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Th e paper considers the legal and bioethical foundations of the activity of cryobanks of human cells and tissues in Ukraine. 
Th e importance of adapting national legislation to international standards in the fi eld of biobanking, transplantology and 
assisted reproductive technologies is shown. Th e study provides an analysis of the basics legal regulation of cryobanks, 
identifi es directions for improving the legislation of Ukraine in accordance with European standards. For the analysis, the 
authors were guided by the laws of Ukraine, directives of the European Union, recommendations of the World Health 
Organization, documents of the Council of Europe, and used scientifi c publications in the fi eld of medical law, bioethics, 
cryobiology, and reproductive medicine. Regulatory, documentary, comparative methods of analysis were applied. It has been 
established that the current regulatory framework for governing the activities of cryobanks is fragmented, does not determine 
the legal status of biological material, the procedure for its inheritance and use aft er the donor’s death. Th e proposed ways to 
improve the legal fi eld are as follows: adoption of a special law on biobanks, creation of a unifi ed state register of biological 
samples, adaptation of protocols and procedures to the norms of the European Union. Th e implementation of the proposed 
measures will contribute to the transparency, ethics, and effi  ciency of cryobanks, the protection of the rights of donors and 
patients, and the development of biomedical research in Ukraine.
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Ukraine is within the chain of global, European and 
national integration processes. In solving the key 
global issues, the United States, China, and the Eu-
ropean Union (EU) are building the scientifi c, edu-
cational, and innovative medical and technological 
spheres, strengthening the fi nancial and economic 
system, and actively introducing high-tech produc-
tion, in particular artifi cial intelligence, and quan-
tum technologies [1, 3, 15, 24, 42].

As Prof. John Bischof, Director of the Institute of 
Engineering in Medicine (USA), emphasizes, the 
research collaboration is aimed at developing in-
novative engineering solutions for the diagnosis, 
prevention, and treatment of diseases, as well as 
at constantly expanding the range of scientifi c to-
pics [6]. Cryopreservation of biological material 
holds a special place among innovative biotech-
nologies. 
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Cryobiology, the science that studies the impact 
of low temperatures on structural and functional 
properties of biological systems of various levels of 
organization, has become the foundational science 
for the creation of cryobanks that provide long-
term storage of biological samples for medical, sci-
entifi c and educational purposes. Th e storage of 
human reproductive cells, embryos, placental 
blood, and human stem cells at low temperatures is 
an important technological step in reproductive 
medicine, transplantology, oncohematology, and 
genetic research [7, 4, 39]. 

Today, cryotechnology plays a key role in bio-
medicine, particularly in reproductive medicine, 
oncohematology, transplantology, and biobanking. 
Th ey make it possible to store spermatozoa, oo-
cytes, and preimplantation embryos for further use 
either in infertility treatment programs or to delay 
parenthood; to accumulate stem cells used to treat 
leukemias, anemias, autoimmune and other diseas-
es; to preserve tissues and organs for transplanta-
tion; to create biobanks of samples for scientifi c and 
clinical research.

Cryopreservation technology has become espe-
cially relevant in the context of modern hostilities 
and martial law in Ukraine [59], as it ensures the 
realization of the right of military personnel and 
their partners to biological paternity by preserving 
reproductive cells until the end of service or in case 
of loss of reproductive function [19, 30].

According to the current legislation of Ukraine, 
the main areas of activity for cryobanks when work-
ing with biological material are as follows [10]:

harvesting;
processing — manufacturing of products/prepa-

rations from biological material;
testing (verifi cation) — laboratory control of sa-

fety and quality;
cryopreservation — cooling under diff erent modes; 
storage at an appropriate temperature regimen 

that ensures the stability and integrity of samples; 
keeping records and documenting technological 

procedures; 
protecting donors’ personal data in accordance 

with the legislation of Ukraine;
transferring biological material for medical, sci-

entifi c or educational purposes, as well as interact-
ing with third parties during all stages of sample’s 
circulation, testing, or disposal. 

Cryobanks perform not only biomedical, but al-
so important regulatory, medical, pharmaceutical, 

ethical, and socio-economic functions. Th ey ensure 
the implementation of the constitutional human 
right to health care, reproductive freedom, respect 
for human dignity, privacy, and preservation of the 
gene pool [17, 56]. 

