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Introduction. Th e war has highlighted the need to ensure access to medical treatment for the population 
of Ukraine, including through the removal of legal barriers to the protection of intellectual property 
rights in medicine and pharmacy, together with their important interdisciplinary component — biotech-
nologies in the form of biobanking.

Problem Statement. Legal gaps are particularly evident in areas where advances in science and tech-
nology give rise to complex social relations, including those associated with biobanking.

Purpose. Th e purpose of this study is to examine the specifi c features of the legal regulation of bio-
banking in Ukraine and the trends in its development within the European Union, to formulate recom-
mendations for improving Ukrainian legislation in this fi eld, and to draw the attention of the scientifi c 
community to the challenges and threats posed by military aggression, under which biobanking has acqui-
red particular relevance.

Materials and Methods. Th e study has been based on an analysis of normative legal acts and scho-
larly works by Ukrainian and foreign researchers. Th e research has employed the dialectical method, 
methods of analysis and generalization, systemic and comparative methods, and the formal-legal method 
of legal interpretation.

Results. Th e study has identifi ed the following priority and promising tasks for Ukraine in the fi eld of 
biobank regulation: the adoption of comprehensive legislation governing the establishment, operation, 
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and termination of biobanks; the regulation of the legal aspects of informed consent, including its forms, types, and 
specifi c features depending on the purpose for which biological material is collected; and the determination of the legal 
regime applicable to data collected and generated by biobanks.

Conclusions. Th e growing impact of biotechnology on the fi elds of defense and security poses a challenge to the 
international community regarding the proper governance of the further development of such technologies and the 
lawful and responsible use of their achievements. Further improvement of the legal regulation of biomedical research 
involving biobank resources remains an important task. Legislation should ensure clarity and legal certainty in the 
relevant legal relationships in order to safeguard the rights of their participants.
Keywords: biobank, biomedical research, biomaterial, access to treatment, intellectual property, security, human rights, 
patient rights.

 Accelerated R&D development is often accompa-
nied by a lag in the legal framework required to 
regulate newly emerging forms of social relations.

The Russian Federation’s aggression against Uk-
raine, accompanied by acts of genocide and ecoci-
de committed on Ukrainian territory, has gene ra ted 
a humanitarian crisis affecting not only Ukraine’s 
healthcare system but also Europe more broadly, 
creating additional challenges for the values and 
institutions of Western civilization. As German Fe-
deral Minister of Health Karl Lauterbach noted, 
“It would be unfair to assume that, if we do not 
prepare for military conflict, it will not occur… 
Doing nothing is not a solution. A different app-
roach is needed in the healthcare system as well, 
especially considering that Germany could be-
come a hub for this. Moreover, Germany could 
serve as a center for providing medical assistance 
to the wounded and injured from other countries 
within an alliance” [1].

The Russian Federation’s aggression should be 
considered not only in light of the full-scale inva-
sion of Ukraine but also in the context of poten-
tial future threats to other European states, inclu-
ding the Baltic countries and Poland. In blatant 
disregard of the existing international legal order, 
the aggressor state has systematically targeted ci-
vilian infrastructure in Ukraine, thereby creating 
serious concerns regarding the possibility of simi-
lar actions against other countries bordering the 
Russian Federation, including the Baltic states [2].

Among the areas most profoundly affected by 
the war, the healthcare sector warrants particular 

attention. Ensuring access to medical treatment 
for the population of Ukraine requires, inter alia, 
the removal of legal barriers related to the protec-
tion and exercise of intellectual property rights in 
medicine and pharmacy, including their impor-
tant interdisciplinary component represented by 
biotechnology, particularly biobanking.

Deficiencies in legal regulation are especially 
evident in areas where scientific and technologi-
cal advances give rise to complex social relations 
requiring a clear and comprehensive legal frame-
work. Biobanking represents one such area and 
therefore merits particular scholarly and legisla-
tive attention.

