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LITERATURE REVIEW

INTRODUCTION

The contemporary stage of human devel-
opment is characterized by rapid advances in
biomedicine and the widespread application
of modern medical technologies, as well as by
the expansion of medical interventions affect-
ing the human body and mind. Progress in ge-
netics, transplantation medicine, reproductive
medicine, pharmaceutical clinical trials, digital
devices, and artificial intelligence in healthcare
has transformed long-established views regard-
ing the extent to which human intervention
may exert significant or negligible influence on
human life and health. In this context, bioethi-
cal standards acquire particular importance as
systems of values, legal norms, and professional
guidelines designed to ensure human dignity,
autonomy, and individual rights in the field of
healthcare.

This issue is especially relevant because vio-
lations of bioethical standards in medical prac-
tice are increasingly no longer confined to the
prerogative of specialists or other trained pro-
fessionals, but are acquiring the characteristics
of socially dangerous conduct that requires
a response from the criminal justice system.
lllegal medical interventions, violations of the
principle of informed consent, abuses in clini-
cal trials, unlawful activities in the field of organ
and tissue transplantation, and manipulations
involving embryonic or reproductive material
pose a serious threat to human life and health,
undermine trust in the healthcare system, and
call into question existing mechanisms of legal
protection.

Moreover, this problem is of particularimpor-
tance for the structuring of modern legal theory
based on the protection of human rights and
compliance with international bioethical stan-
dards. Criminal law plays the role of an ultimate,
yet the most severe, form of state response, and
its application must be grounded in the princi-
ples of legality, proportionality, and legal cer-
tainty. At the same time, the absence of a clear
normative distinction between bioethical viola-
tions that entail disciplinary or civil liability and
those constituting legitimate criminal offenses
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leads to ambiguity in law-enforcement practice
and creates the risk of excessive criminalization
of medical practice.

The relevance of this research is further rein-
forced by the impact of globalization processes
and the integration of national legal systems
into the European and international legal space.
Existing international human rights and bio-
ethics instruments provide broader normative
frameworks; however, their incorporation into
national criminal legislation is often fragmented
and inconsistent. This necessitates a reconsider-
ation of the role of criminal-law instruments in
ensuring compliance with bioethical standards
and the identification of the most appropriate
model of criminal-law response to violations.

In light of the issues outlined above, there is
an urgent need to conduct research aimed at
developing and revising criminal-law responses
to violations of bioethical standards in medicine
in order to shape a balanced legal policy for
the twenty-first century. Such research contrib-
utes to a clearer understanding of the limits of
criminalization in the medical field within legal
theory, to the development of criminal law, and
to the effective protection of human rights and
freedoms in the context of contemporary bio-
medical advancement.

Objective of the review: to carry out a com-
prehensive scientific and legal analysis to assess
criminal-law responses to violations of bioeth-
ical standards in medical practice, to address
challenges of legal policy in the contemporary
context of the twenty-first century, and to for-
mulate theoretically grounded and practically
significant recommendations aimed at improv-
ing criminal legislation and law-enforcement
practice in this field.

To achieve this purpose, the objectives of the
study include:

e analyzing the concept and substance
of bioethical standards in medicine and
determining their place within systems of legal
regulation;

e describing bioethical norms in relation to
norms in the fields of medicine, criminal law,
medical law, and international law;
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e examining the evolution of legal doctrines and principles
governing criminal and civil policy in the protection of
bioethical values - namely life, health, dignity, and personal
autonomy - within national legislation and the legal systems of
other jurisdictions;

e investigating the elements and characteristics of existing
criminal offenses that may give rise to liability for violations of
bioethical values in medical practice, as well as assessing their
conceptual, normative, and practical deficiencies;

e determining the role of criminal-law policy in shaping
processes of criminalization and decriminalization of violations
of bioethical values in accordance with the principles of
subsidiarity of criminal law, proportionality of criminal-law
intervention, and legal certainty;

e substantiating proposals for improving criminal legislation
and law-enforcement practice in light of international bioethical
norms and recent developments in medical science;

o formulating scholarly conclusions and recommendations
aimed at enhancing the effectiveness of criminal-law protection
of bioethical values and establishing a reasoned and balanced
legal policy in the field of medical science.

METHODOLOGY

This study is based on general scientific, special legal, and
interdisciplinary models of inquiry, the application of which is
determined by its complexity, given that the criminal-law re-
sponse to bioethical violations in the field of medical practice
is inherently diverse. One of the general scientific methods em-
ployed in the research is the dialectical method, which makes it
possible to examine bioethical standards and the mechanisms
of their criminal-law protection in their development, intercon-
nection, and interaction with social processes, scientific and
technological progress, and transformations in legal policy.