At the same time, the efficiency and safety of 
cryobanks depends not only on technological sup-
port, but also on the regulatory framework that 
regulates the circulation, use and protection of bio-
logical material. International practice demonst-
rates that clear standards and unifi ed procedures 
are the basis for the legal regulation of biobanks’ 
activities [8, 12, 13, 21, 23, 31].

Several reports of Ukrainian researchers (V. Gri-
shchenko, O. Petrenko, M. Petrushko, S. Mazur, 
N. Volkova, T. Yurchuk and others) on studying the 
impact of low temperatures on structural and func-
tional properties of biological systems of various 
levels of organization indicate signifi cant achieve-
ments in cryopreservation of biological material 
[27, 33, 36, 39—41, 43].

Th e publications of many Ukrainian researchers, 
including N. Voloshina, O. Weitz, O. Gryzodub, 
A. Osintseva and others, cover the issues of drug 
quality control, patient health, medical, pharmaceu-
tical and criminal law risks, the elimination of med-
ical errors within the "doctor-patient-pharmacist-
lawyer" legal relationship and the prevention of cor-
ruption in the procurement of biological material 
within the health care sector [14, 28, 37, 38, 44—49]. 

In Ukraine, the circulation of hematopoietic and 
mesenchymal stem cells intended for medical use is 
regulated by the provisions of the State Pharmaco-
poeia of Ukraine, which defi nes the requirements for 
the quality, safety, and storage of such drugs. As for 
other types of biological materials, the activities of 
biobanks are regulated by separate regulatory docu-
ments depending on the nature and purpose of the 
samples. For example, the circulation of human ana-
tomical materials is regulated by the Law of Ukraine 
No. 2427-VIII of May 17, 2018 "On the use of trans-
plantation of anatomical materials to humans" and 
by-laws to it; the storage and use of biological sam-
ples for scientifi c research are governed by the provi-
sions of bioethics committees and international eth-
ical declarations; the work with microorganisms and 
biological materials of animal and plant origin is 
regulated by appropriate sanitary, veterinary and 
phytosanitary requirements. 

The main areas of this research concern legal 
support for the activities of banks of gametes, pre-
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implantation embryos, placental blood, and human 
stem cells. Th e activities of other types of biobanks 
is regulated by specifi c legal regimes that require 
additional analysis.

Th e experience of global public and private um-
bilical cord blood banks and the activities of inter-
national structures indicate that regulatory con-
fl icts and gaps can lead to violations of the rights of 
donors and patients, complicate international co-
operation, and reduce the eff ective  functioning of 
these structures. Despite the signifi cant develop-
ment of cryotechnologies, the issues of organiza-
tion, legal support and ethical aspects of cryobanks 
have not yet been fi nally settled. 

Th e regulations of Ukraine governing the activi-
ties of banks for gametes, embryos, placental blood 
and stem cells are partially aligned with European 
requirements. At the same time, they remain frag-
mented and do not cover all possible legal situa-
tions that may arise in this area. Th ere are no clear 
provisions on the inheritance and use of biological 
material, the responsibility of cryobanks in case of 
their liquidation, as well as the protection of rights 
for children born through ART. 

Th e relevance of this study is due to the need to 
improve and adapt Ukrainian legislation to Euro-
pean norms and standards, to guarantee safety, le-
gal certainty and ethical validity of cryobank ac-
tivities, as well as to protect the rights of patients 
and donors in modern social and legal conditions, 
including wartime challenges.

Th e article aims to justify the legal and bioethical 
foundations of human cell and tissue cryobanks in 
Ukraine, identifying regulatory gaps, determining the 
features of regulating the circulation of human bio-
logical material and developing proposals for improv-
ing national legislation, taking into account interna-
tional standards and practice of the European Union.

Laws, regulations of the World Health Orga-
nization (WHO), the EU, Ukraine, reports in the 
National Academy of Sciences of Ukraine, publica-
tions of leading scientists — specialists in this fi eld 
from Ukraine, the USA, and the EU — were used 
as imperative material.

Th e source base of the study was made up of the 
following documents:

laws and by-laws of Ukraine that regulate the ac-
tivities of banks for human gametes, embryos, pla-
cental blood and stem cells;

international agreements and recommendations 
of the WHO, the Council of Europe, the European 

Association of Tissue Banks, and other specialized 
organizations;

protocols, regulations, and recommendations 
of bioethics committees;

scientifi c reports of leading Ukrainian and for-
eign researchers in the fi eld of medical law, bioeth-
ics, cryobiology, and reproductive medicine;

materials from the offi  cial websites of state bod-
ies: the Ministry of Health of Ukraine, the Commit-
tee on Public Health, Medical Assistance and Med-
ical Insurance of the Verkhovna Rada of Ukraine.