Biobanks have become an important element 
of medical and biological research infrastructure 
and a component of national security. Biobanks 
facilitate the expansion of research scope, mobi li-
ty, and efficiency through repositories of biolo gi-
cal samples and data.

The absence of adequate legal regulation for 
storing biological samples and related information 
in biobanks in Ukraine not only has a chilling 
effect on the development of scientific biomedical 
research but also keeps out of the legal framework 
the preservation of biological materials that have 
strategic importance for the state in terms of se-
curity. This refers mainly to forming a database of 
biological materials to preserve as evidence for 
war crimes investigations and preserving genetic 
material of the state’s biodiversity.

However, while preparing for negotiations with 
the EU, the Ministry of Health of Ukraine actively 
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cooperates with various state bodies and the pub-
lic sector. At the hearing of the European integra-
tion subcommittee of the Verkhovna Rada Natio-
nal Health Committee on August 21, 2024, the Mi-
nistry of Health of Ukraine presented a roadmap 
of actions as a part of the negotiation process with 
the EU on the health of the nation[3]. In the men-
tioned roadmap of actions, the Deputy Minister 
of Health of Ukraine for European Integration, 
Maryna Slobodnychenko, outlined the main direc-
tions of healthcare reform:

1. medicines for humans and veterinary use (ge-
neral directive, regulation of clinical trials, regu-
lation of authorization (registration), others);

2. cosmetic products;
3. medical products;
4. tobacco control;
5. patients’ rights in cross-border healthcare;
6. Social and economic determinants of health; 
6.1. Health inequalities;
6.2. Healthy lifestyle — prevention of alcohol and 

drug use;
0. Blood, tissues, cells, and organs;
0. Health information (electromagnetic fields);
0. Infectious diseases:
9.1. Supervision and reporting;
9.2. European Centre for Disease Prevention and 

Control;
9.3. Health security;
0. Non-communicable diseases: 
10.1. Cancer; 
10.2. Mental health; 
10.3. Rare diseases;
0. EHEALTH;
0. EU4HEALTH program;
0. Health technology assessment.
The priority block of healthcare reform in Uk-

raine, pointed out by the Ministry of Health of Uk-
raine is “Blood, tissues, cells, and organs.”

  The research aims to investigate the specific 
features of legal regulation of biobanking in Uk-
raine together with the trends in its formation in 
the EU, to formulate recommendations for imp-
roving Ukrainian legislation in this field, and to 
draw the attention of academics to the challenges 

and dangers of military aggression, during which 
biobanking becomes particularly relevant.

 The research was conducted through analysis 
of normative legal actsm and scientific works of 
Ukrainian and foreign scholars. The authors app-
lied general scientific methods: methods of analy-
sis and generalization, dialectical, systemic and 
comparative methods, method of formal-legal in-
terpretation.

Academic papers by N. Kvit, I. Senyuta, V. Pash-
kov, R. Hewitt, W. Watson, V. Argudo-Portal, 
M. Domènech, and others that are dedicated to 
the study of legal regulation of biobank activities 
and various aspects of biomedical research.

Legal regulation of collection, storage, and use 
of human biological material and related data by 
biobanks requires a multi-aspect analysis.

Since the term “biobank” was first used in the 
scientific literature in 1996 [4] and in 2009, The Ti-
mes named biobanks among ten major ideas that 
are changing the world right now [5], biobanking 
has developed into an entire infrastructure of re-
levant institutions that operate with various hu-
man biological samples and associated informa-
tion for research purposes (here we do not cover 
cord blood banks, gamete banks, etc., which per-
form personalized storage of biological material).

