one. For example, the fi naliza-
tion of the Law of Ukraine on the Application of 
Transplantation of Anatomical Materials to Hu-
mans towards the development of bio-implants 
(medical products made from human anatomi-
cal materials) and the adoption of a new law of 
Ukraine on Medicinal Products open opportuni-
ties and confi dence in combating tumor disease. 
An examp le of this is the original technology 
developed by the R.E. Kavetsky Institute of Ex-
perimental Patho logy, Oncology, and Radiobio-
logy of the NAS of Ukraine for the manufacture 
of anti-tumor vaccines from tumor tissue of pa-
tients by modifying tumor antigens with lectins 
B. subtilis B-7025. Comprehensive treatment of 
cancer patients using the IEPOR NASU Antitu-
mor Vaccine increases treatment effi  ciency and 
overall patient survival by 15—30%, extends the 
average lifetime, and im proves the quality of life 
[25, p. 74—75]. Industrial technological regula-
tions (No. TPR 64-37046921-001-05 dated Feb-
ruary 21, 2006, protocol No. 8) for the produc-
tion of antitumor autovaccine have been deve-
loped by the Institute and approved by the State 
Service of Medicines and Medical Devices of the 
Ministry of Healthcare of Ukraine. The full-cycle 
preclinical and three phases of clinical trials have 
been conducted, and certifi cate of state registra-
tion of the medical immunobiological product 
Antitumor Autovaccine (No. 411/03-300 200000 
da ted December 9, 2003) has been obtained.

The methods for manufacture of the anti-tu-
mor vaccine and treatment using it have been 
protected by 25 patents of Ukraine. To introduce 
the IEPOR NASU Antitumor Vaccine into clini-
cal practice, 2 methodological recommendations 
and 7 information sheets have been prepared. The 
work is awarded the State Prize in 2016. However, 

the Institute has failed to re-register the vaccine, 
because of the absence of a license for its produc-
tion. However, it is necessary to note that accor-
ding to the technology and recommendations of 
oncology specialists, the vaccine is manufactured 
in the Institute in laboratory conditions individu-
ally for each patient and fully complies with the 
requirements of modern oncology for persona-
lized treatment of cancer patients. According to 
the Licensing Conditions for Economic Activities 
in the Production of Medicines, Wholesale and 
Retail Trade in Medicines, Import of Medicines 
(except for active pharmaceutical ingredients), 
such a license cannot be obtained, as the relevant 
activity is not related to the mass production of 
medicines and is exclusively individual. 

Thus, there is a legal gap, and despite having 
developed biotechnology and necessary produc-
tion resources, the economic entity is deprived of 
the opportunity to widely apply antitumor auto-
vaccine, and patients are deprived of a chance for 
survival because of the circumstances outlined. 
Such regulatory gaps narrow a range of patient 
rights, including the right to individualized treat-
ment, qualifi ed medical assistance, accessibility 
in healthcare, freedom of choice in healthcare, 
qua lity medical care, innovations, prevention of 
suff  ering and pain, and so on.

At the same time, Article 3 of the Law of Uk-
raine on Medicinal Products dated July 28, 2022, 
declaratively defi nes support for the fi eld of scho-
larly research, creation, and implementation of 
advanced technologies to provide patients with 
access to innovation treatment methods as one of 
the fundamental principles of state policy regar-
ding ensuring the eff ectiveness, quality, and safety 
of medicinal products. However, the scope of this 
law does not extend to medicinal products based 
on any type of human or animal cells. So, despite 
the pharmacological similarity of antitumor auto-
vaccine to a medicinal product, the legal nature 
of such a vaccine should be considered in the con-
text of transplantation legislation, although the 
Law of Ukraine on the Application of Transplan-
tation of Anatomical Materials to Humans does 
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not extend to the manufacture of bio-implants 
and xenoimplants, although it regulates many as-
pects related to their use, extraction procedures, 
and so on. The more detailed procedure for the 
manufacture, quality control, and circulation of 
bio-implants is approved by the Resolution of the 
Cabinet of Ministers of Ukraine dated February 
24, 2021, № 158, on Some Issues of Implementing 
the Law of Ukraine on the Application of Trans-
plantation of Anatomical Materials to Humans 
regarding bio-implants, xenotransplants, medical-
biological requirements for animals, conditions 
of their maintenance, procedure for the extrac-
tion of anatomical materials from animals for the 
manufacture of xenotransplants [26]. This gene-
ral procedure, despite its progressiveness, leaves 
more questions than gives answers, particularly 
regarding clinical trials of bio-implants. Howe-
ver, it serves as a signifi cant regulatory framework 
for further development of the fi eld.