A comprehensive interdisciplinary approach was 
used, combining normative, legal, documentary, 
comparative methods of analysis. Th e research was 
based on the principles of medical law, current reg-
ulations of Ukraine, international agreements, sci-
entifi c publications, and analytical materials on the 
legal regulation of cryobank activities.

Th e paper comprehensively assessed the state of 
legal and regulatory framework, organizational and 
legal mechanisms for cryobank functioning, as well 
as the compliance of the national legal framework 
with international requirements and standards.

INTERNATIONAL LEGAL INSTRUMENTS 

The main international documents that regula-
te activities of cryobanks [18, 25, 62, 63] are shown 
in Fig. 1. 

It is necessary to note a number of international 
regulatory and recommendatory documents gov-
erning certain aspects of activities of cryobanks for 
gametes, embryos, placental blood, human tissues 
and cells, in particular: Guidance for Industry: 
Unique Device Identifi cation for Human Cells, Tis-
sues, and Cellular and Tissue-Based Products, ap-
proved by the US Food and Drug Administration; 
Directive 2004/23/EC of the European Parliament 
and of the Council and related Commission Direc-
tive 2006/17/EC and Commission Directive 
2006/86/EC; Regulation (EU) 2017/745 on medical 
devices; Good Tissue Practice and Good Manufac-
turing Practice for Human Cells, Tissues, and Cel-
lular and Tissue-Based Products, approved by the 
Food and Drug Administration; as well as internal 
regulatory documents of the United States Navy 
Tissue Bank, which operates within the US Navy 
system, taking into account the special procedures 
related to military requirements [20, 22, 23, 26, 51]. 

Scientists emphasize that the cryobank is a criti-
cal infrastructure independent of clinical depart-
ments [34]. Its technological base, management 
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and quality assurance system, protection of patient 
personal data, as well as availability of necessary 
permits play a key role in maintaining the proper 
quality and scope of clinical cell and tissue trans-
plantation programs. Of particular importance is 
the quality and safety of special tools for assessing 
microbiological risk during the collection and pro-
cessing of cells and tissues. Since 2004, Directive 
2004/23/EC of the European Parliament and of the 
Council "On setting standards of quality and safety 
for the donation, procurement, testing, processing, 
preservation, storage and distribution of human 
tissues and cells" [25] has entered into force, which 
obliged the EU member states to appoint a nation-
al competent authority responsible for accredita-
tion, licensing and continuous supervision of cryo-
bank activities. Th e issue of organizing a biobank 
at the local, regional and national levels using the 
example of the Uppsala Biobank was considered by 
A. Beskow [5], while the basic principles of bio-
banking (from biological samples to precision me-
dicine for patients) were discussed by L. Annara-
tone et al. [2].

NATIONAL REGULATIONS 

It should be noted that Ukraine is not a party to so-
me regulatory acts, but their provisions are oft en 

used as a unifi ed (implementation) model for ad-
apting national legislation to international stan-
dards for the circulation of cryopreserved biologi-
cal materials.

A cryobank is a specialized institution or struc-
tural unit that provides collection, testing, process-
ing, cryopreservation, long-term storage and trans-
fer of cells, subcellular structures, fragments of tis-
sues and organs, tissue-specifi c and organotypic 
cell cultures, as well as other human biological sam-
ples. Th e cryobank activities are focused on medi-
cal application, scientifi c research and educational 
processes and are carried out in accordance with 
the requirements of Ukrainian legislation and in-
ternational standards [10].

Th e Fig. 2 presents the basic laws and regulati-
ons of Ukraine that govern cryobank activities [53, 
55—57, 61].