There is no unified legislation on biobanks at 
the European Union level, the member countries 
have somewhat different approaches to the legal 
regulation of biobank functioning, and some of 
them lack the necessary legislation altogether. 
Ho wever, the collection and storage of human bio-
logical material in biobanks in the EU are regu-
lated by the norms of the following acts:
 The Convention for the Protection of Human 

Rights and Dignity of the Human Being about 
the Application of Biology and Medicine: Con-
vention on Human Rights and Biomedicine 
(establishes principles and rules for ensuring 
human dignity in the field of biology and me-
dicine) [6];

 Regulation (EU) No 536/2014 of the European 
Parliament and of the Council of 16 April 2014 
on clinical trials on medical products for human 
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use, and repealing Directive 2001/20/EC (pro-
vi sions on informed consent and the right to 
withdraw from the research also apply to the 
functioning of the biobanks) [7];

 Recommendation CM/Rec(2016)6 of the Com-
mittee of Ministers to member States on research 
on biological materials of human origin [8],

 Regulation (EU) 2016/679 of the European Par-
liament and of the Council of 27 April 2016 on 
the protection of natural persons about the pro-
cessing of personal data and on the free move-
ment of such data and repealing Directive 
95/46/EC [9].
The procedure for collecting and storing hu-

man biological material in biobanks in Ukraine is 
fragmentarily regulated in several normative legal 
acts, mostly secondary legislation. Here are so me 
of them. The normative legal acts related to bio-
banks in general include the Constitution of Uk-
raine [10], the Civil Code of Ukraine [11], the Law 
of Ukraine on “The Fundamentals of Ukrainian 
Legislation on Health Care” [12], the Law of Uk-
rai ne on “The Personal Data Protection” [13], the 
Law of Ukraine on “The Transplantation of Ana-
tomical Materials to Humans”[14], and others. 
The legislation that regulates the functioning of 
biobanks spesifically includes:
 The Law of Ukraine on “The Licensing of Eco-

nomic Activities” [15], in Article 7 mentions 
the actions of cord blood banks, other human 
tissues, cells banks, that are subject to licensing 
according to the list approved by the Ministry 
of Health of Ukraine; 

 The Licensing Conditions For Conducting Eco-
nomic Activities of cord blood banks, other hu-
man tissues and cells, according to the list app-
roved by the Ministry of Health of Ukraine in 
the Resolution of the Cabinet of Ministers of 
Ukraine 02.03.2016 No. 286 [16] (hereinafter — 
Li censing conditions) (this act defines the requi-
rements and documents, compliance with and 
submission of which is mandatory for entities 
intending to conduct economic activities of cord 
blood banks, other human tissues and cells. 
The Licensing conditions establish legal defini-

tions of several terms, including the cord blood 
bank, other human tissues and cells, as the act 
does not operate with the term “biobank”);

 The List Of Human Cells And Tissues with 
which the activity of cord blood banks, other 
human tissues and cells is allowed, approved by 
the Order of the Ministry of Health of Ukraine 
20.04.2012 No. 276 [17], which lists the following 
biological material: umbilical (cord) blood and 
cells isolated from it, umbilical cord and cells 
isolated from it, placenta and cells isolated from 
it, hematopoietic stem cells isolated from peri-
pheral blood, connective tissue and cells isola ted 
from it, ovarian/testicular tissue, embryo-fe tal 
material and cells isolated from it, milk teeth 
and cells isolated from them, eyeball or its com-
ponents, and their definitions are established.
Special regulatory acts also include: the Proce-

dure of Collection and Temporary Storage of Um-
bilical (Placental) Blood and/or Placenta, appro-
ved by the Order of the Ministry of Health of Uk-
raine dated 10.07.2014 No. 481 [18]; The Procedure 
of Collection, Storage, and Use of Bone Marrow 
approved by the Order of the Ministry of Health 
of Ukraine dated 04.05.2000 No. 96 [19]; the Cri-
teria For Assessing The Degree Of Risk From The 
Economic Activities Of Cord Blood Banks, Other 
Human Tissues, And Cells according to the List 
approved by the Ministry of Health, determining 
the frequency of planned state supervision (cont-
rol) measures carried out by the said Ministry, app-
roved by the Resolution of the Cabinet of Mi nis-
ters of Ukraine 11.02.2016 No. 69 [20], and others.