The systemic-structural method is used to determine the
place of bioethical standards within the system of legal regula-
tion and to analyze the interaction between norms belonging
to criminal law, medical law, and international law. With regard
to the application of methods across different branches of
knowledge, the formal-logical method is employed to analyze
bioethics, criminal liability, and medical practice through the
categories, concepts, and definitions used in the study, as well
as to ensure the internal consistency of scientific conclusions.
Analytical and synthetic methods make it possible to decom-
pose complex legal phenomena into individual elements and,
at the same time, to form an integrated understanding of the
criminal-law response to violations of bioethical standards.

Special legal methods include the formal-legal method, which
is applied to the examination of normative provisions of criminal
law concerning liability for violations of bioethical standards, as
well as to the identification of gaps, conflicts, and inconsistencies
in legal regulation. In analyzing foreign experience in the crim-
inal-law protection of bioethical values, the comparative legal
method is employed to assess the possibility of adapting such
experience to the national legal system. Within the framework
of applied research on the implementation and impact of crimi-
nal-law instruments on the actual behavior of subjects engaged
in medical practice, the socio-legal method is used.
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Within the scope of scientific research, it is appropriate to state
that the search and selection of scientific sources for this article
was carried out in the time frame of 2000-2025, with priority
given to publications from 2020-2025, due to the need to take
into account current trends in the development of biomedicine,
bioethics, and criminal law regulation of medical activities. The
analysis included both fundamental doctrinal works and the lat-
est research reflecting current approaches to the criminalization
of violations of bioethical standards. In addition, the source base
was formed by processing scientific publications, monographs,
commentaries, international legal acts, and judicial practice pre-
sented in scientometric and academic databases, in particular
Scopus, Web of Science, Google Scholar, Springer Link, Oxford
Academic, as well as in the official resources of international orga-
nizations and intergovernmental institutions. A separate group
of sources consists of international normative acts in the field of
bioethics and human rights, documents of international organi-
zations, and the practice of international judicial institutions. At
the same time, the criteria for selecting sources were: thematic
relevance to the issues of bioethics and criminal law response in
the field of medicine; scientific peer review of publications; the
authority of publishers or international institutions; the existence
of established scientific citations; the normative force of legal
acts; interdisciplinary significance for criminal and medical law.

Given its interdisciplinary nature, the study integrates ap-
proaches and findings from criminal law, medical law, bioethics,
and legal policy, thereby ensuring a comprehensive analysis and
facilitating the development of well-founded conclusions re-
garding the optimization of criminal-law responses to bioethical
violations in medicine. At the same time, the combined use of
these methods contributes to the achievement of the research
objectives and provides scientifically grounded recommenda-
tions for improving criminal-law policy in the healthcare context.

ANALYSIS OF LITERARY DATA

The issue of the criminal-law response to violations of bio-
ethical values in medicine is inherently transdisciplinary, situ-
ated at the intersection of criminal law, medical law, bioethics,
human rights, and criminal justice. Contemporary literature
reviews indicate that this area is unevenly explored: certain
aspects of bioethics and medical law are well-established,
with the exception of some disciplinary elements that remain
under-researched, while the criminal-law aspects of bioethical
violations concerning human rights are largely addressed in a
fragmented manner. Research in this field can be organized into
several distinct strands.

The first strand comprises works related to the general theory
of bioethics and medical law, which articulate the fundamental
principles of legal and ethical regulation of medical practice.
J. Herring [1] outlines principles such as patient autonomy, in-
formed consent, dignity, bodily integrity, and liability for breach-
es of medical practice standards. A similar approach is reflected
in the work of Fremgen, F. Bonnie [2], where medical liability
is examined from the perspective of professional ethical stan-
dards, risk reduction, and patient safety. These studies acknow!-
edge criminal-law mechanisms as one of the instruments of re-
sponse, although they do not provide a detailed analysis of the
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criteria for criminalizing bioethical violations. The philosophical
and legal relationship between human rights and bioethics
is highlighted in the works of Maria do Céu Patrao Neves [3]
and in collective studies by F. Stokes & R. Iskander [4]. These
sources emphasize that, while bioethical standards are closely
intertwined with the human rights paradigm, mechanisms for
their enforcement through criminal law remain disputed.

The second strand involves more formal theoretical and doc-
trinal analyses of criminal law, which indirectly inform the under-
standing of the limits of criminalization in medicine. For example,
in the work of A. Ashworth [5], the principles of criminalization,
proportionality, and ultima ratio are examined, directly relevant
for evaluating the boundaries of professional medical interven-
tion under criminal law. In contrast, comparative analyses such
as those by M. Gatazka [6] and M. Esposito et al. [7] explore the
paths of two distinct legal systems toward criminal liability in
medicine, particularly regarding negligence, unlawful medical
procedures, and violations of patients’ procedural guarantees. In
these studies, bioethical standards are not treated as a separate
object of criminal-law protection but are considered through the
traditional categories of harm to life and health.