It has been determined that the Law of Ukraine 
No. 3496-IX of November 22, 2023 "On Amend-
ments to Certain Laws of Ukraine Regarding En-
suring the Right of Military Personnel and Other 
Persons to Biological Paternity (Maternity)" ensh-
rines legal guarantees for the preservation of bio-
logical material aft er a person’s death for a period 
of three years, and also regulates the procedure for 
its further use in accordance with the intentions ex-

Fig. 1. Main international documents regulating the activities of cryobanks 
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Fig. 2. Laws of Ukraine regulating the activities of cryobanks

Fig. 3. Requirements of the Licensing Conditions for the economic activities of banks for umbilical cord blood, other 
human tissues and cells in accordance with the list approved by the Ministry of Health of Ukraine



ISSN 2307-6143. Problems of Cryobiology and Cryomedicine. 2025. Vol. 35, No. 4172

V.V. Shapovalov, O.A. Nevzghoda, V.O. Shapovalova, A.O. Osyntseva, V.V. Shapovalov

pressed in the will, or according to the procedure,  
established by the Cabinet of Ministers of Ukraine 
[57]. Th is law is an example of the consolidation in 
Ukrainian legislation of the principle of priority 
rights of military personnel to preserve their repro-
ductive material. In addition, the law demonstrates 
the humanistic orientation of modern medical law, 
which is based on the principles enshrined in Art. 
4 of the Law of Ukraine "Fundamentals of the Leg-
islation of Ukraine on Health Care" [56]. 

Th e principles of humanistic orientation of med-
ical law include the following:  priority of health 
care as a social value; observance of human rights 
in the medical fi eld; accessibility and non-discrim-
inatory nature of medical care; protection of vul-
nerable groups; orientation to modern standards 
and technologies; combining national experience 
with the best world practices; preventive orienta-
tion and intersectoral approach; decentralization of 
management and development of self-government; 
e-healthcare, barrier-free access and inclusion.

Th e activities of umbilical cord blood banks, and 
those dealing with other human tissues and cells 
are licensed in accordance with the Resolution of 
the Cabinet of Ministers of Ukraine dated March 2, 
2016 No. 286 "On Approval of the Licensing Con-
ditions for Conducting Economic Activities of 
Banks for Umbilical Cord Blood, Other Human 
Tissues and Cells in accordance with the List ap-
proved by the Ministry of Health" as amended by 
the Resolution of the Cabinet of Ministers of Uk-
raine No. 1245 dated November 24, 2023 (herein-
aft er referred to as — License Conditions) [10]. Th e 
Resolution defi nes the following requirements for 
the License Conditions, which are shown in Fig. 3. 

In addition to licensing, a prerequisite is the cer-
tifi cation of laboratories involved in technological 
process (testing, storage, etc.) in accordance with 
the current legislation.

Thus, Ukraine has established a regulatory 
framework for cryobank activities, which is being 
gradually adapted to modern challenges.

LEGAL STATUS 
OF BIOLOGICAL MATERIAL

Th e legal status of biological material is one of the 
most complex and debatable issues in medical law. 
Ukrainian legislation does not clearly defi ne the 
ownership rights to biological material, however, 
certain provisions of the Civil Code of Ukraine 
(Article 294) provide for the right of individuals to 

dispose of their body or parts for medical, scien-
tifi c or donation purposes during their lifetime.

Currently, the Verkhovna Rada of Ukraine is 
considering amendments to the current Civil Code 
and discussing the draft  law "On the Application of 
Assisted Reproductive Technologies" (No. 13683 of 
August 22, 2025) regarding the legal status of hu-
man reproductive cells and embryos, postmortem 
reproduction, and the protection of rights for chil-
dren born though the use of ART, particularly cry-
otechnologies. 

In a practical sense, from the moment of collect-
ing biological material (sperm, oocytes, stem cells) 
and storing it in a cryobank, a person acquires de 
facto control and the right to dispose of biological 
material: to store or terminate storage; to transfer 
it for use in donation programs, scientifi c or medi-
cal research; to determine its fate (in a will or a 
separate application aft er the donor’s death). 

In accordance with paragraph 3 of Section II of 
the Law of Ukraine No. 3496-IX, in the event of the 
death of a citizen or offi  cial recognition of his or 
her death, the storage of reproductive cells is car-
ried out free of charge for three years, and thereaf-
ter at the expense of the person specifi ed in the will 
or determined in another way in accordance with 
the current legislation [57]. Th is norm actually cer-
tifi es the existence of hereditary rights to biological 
material, although the concept of "ownership" is 
not directly used in the norm.