Despite the existence of the abovementioned 
legal acts in Ukraine, many important issues are 
left outside of legal regulation, accompanied by 
complicated ethical and legal controversies. The 
forms and procedures for creating relevant bio-
banks require regulation in the context of research 
biobanking, including the types of informed con-
sent and the process of obtaining it, etc.

The lack of harmonized legislation on biobanks 
within the European Union gives rise to ambi-
guous legislative approaches of the member states 
in this field at the national level. For example, a new 
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law on biobanks came into effect in July 2023 in 
Sweden, which, in particular, is intended to pro-
vide a higher level of protection of the donors’ 
rights and increase confidentiality. The law defi-
nes a biobank as one or more collections of samp-
les stored by a principal, where the principal is a 
company responsible for the biobank [21].

Contrary to this, Spain (The Royal Decree 
1716/2011, dated 18 November) provides three 
legal regimes for the use of biological samples and 
data in biomedical research: project, collection, and 
biobank. A biobank for biomedical research pur-
poses is a public or private non-profit institution 
that contains one or more collections of human 
biological material, technically organized accor-
ding to quality criteria and order. A collection of 
human biological samples is an ordered set of bio-
logical material stored outside of a biobank, whi le 
a project refers to biological samples of human 
origin stored outside the framework organized by 
a biobank, exclusively for use in a specific research 
project, provided that their preservation does not 
extend beyond the completion date of such a pro-
ject and will not be transferred [22]. There are dif-
ferences in obtaining informed consent for these 
three regimes; in the case of the biobank, the so-
called broad consent is applied, while in the case 
of a project or collection narrow consent is used.

The V. Argudo-Portal and M. Domènech state 
that the existence of these three distinct regimes 
themselves, legally provided for preserving and 
using biological material in research, creates cont-
roversial practices and violations. Since the crea-
tion and maintenance of biobanks requires going 
through a series of bureaucratic procedures and 
constant funding fulfilling the task of providing 
high-quality samples and related data for research, 
biobanks must, among other things, regularly imp-
lement ISO standards, undergo audits, etc. Mean-
while, the collection regime allows bypassing these 
procedures. The need for transformation of the 
Spanish legislation towards the transition to the 
biobank regime is simultaneously a need to form 
a high-level scientific culture regarding sample sto-
rage, data processing, and other aspects [23]. 

The biobank associations, for example, the Euro-
pean Research Infrastructure Consortium — Bio-
banking and Biomolecular Resources Research 
Infrastructure (BBMRI-ERIC) which unifies stan-
dards and approaches, and sets out recommenda-
tions on best practices in this field, are actively de-
veloping in European countries [24]. The number 
of countries joining BBMRI-ERIC is increasing. In 
2023, Denmark, Lithuania, and Switzerland were 
officially accepted as members of the Biobanking 
and Biomolecular Resources Research Infrastructu-
re Consortium — European Research Infra struc  tu-
re Consortium (BBMRI-ERIC). Lithuania and Swit-
zerland transitioned from observers to full mem-
bers, while Denmark joined as an observer [25].

Given the practice of the EU member states that 
are currently discussing legislation in the field of 
biobanking, corresponding changes should also be 
proposed in Ukraine taking into account specific 
conditions caused by the military aggression that 
should be considered in two contexts: 
 in the context of providing strategic spheres for 

treatment, and
 in the context of storing biological samples to pro-

ve war crimes, which have no limitation period.
Even though a discussion on terminology in the 

context of alternatives to the term “biobank” ta-
kes place, thus such terms as biorepository, bio-
trust, repository, biocollection and even biodist-
ributor appear [26], “biobank” and its derivatives 
have already become commonly used terms. Ad-
ditionally, the term “biobank” has been legally int-
roduced into the legislation of several count ries, 
i.e., a culture of understanding and perception of 
the collection and storage of human biological 
material through the prism of biobanking has al-
ready been formed.