In the context of the outlined case, the issues 
regarding the commercialization of biomedical de-
velopments or technology transfer have repeatedly 
arisen. In recent research in the biomedical fi eld, it 
has been noted that since the antitumor autovac-
cine is an innovation development, fi rst mastered 
in the country and possessing qualitatively new 
techno-economic indicators, revenues from the 
use of the technology are generated by intellec-
tual property objects underlying it [27, p. 201].

Improving the regulatory legislation, particu-
larly in the fi eld of biotechnology, or forming new 
legal mechanisms, as in the case of updating the 
transplantation and pharmaceutical legislation, 
will help avoid similar legal problems regarding 
the further implementation and/or transfer of 
technology. For a long time, access to this tech-
nology has been limited for oncology patients in 
the domestic market, which is related to gaps in 
legislation. The manufacture of such autovaccine 
does not fall under the category of “manufacture 
of medicinal products” since this product is an 
individual one that uses anatomical materials of 
a specifi c patient, unlike the serial medical pro-
ducts that are regulated by the applicable law, 

and there has been no other legal concept in legi-
s lation. This practical case vividly demonstrates 
the several important aspects:

1. The period from the moment when a certain 
biotechnology is developed and its eff ectiveness 
is proven until its implementation takes from se-
veral years to decades.

2. The R&D progresses at a much faster rate 
than the regulatory frameworks are updated, which 
can signifi cantly slow down the entry of biotech-
nologies into the market and access for broad seg-
ments of the population to the latest achievements.

3. The sphere of innovation that includes the 
process of biotechnology development and the 
manufacture of antitumor vaccines, is signifi cant-
ly stalled, providing competitors with the oppor-
tunity to capture not only the global but also the 
domestic market for individual biotechnological 
products.

In the given context and as a result of the ana-
lysis of global experience, we have concluded that 
the triple helix concept based on the close coo-
peration of government bodies, research institu-
tions, and commercial enterprises deserves atten-
tion. Such a model has been studied by A.V. Ze-
lisko and O.V. Rozgon, who consider the regula-
tion of the legal status of subjects of innovation. 
Thus, they have projected a correspon ding model 
onto scientifi c parks, paying attention to the in-
creased requirements for their creation and ope-
ration, as well as the level of state control over 
them. At the same time, it should be noted that 
the sphere of innovation that includes the deve-
lopment, implementation, and market realiza tion 
of biotechnological products, is not limited to ac-
tivities within scientifi c or technological parks. 
The aspect of interaction between various sub-
jects and scientifi c and educational institutions 
remains important and attracts signifi cant atten-
tion from the state. However, as it has been estab-
lished by the assessment of the scientifi c orienta-
tion of legislation, the R&D development of the 
country remains at a secondary level, resulting 
in a persistent crisis in the regulation of science 
since 1992 [29, p. 45].
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Su mmarizing the overview of this complex is-
sue, it is worth agreeing with the results of the 
forecast analysis regarding the development of the 
bioeconomy by 2030, by the Organization for Eco-
nomic Cooperation and Development, where it 
has been noted that the development of biotechno-
logy is infl uenced by the three institutional driving 
forces and one social driver, namely: government 
support for biotechnological research and continu-
ous training of researchers, regulatory framework, 
intellectual property, and societal recognition.

Thus, the cited study has established that the 
scientifi c and theoretical basis of medical bio-
technology is developing at a much faster pace 
than the legal mechanism for its implementation 
in medical practice, which may limit the personal 
non-property rights of individuals, which ensure 
their natural existence (rights to life, healthcare, 
medical aid,  etc.). In addition to the social eff ect 
for consumers from the implementation of such 
innovation technologies, the goal is also to obtain 
economic opportunities and benefi ts that may 
manifest themselves not only in the form of profi t 
but also in reducing the cost of treatment, increas-
ing its eff ectiveness, or improving the survival rate 
and quality of life of patients. Biotechnology in 
healthcare is the key and foundation for the deve-
lopment of personalized medicine both in Ukraine 
and worldwide. The legal model of personalized 
medicine should take into account the elements of 
innovation and fl exibility of this direction, which 
entails a review of the rather conservative health-
care system.