LEGAL AND ETHICAL PRINCIPLES 
OF THE CIRCULATION 
OF BIOLOGICAL MATERIAL

Th e key legal and ethical principles of circulation 
of biological material are voluntariness and in-
formed consent of persons for the collection and 
storage of biological material. According to the 
Procedure for ART application [35], it begins with 
the registration of patient’s statement for the use of 
appropriate clinical protocols. In the case of dona-
tion of reproductive material, it is mandatory to 
sign an informed voluntary consent (Form No. 
003-6/o), which includes both medical aspects 
(conducting examinations, determining the vol-
ume and storage period of biological material) and 
legal provisions (conditions for the use or disposal 
of biological material, as well as the donor’s right to 
withdraw consent).

The provisions are consistent with international 
ethical standards, in particular the recommenda-
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tions of the WHO, the provisions of the Oviedo Con-
vention (1997) and the Helsinki Declaration of the 
World Medical Association "Ethical Principles of 
Medical Research with Human Participation as an 
Object of Study" (1964), which emphasize that any 
medical intervention is possible only with the vol-
untary and informed consent of the person [18, 25, 
62, 63].

Th e right to medical and genetic secrecy is funda-
mental in health. In Ukraine, this right is guaranteed 
by Art. 40 of the Law of Ukraine "Fundamentals of 
Health Care Legislation", as well as Art. 7 of the Law 
of Ukraine "On Personal Data Protection" [56, 60]. 
Cryobanks, as entities working with personal data, 
are required to obtain written consent to the pro-
cessing of personal data; provide appropriate techni-
cal and organizational protection measures; guaran-
tee access to information only to authorized persons, 
as well as inform donors about the purpose and 
scope of processing their personal data. 

Cryobanks must ensure the traceability of bio-
logical material at all stages of its circulation — 
from the moment of collection to disposal — with 
the ability to identify the donor (except in cases of 
anonymous donation). At the same time, ensuring 
the traceability of biological material should not 
violate the donor’s rights to confi dentiality [10].

In the case of storage of reproductive cells by mi-
litary personnel in accordance with the Law of Uk-
raine No. 3496-IX [57], the Cabinet of Ministers of 
Ukraine is obliged to determine a separate proce-
dure for the use of such biological material, taking 
into account the requirements of the legislation on 
the protection of personal data, which is of partic-
ular importance under martial law [11].

Th us, in Ukraine, the regulatory framework gov-
erning the circulation of biological material at the 
storage stage is based on the principles of inviola-
bility of the body; freedom of expression; privacy; 
secure access to medical and genetic data.

Th ese principles need further development in law 
enforcement practice, especially in view of the ex-
pansion of the functions of cryobanks and the in-
crease in the volume of stored biological material.

Th e most developed area of use of cryopreserved 
biological material in Ukraine is ART. According 
to the Order of the Ministry of Health of Ukraine 
No. 787 of September 9, 2013, procedures for ex-
traction of reproductive cells, insemination, culti-
vation, freezing and thawing of reproductive cells 
and embryos are integral components of in vitro 

fertilization programs. Various methods of sperm 
aspiration (TESA, PESA, MESA, TESE) and intra-
cytoplasmic sperm injection (ICSI, IMSI) are con-
sidered as assistive technologies that are used in 
certain stages of ART in the presence of medical 
indications [35].

Cryopreserved cells can be used in the treatment 
of male and female infertility; in patients with can-
cer before the start of chemotherapy or radiation 
therapy; in delayed parenthood programs, as well 
as in donor programs.

Th e Law of Ukraine No. 3496-IX "On Amend-
ments to Certain Laws of Ukraine on Ensuring the 
Right of Military Personnel and Other Persons to 
Biological Paternity (Motherhood)" provides for 
free storage of reproductive cells of military per-
sonnel for the period of martial law [57]. In the 
event of the death of a service member or recogni-
tion of him as dead, further storage of biological 
material can be carried out based on a will or at the 
expense of a designated person. Th is approach cre-
ates a precedent for the use of biological material of 
a deceased citizen, which requires further legal reg-
ulation in the context of family, inheritance, ad-
ministrative and medical law. 

In view of the above, we consider it appropriate 
to initiate a public discussion of the introduction of 
the institute of testament of reproductive material, 
as well as a discussion of the possible legal and so-
cial consequences of this decision. Th e use of cryo-
preserved preimplantation embryos in reproduc-
tive medicine is also indirectly regulated by the 
norms of the Family Code of Ukraine, in particular 
Article 123, which determines the legal status of a 
child whose conception took place with the help of 
ART, including the use of donor embryos [55].