Different approaches to define biobank are pro-
posed by scholars [27—29], however in general 
they all regard it as a collection or collections of 
human biological material and related data for re-
search. Thus, in most cases, a biobank is under-
stood as an object of legal relations.

The full-scale invasion by the Russian Federa-
tion is slowing down several processes in Ukraine, 
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contrary to this trend biobanking is undoubtedly 
among the priorities of the country’s defense and 
contributes hugely to the proof of crimes com-
mitted on its territory. On August 21, 2024, the 
Verkhovna Rada of Ukraine adopted the Law of 
Ukraine on “The Ratification of the Rome Statute 
of the International Criminal Court with Amend-
ments thereto” [30].

Taking into account the strategic importance 
of biobanking, the Cabinet of Ministers of Ukrai-
ne on August 30, 2024, approved the procedure for 
the collection, storage and use of human biologi-
cal samples for research purposes [31] (hereinaft er 
referred to as the Procedure), defining the mecha-
nism for the collection, storage, and use of human 
biological samples and related data for the purpo se 
of conducting scientific research and using their 
results to ensure the development of the healthcare 
sector for the first time in Ukrainian legislation. 
For the first time, the biobank is defined by this act 
as “a company or a separate structural subdivision 
of a company that carries out biobanking in the 
form of following types of economic activity: ex-
perimental development in the field of biotechnol-
ogy, healthcare, higher education, data processing, 
including the provision of data entry services.”

The recent news in the area highlights the im-
portance and prospects of biobanks for advancing 
biomedical research. For example, the UK Biobank 
project offers scientists access to the complete ge-
netic sequences of almost half of a million people, 
which is the world’s largest database of whole ge-
nomes, this indicates good prospects for genetic 
research [32]. The world`s first biobank of living 
brain tissue was created in Spain, with samples 
collected from patients with metastatic brain can-
cer, the use of which for research purposes is ex-
pected to provide a more complete picture of the 
relevant aspects of the disease and/or treatment 
responses [33]. However, today, for Ukraine and 
its Western partners, the use of biobanking is no 
longer a question of scientific research, but rather 
the question of national security and defense. Thus, 
in February 2024, the defense ministers of the North 
Atlantic Alliance officially adopted the NATO Stra-

tegy for Biotechnology and Human Enhancement 
Technologies [34]. The purpose of this strategy is 
to establish a common NATO approach to the de-
velopment and use of biotechnology and human 
enhancement technologies, to promote their in-
tegration into NATO military system, and to iden-
tify and protect against threats posed by the hos-
tile use of such technologies [35]. This is the first 
international strategy for the responsible develop-
ment and use of biotechnology in defense and se-
curity sectors, which indicates a significant po-
tential for further development of biotechnology 
and its application in defense and security.

The question of preserving the gene pool as a 
response to the daily destruction of Ukrainians and 
other nations that are the citizens of the country 
is crucially important and deserves special atten-
tion. Article 16 of the Constitution of Ukraine en-
shrines the obligation of the state to preserve the 
gene pool of the Ukrainian people. Although the 
legislation does not go into detail of how the state 
should fulfill this obligation, it is clear that favo-
rable conditions should be created for the safe life 
of the Ukrainian population, which will contribu-
te to a high birth rate. To preserve the gene pool of 
the Ukrainian people, it is important to resist infec-
tious diseases and provide access to medicines, inc-
luding innovative ones. However, full-scale armed 
aggression against Ukraine poses a considerable 
challenge to Ukraine in fulfilling this obligation by 
the state. As a response to them, the Ukrainian Par-
liament, Verkhovna Rada of Ukraine adopted a new 
act (having still some disadvantages) to ensure the 
right of military personnel and other persons to 
biological paternity (motherhood), which, in par-
ticular, provides that during the period of martial 
law, military personnel have the right to receive 
free medical services related to ensuring the exer-
cise of their right to biological paternity (mother-
hood), including the collection, cryopreservation, 
and storage of their reproductive cells in case of 
loss of reproductive capacity [36].