The highlighted issues regarding the legal regu-
lation of biotechnology in healthcare in general, 
and personalized medicine in particular, demon-
strate the complexity of the matter that covers all 
aspects of economic relations, from production to 
organizational and administrative and economic 
ones. The medical biotechnology is developing 
within the framework of a general innovation 
system, the structural elements of which include 
as follows: government regulatory policy; educa-

tion and science; appropriate infrastructure; mo-
del of practical implementation; and innovation 
environment. Despite the complexity of Ukraine’s 
legislation, there remain several issues for inves-
tigation, including the fi nalization of the legal 
mechanism for government support not only du-
ring the research stage but also for fi nancial incen-
tives for the preparation, production, distribution, 
and implementation of biotechnology in health-
care. There are several obstacles during its imple-
mentation because of the fact that biotechnology 
is usually the result of innovation, while the high 
degree of justifi ed regulatory constraints in regu-
lating economic activity in the fi elds of medical 
practice, production and distribution of pharma-
ceuticals, and related activities becomes a con-
straining factor. Overcoming such obstacles will 
expand the scope of medical tourism and, thanks 
to biotechnology will open up the medical market 
of Ukraine to patients from around the world not 
only in terms of aff ordability but also due to the 
high quality and innovativeness of services.

Particular attention should be paid to the 
plan ning of post-war reconstruction strategy in 
Ukraine. Until the basic hospital services and in-
frastructure are restored, medical biotechnology 
remains within the context of scholarly research 
activity at the level of self-fi nancing. However, 
it is already necessary to develop a working me-
chanism for capitalizing on the existing potential, 
particularly by optimizing tax legislation to crea-
te an investment-friendly climate for attracting 
additional funding into such high-tech indust-
ries. Currently, the only successful formula for 
technological development is close cooperation 
between the state (including specialized govern-
ment agencies), academia (or relevant depart-
ments of educational institutions), and business, 
as well as international cooperation. The poten-
tial of this direction has been evidenced by imp-
lemented global public-private biotechnology 
projects that have enabled signifi cant progress in 
healthcare.
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ПРОБЛЕМИ ПРАВОВОГО РЕГУЛЮВАННЯ БІОТЕХНОЛОГІЙ У ГАЛУЗІ ОХОРОНИ ЗДОРОВ’Я 

Вступ. Процес подолання пандемії та активізація військових дій загострили питання розробки правового механізму 
контролю та застосування біотехнологій різного спрямування. Стрімке входження інноваційних технологій у ме-
дичну галузь спонукають до змін всю галузь охорони здоров’я — від формування державної політики до механізмів 
трансферу новітніх біотехнологій у медичну практику.
Проблематика. Вектором дослідження є ідентифікація та пошук шляхів вирішення нагальних юридичних про-

галин щодо впровадження та трансферу біотехнологій у галузі охорони здоров’я, а також оцінка перспектив напрямку 
медичних біотехнологій як одного з ключових інвестиційних напрямків.
Мета. Правовий аналіз проблемних аспектів розробки, реалізації та передачі біотехнологій у галузі охорони 

здоров’я задля профілактики, діагностики та лікування найбільш поширених захворювань, дослідження їхнього 
впливу на розвиток персоналізованої медицини, а також значення для стратегії повоєнного відновлення України.
Матеріали й методи. Основою методології дослідження є його антропологічна спрямованість; застосовано методи 

синтезу та аналізу, емпіричний, історичний та системно-структурний методи, а також методи прогнозування та еконо-
міко-правового аналізу.
Результати. Започатковано комплексне дослідження правового регулювання міждисциплінарного напрямку 

біо технологій у медичній галузі для підвищення соціального благополуччя населення шляхом впровадження інно-
ваційних технологій. Закцентовано увагу на потенціалі та перспективах медичних біотехнологій щодо привабливості 
для інвестиційної політики післявоєнного відновлення України.
Висновки. Науково-теоретична основа медичних біотехнологій розвивається значно швидшими темпами, ніж 

пра вовий механізм їх впровадження у медичну практику, що може обмежувати особисті немайнові права фізичних 
осіб, які забезпечують їхнє природне існування. Така сфера також є ефективною складовою економіко-правового під-
несення, що слугує драйвером економічних можливостей та інновацій.

Ключові слова: біотехнології, трансфер технологій, персоналізована медицина, регулювання у сфері біотехнологій, 
біо технології у сфері охорони здоров’я, інновації, повоєнне відновлення.