Stem cells, particularly those obtained from um-
bilical cord blood, stored in specialized cryobanks, 
and are used mainly in transplantology. Th e Law of 
Ukraine determine the legal regulation of this ac-
tivity "On Transplantation of Anatomical Materials 
to Humans", the legal basis for transplantation, 
storage and circulation of cells and tissues [61] and 
the Resolution of the Cabinet of Ministers of Uk-
raine No. 286 of 02.03.2016 are defi ned [10].

Th e legal basis of the relationship between the 
donor (or parents of the newborn) and the institu-
tion that owns the cryobank is a cell storage agree-
ment, which specifi es the conditions for storage, 
access, transfer of biological material for treatment 
or scientifi c research.
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Th e transfer of cellular or tissue materials to en-
tities associated with aggressor states is legally re-
stricted, refl ecting the priority of national security 
and control over the international circulation of 
medicines [10].

Cryopreserved biological material is also used in 
the research fi eld to study the molecular mecha-
nisms of the development of genetic diseases, to 
design new methods of cell and gene therapy, and 
to test pharmacological drugs. Th e use of biolo-
gical material is regulated by the following do-
cuments:

Th e Law of Ukraine "On Scientifi c and Scientif-
ic-Technical Activities", which defi nes the general 
requirements for conducting research, compliance 
with ethical principles, expertise, etc. [58].

Legislation in the fi eld of bioethics and personal 
data protection in the case of the use of identifi able 
cells [16].

Th e norms of the Procedure for applying ART, 
approved by the Order of the Ministry of Health of 
Ukraine No. 787 of September 9, 2013, determine 
that aft er the completion of the fertilization cycle, 
the patient has the right to decide on the further 
use of unused oocytes or embryos (for her own tre-
atment, in other patients’ programs or for storage). 
Data on the residue and use of biological material 
are entered into the relevant logs of accounting, 
storage and use of cryopreserved samples (para-
graphs 3.12, 3.13) [35].

An important ethical criterion is the non-per-
sonalization of biological material used for scien-
tific purposes, if the donor has not given direct 
consent to the identifi ed use.

Th us, the use of cryopreserved materials covers 
a wide range of legal areas: from medical law and 
bioethics to civil, family and information law. 
Ukrainian legislation is harmonized with interna-
tional standards, but several aspects (use of bio-
logical material aft er the death of a donor, commer-
cial use of samples, protection of the rights of a 
child conceived by the ART method) remain insuf-
fi ciently regulated.

One of the key legal issues in the activities of 
cryobanks is the uncertainty of the legal status 
of cryopreserved biological material aft er the de-
ath of a donor. Currently, neither the Civil Code of 
Ukraine nor special regulations contain a clear an-
swer to the question of whether reproductive cells 
(spermatozoa, oocytes) and embryos can be con-
sidered an object of inheritance.

LEGAL CONFLICTS IN PRACTICE

In medical practice, situations may arise that re-
quire urgent resolution and are associated with 
complex legal situations:

the absence of a will or specifi c instructions from 
the donor;

a dispute between several applicants for access to 
biological material;

 uncertainty of the legal status of a child born af-
ter the death of the donor.

To solve the above-mentioned legal dilemmas, it 
is necessary to amend the Civil and Family Codes 
of Ukraine. 

Another unresolved legal problem is the liqui-
dation or bankruptcy of the cryobank. In case of 
termination of the bank’s activities, the biological 
material must be transferred to another institution 
that has the appropriate license [10]. At the same 
time, the procedure for such transfer, as well as the 
procedure for notifying donors, the distribution of 
responsibility for the preservation of biological ma-
terial and fi nancial settlements between the parties 
are not detailed by any regulatory act.

Th e lack of a clear procedure on these issues can 
lead to several negative consequences, namely:

loss of biological material;
violation of patients’ rights;
impossibility of exercising the right to paternity/

maternity;
litigation (administrative, etc.) between the bank, 

patients and the new owner;
initiation of criminal proceedings [54].
An additional problem is the lack of a unifi ed 

State Register of Biological Material, as well as a 
clearly defi ned supervisory body that would ensure 
quality control and reliability of information and 
the safety of materials in case of transfer from one 
subject to another.

DIRECTIONS FOR IMPROVING 
NATIONAL LEGISLATION

Considering the current challenges, promising di-
rections for improving the legislation on the activ-
ities of cryobanks have been identifi ed (Fig. 4).