Studies show that the support for the develop-
ment of biobanking at the national level is influ-
enced not only by the understanding of the scien-
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tific tasks of biobanks, their activities, and impor-
tance for biomedical research but also by their 
de velopment as a strategic component of the health 
care system [37].

The issue of legal regulation of biobanks exists at 
the international level within the European Union 
in terms of harmonized legal norms and common 
approaches to addressing numerous legal aspects.

The Russian aggression undermines not only 
the national security of Ukraine but also threatens 
peace and order in the entire European region. Un-
der such conditions, the storage of human biolo-
gical samples and the activities of biobanks to de-
velop new methods of treating diseases are gaining 
strategic importance and have innovative potential.

The adoption of the Procedure by the Cabinet 
of Ministers of Ukraine is undoubtedly a signifi-
cant achievement in the development of legal re-
gula tion of the collection, storage, and use of hu-
man biolo gical samples and related data for scien-
tific research. Sharing N. Kvit’s proposals [38] to 
amend the le gis lation of Ukraine in the context of 
cryopreservation of human biological material, we 
note that the activities of biobanks and the use of 
human biological material in biomedical research 
should be regulated at the level of law, and not li-
mited to bylaws. The key tasks for Ukraine in this 
area include at least the following:
 to set out the legislation that will comprehen-

sively regulate the procedure for the establish-
ment, operation, and termination of biobanks;

 to consolidate the legal aspects of giving in-
formed consent: its form, types, and features 
depending on the purpose for which biological 
material is collected;

 defining the legal regime of data collected and 
generated by biobanks.
According to the international agenda, the imp-

rovement of the legislation on the legal regulation 
of the donation of biological material for use in re-
search in biology, medicine, and pharmacy is up 
to date. On August 25, 2023, the United Nations 
General Assembly adopted a resolution proclai-
ming 2024—2033 as the International Decade of 
Science for Sustainable Development, emphasizing 

that humanity faces complex challenges and that 
a more effective and inclusive approach is needed 
to fully implement the 2030 Agenda for Sustainab-
le Development, based on synergetic cooperation 
in all fields of science — basic and applied, social 
and humanitarian, including traditional know-
ledge, allowing the development of technology, 
innovation and education [39].

The need to ensure access to treatment for the 
population hugely increased and emerged in res-
ponse to the full-scale aggression of the Russian 
Federation to Ukraine. Such access should be ensu-
red by overcoming legal barriers and restrictions 
in protecting the intellectual property rights of 
phar maceutical companies, in particular by re mo-
ving obstacles to the timely entry of generic drugs 
and biosimilars onto the market through the pro-
per application of the “Bolar rule.” Therefore, Uk-
raine needs to use all possible legal instruments 
for this purpose. We share the opinion of O. Gur-
gula that Ukraine’s obligation under the TRIPS 
Agreement to protect IP rights may be canceled 
or limited due to the need to protect other non-
trade interests that prevail. This is possible based 
on Article 73 of the TRIPS Agreement, that pro-
vides for the right of the participant country to de-
rogate from its obligations under TRIPS by wai-
ving IP rights to essential medicines and medical 
devices to protect national security interests [40].

The growing impact of biotechnology on defen-
ce and national security requires the internatio-
nal community to develop and adopt appropriate 
regulatory frameworks for the further advance-
ment of such technologies, ensuring that their 
achievements are applied in a lawful and respon-
sible manner. The use of biotechnological innova-
tions contributes to the defence and security ob-
jectives of Ukraine and other European countries 
in response to Russia’s aggression against Ukraine 
and serves to mitigate existing and potential fu-
ture military threats.

The absence of harmonized regulations at the 
European level, together with ongoing efforts wi-
thin Ukrainian legislation to regulate biobanks, 
un  derscores the broader challenge of establishing 
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an adequate and coherent legal framework in this 
field. At the same time, current developments de-
monstrate both the significance and the conside-
rable potential of biobanking. Many countries have 
adopted national legislation governing the dona-
tion of biological materials, their storage in bio-
banks, and their subsequent use in biomedical re-
search. Ukraine should carefully examine interna-
tional experience in order to develop an effective 
national regulatory framework for biobanking.

Measures aimed at improving the national legal 
framework for biobanks should include a compre-
hensive analysis of foreign regulatory practices, 
consideration of international expertise and re-
commendations developed by the World Health 
Organization and the European Union, and the es-
tablishment of a dedicated working group invol-
ving representatives of the scientific community, 

healthcare institutions, patient organizations, and 
other relevant stakeholders to prepare legislative 
proposals in this area.

The unprovoked armed aggression of the Russian 
Federation has posed unprecedented challenges to 
all spheres of public life in Ukraine. Given the scale 
of the country’s future reconstruction, the further 
development of biology, medicine, and pharmacy 
has become particularly important. In this context, 
improving the legal regulation of biomedical re-
search involving biobank resources is of special re-
levance. Such legislation should provide clarity and 
legal certainty in the regulation of the relevant legal 
relationships, while ensuring effective protection of 
the rights and interests of all participants. Ukrainian 
legislation should also adopt appropriate termino-
logy in this field in order to align with generally 
accepted international standards and practices.
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ПРАВОВЕ РЕГУЛЮВАННЯ ДІЯЛЬНОСТІ 
БІОБАНКІВ: РЕАЛІЇ, ЗАВДАННЯ, ПЕРСПЕКТИВИ 
В УМОВАХ НЕБЕЗПЕК ВОЄННОЇ АГРЕСІЇ 

Вступ. Війна гостро окреслила потребу забезпечення доступу до лікування населенню України, зокрема й 
шляхом усунення правових бар’єрів захисту прав інтелектуальної власності у сфері медицини та фармації 
із їх особливою міждисциплінарною складовою — біотехнологіями у формі біобанкінгу.

Проблематика. Правові прогалини стосуються особливо важливих сфер, у яких досягнення науки та 
техніки спричиняють появу складних за своєю природою суспільних відносин, зокрема біобанкінг. 

Мета. Дослідити особливості правового регулювання біобанкінгу в Україні та тенденції формування 
в ЄС, сформувати рекомендації щодо вдосконалення законодавства України, а також звернути увагу науко-
вої спільноти до викликів небезпек воєнної агресії, оскільки біобанкінг набуває особливої актуальності.

Матеріали й методи. Здійснено аналіз нормативно-правових актів, наукових робіт українських та за-
рубіжних вчених. Застосовано діалектичний метод, метод аналізу, системний та порівняльний методи, 
метод узагальнення та формально-юридичний метод тлумачення права.

Результати. Визначено необхідними та перспективними завданнями для України у сфері правового 
регулювання біобанків: прийняття законодавства, яке комплексно регулюватиме порядок створення, про-
вадження діяльності та припинення біобанків; закріплення правових аспектів інформованої згоди: її фор-
ми, видів та особливостей залежно від того, з якою метою збирається біологічний матеріал; визначення 
правового режиму даних, зібраних та згенерованих біобанками.

Висновки. Збільшення впливу біотехнологій на сферу оборони та безпеки кидає виклик міжнародній 
спільноті щодо належної практики подальшого поступу таких технологій і використання їх здобутків у 
законний та відповідальний спосіб. Актуальним виглядає удосконалення правового регулювання здійс-
нення медико-біологічних досліджень із використанням ресурсів біобанків. Законодавство має слугувати 
чіткості та визначеності відповідних правових відносин з метою забезпечення прав їхніх учасників. 
Ключові слова: біобанк, медико-біологічні дослідження, біоматеріал, доступ до лікування, інтелектуальна 
власність, безпека, права людини, права пацієнтів.