Considering the rapid development of reproduc-
tive technologies, medical biotechnology and the 
need to protect the rights of public health, in general, 
and of an individual citizen (in particular, in sensitive 
areas), improving the legislation on cryobanks should 
be one of the priorities of modern medical and legal 
policy in Ukraine. Further development of cryobanks, 
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as a component of research in the fi eld of cryobiology 
and cryomedicine, depends on modern cryobiologi-
cal approaches and methods [27]. In addition, the im-
plementation of the results obtained in modern con-
ditions is important for medicine, pharmacy, veteri-
nary medicine, agronomy and fisheries, food and 
microbiological industry, cosmetology. Th e results 
should be based on the principles of evidence-based 
medicine and evidence-based pharmacy, taking into 
account COVID-19, post-COVID and long-COVID 
disorders according to ICD-11 [49, 50]. 

Th erefore, the following issues need to be ad-
dressed:

improvement of the legislative and regulatory 
framework for the receipt, storage, use and transfer 
of human reproductive cells and embryos, consid-
ering the already defi ned procedures of cryopreser-
vation and accounting;

development of areas of cryobiology and medi-
cine related to cryopreservation of human repro-
ductive cells and embryos;

creation of a national bank of reproductive cells 
of citizens who belong to high-risk groups (mili-
tary, police, medical workers, etc.) in Ukraine.

Th e solution of these issues lies in the creation of 
an interdisciplinary working group on the develop-
ment of the draft  law of Ukraine "On the Activities 
of Cryobanks" and the creation of a consortium. As 
noted by N. Sidorenko [52], a consortium in the 
modern sense is a form of partnership between sci-
entifi c institutions, enterprises and other organiza-
tions that pool resources for the implementation of 
joint scientifi c, technical, or social projects. Such 
associations, such as Th e Psychiatry Consortium, 
etc., demonstrate the eff ectiveness of intersectoral 
interaction in research [29]. Aft er the abolition of 
the Commercial Code of Ukraine, the legal regula-
tion of the activities of such associations is carried 
out on the basis of the Civil Code, special laws and 
constituent documents that determine the terms of 
cooperation, fi nancing and distribution of the re-
sults of joint activities.

Fig. 4. Promising directions for the development of legislation and regulations on the activities of cryobanks 
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In our opinion, the regulatory framework gov-
erning cryobanks in Ukraine is currently fragment-
ed. However, a holistic legislative and regulatory 
system is gradually being formed, covering the is-
sues of circulation (receipt, quality control, effi  cien-
cy, safety, storage, transportation, processing, use, 
management, disposal/destruction, economic 
availability, protection) of biological material [9—
11, 18, 25, 35, 53, 55, 57, 60—62]. At the same time, 
several important regulatory and legal issues re-
main unregulated or have a contradictory legal for-
mulation. Th is concerns the legal status of biologi-
cal material as an object of civil rights, the proce-
dure for its inheritance, its use aft er the donor’s 
death, the liability of banks in case of liquidation, 
the legal status of children conceived using ART 
from the biological material of a deceased person.

An interesting example of international experi-
ence is the practice of the leading American cryo-
banks, specifi cally California Cryobank and Fairfax 
Cryobank, which establish strict criteria for the se-
lection of sperm donors (about one percent of all 
candidates were selected). Th is approach is based 
on medical, genetic, and bioethical requirements 
aimed at guaranteeing the safety of recipients and 
the quality of biological material. Considering the 
increased requirements applied in certain fi elds of 
medicine and biotechnology in Ukrainian legisla-
tion could strengthen the system of control over 
donation and contribute to increasing confi dence 
in the activities of cryobanks [32, 50].

Th us, the current stage of reforming the legal 
fi eld in biomedical technologies opens up an op-
portunity for Ukraine not only to harmonize legis-
lation with international approaches, but also to 
form its own model of ethical and legal regulation, 
taking into account national characteristics, social 
needs and scientifi c achievements. Th e successful 
implementation of these changes will depend on 
the dialogue between the scientific community, 
lawyers, medical professionals and the public, be-
cause only interdisciplinary interaction can ensure 
the sustainable development of cryobanks and in-
crease the eff ectiveness of legal regulation in bio-
medicine.

CONCLUSION

Th e regulatory framework governing the activities 
of human cell and tissue cryobanks in Ukraine is at 
the stage of gradual approximation to internation-
al standards of medical law, bioethics, and protec-

tion of patients’ rights, but remains fragmented and 
needs to be systematically improved. It is advisable 
to adopt a special law on biobanks; amendments to 
the Civil and Family Codes regarding the legal sta-
tus of biological material; creation of a unifi ed state 
register of biological samples; establishment of 
rules for the inheritance of biological material and 
rights to its use; determination of the legal status of 
children conceived using cryopreserved material of 
deceased persons; regulation of activities in the 
event of liquidation or bankruptcy of a cryobank; 
increasing transparency and control, as well as de-
veloping regulations for various types of biological 
objects; gametes, embryos, placental blood, stem 
cells and human tissues. Important areas of further 
adaptation should be the implementation of the 
ethical principles of the Helsinki Declaration of the 
World Medical Association; ensuring voluntary in-
formed consent of donors, confidentiality, and 
transparency of the use of biological material. 
Comprehensive improvement of legislation should 
be based on the principles of humanism, reproduc-
tive freedom, and scientifi c integrity, which will 
contribute to the development of biomedical tech-
nologies and strengthen public confi dence in the 
activities of cryobanks in Ukraine.

Th e study is a fragment of research works  of the 
Private Scientifi c Institution "Research University of 
Medical and Pharmaceutical Law" and the State En-
terprise "krainian Scientifi c Pharmacopoeia Center 
for the Quality of Medicines"on the topic "Interdisci-
plinary research of the quality system, standardiza-
tion, validation, certifi cation, safety and accessibility 
of circulation of medicines" (state registration No. 
0125U001529, deadline 2025—2033); Private Scien-
tifi c Institution "Research University of Medical and 
Pharmaceutical Law" and Danylo Halytsky Lviv Na-
tional Medical University on the topic "Diagnosis, 
treatment, pharmacotherapy of infl ammatory, trau-
matic and onco-thoracic pathologies using instru-
mental methods" (State registration No. 0125U000071,
implementation period 2025—2031). Lviv Medical 
University on the topic “Improving the system of drug 
circulation during pharmacotherapy on the basis of 
evidence-based and forensic pharmacy, organiza-
tion, technology, biopharmacy and pharmaceutical 
law" (State registration No. 0120U105348, imple-
mentation period 2021—2026); Private Scientifi c In-
stitution "Research University of Medical and Phar-
maceutical Law" and Volodymyr Dahl East Ukrai-
nian National University on the topic "Interdis-
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ПРАВОВІ ТА БІОЕТИЧНІ ЗАСАДИ ДІЯЛЬНОСТІ КРІОБАНКІВ КЛІТИН 
І ТКАНИН ЛЮДИНИ В УКРАЇНІ: НОРМАТИВНЕ РЕГУЛЮВАННЯ, ВИКЛИКИ ТА ПЕРСПЕКТИВИ

У роботі розглянуто правові та біоетичні засади діяльності кріобанків клітин і тканин людини в Україні. 
Показано важливість адаптації національного законодавства до міжнародних норм у сфері біобанкінгу, 
трансплантології та допоміжних репродуктивних технологій. У дослідженні подано аналіз основ норматив-
но-правового регулювання діяльності кріобанків, визначено напрями вдосконалення законодавства України 
відповідно до європейських стандартів. Для аналізу автори керувались законами України, директивами 
Європейського Союзу, рекомендаціями Всесвітньої організації охорони здоров’я, документами Ради Європи, а 
також використовували наукові публікації у сфері медичного права, біоетики, кріобіології та репродуктивної 
медицини. Застосовано нормативно-правовий, документальний, порівняльний методи аналізу. Встановлено, 
що чинна нормативна база регулювання діяльності кріобанків є фрагментарною, не визначає правового статусу 
біологічного матеріалу, порядку його спадкування та використання після смерті донора. Запропоновано напря-
ми вдосконалення правового поля: ухвалення спеціального закону про біобанки, створення єдиного держав-
ного реєстру біологічних зразків, адаптація протоколів і процедур до норм Європейського Союзу. Реалізація 
запропонованих заходів сприятиме прозорості, етичності та ефективності діяльності кріобанків, захисту прав 
донорів і пацієнтів, розвитку біомедичних досліджень в Україні.
Ключові слова: медичне право, біоетика, кріобанки, гамети, ембріони, плацентарна кров, стовбурові клітини. 
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