The third strand consists of research on international bioethi-
cal and human rights regulation. International instruments repre-
sent significant factors in scholarly debates, including the Council
of Europe Convention on Human Rights and Biomedicine [8], the
UNESCO Universal Declaration on Bioethics and Human Rights [9],
and the Charter of Fundamental Rights of the European Union
(EU). Doctrinal interpretations are provided in the works of
R. Andorno and M. Neves, which address the content and signif-
icance of the Oviedo Convention, as well as in commentaries on
the EU Charter edited by S. Peers et al. [10], which articulate stan-
dards on respect for human dignity, the preservation of bodily
integrity, and the prohibition of abuses in biomedical practices.
While these sources establish a normative basis for bioethical im-
peratives, the issue of criminal-law sanctions generally remains at
the level of general state obligations.

An additional body of literature concerns the practice of the
European Court of Human Rights (ECtHR), which significantly in-
fluences the state’s response to violations in healthcare systems.
Cases such as Calvelli and Ciglio v. Italy and Silih v. Slovenia are
particularly noteworthy; the Court established the concept of
positive state obligations to properly investigate cases of death
or serious harm in healthcare contexts where a legal issue arises.
As emphasized by L. Timofieieva [11], the procedural aspect of
protecting the right to life and health is of particular importance,
and the ECtHR'’s criminal-law approaches are accordingly consid-
ered. However, scholarly reviews of this case law focus more on
procedural aspects than on systematic considerations, with rela-
tively less attention to the criminalization of bioethical violations.

In domestic and regional scholarship, the relationship between
bioethics and criminal law constitutes another distinct research
direction. Y. Trynova [12] provides a detailed analysis of the ap-
plication of bioethical principles in Ukrainian criminal law, em-
phasizing key elements such as informed consent, dignity, and
acceptable medical procedures. Y. Zabuga [13] examines criminal
liability in practice when medical guarantees are violated under
the pretext of the right to free healthcare. O. Harasymiv [14] in-
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vestigates the legal implications of Ukraine's potential ratification
of the Oviedo Convention, including its impact on national leg-
islation governing medical and biological interventions. In these
studies, a comprehensive criminal-law response to violations of
bioethical standards is notably absent. Additionally, more gener-
al legal literature, such as the article by O. Sitarz et al. [15], raises
questions about the limitations and possibilities of criminalizing
bioethical violations in the context of human rights.

Additionally, contemporary scholarship demonstrates an in-
creasing focus on the criminal-law dimensions of violations of
bioethical standards in the pharmaceutical and medical fields,
particularly in relation to professional responsibility and the
protection of patients'rights. Thus, O.H. Aleksieiev [16], examin-
ing the national pharmaceutical sector, substantiates the need
for a criminal-law response to systemic abuses in the circula-
tion of medicinal products, emphasizing the interconnection
between the theoretical foundations of criminalization and the
practical challenges of law enforcement. The criminological di-
mension of confidentiality protection in healthcare is explored
in the work of A. Baida [17], who identifies the persistence of
negative institutional practices (authoritarianism in doctor-pa-
tient relations, the declarative nature of legal norms, and low
levels of professional accountability) and underscores that the
social harmfulness, prevalence, and latency of unlawful disclo-
sure of medical secrecy are key factors justifying the establish-
ment of criminal liability. A distinct strand of research addresses
informed consent as a core bioethical and legal safeguard: P.
Daniluk [18] analyzes criminal liability for conducting clinical
trials without informed consent, while G.P. Kovane et al. [19]
& D.-H. Tereshkevych et al. [20] focus on the ethical and legal
requirements governing its content and procedure; issues of
risk communication and the potential legal consequences of
its deficiencies in antimicrobial research are comprehensively
synthesized in the scoping review by Y. Shou et al. [21]. In the
context of the digitalization of medicine, T. van Rijssel et al. [22]
draw attention to the “soft” impacts of technology in decentral-
ized clinical trials, which complicate the assurance of genuinely
informed consent and potentially expand the scope of crimi-
nal-law risks. Finally, the comparative analysis by Y. Tkach [23]
concerning criminal liability for violations of legally established
procedures for the transplantation of human anatomical mate-
rials reveals the fragmented nature of national regulation when
compared with foreign experience, thereby reinforcing the con-
clusion that a coherent and integrated model of criminal-law
protection of bioethical values in medicine remains absent.

In this context, it is also pertinent to highlight the specific lit-
erature on criminal liability in medicine and the ethical aspects
of clinical research, which encompasses several major areas:
criminal liability of healthcare professionals, ethical and legal
aspects of informed consent, and international and compara-
tive legal approaches.

First, criminal liability in medical practice (studies in this cat-
egory examine the grounds and limits of criminal responsibility
of medical professionals for improper performance of profes-
sional duties, medical negligence, and related issues). For ex-
ample, S. Ost analyses the need for clearer legal regulation of
cases of involuntary manslaughter in medicine and proposes
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enhancements to the criminal framework [24]; P. Thahir and
T. Tongat explore patient protection and professional liability
of medical practitioners in the context of medical crimes [25];
V. Artiukhova compares the European experience of criminal
liability for unlawful medical activities in Germany, France, Italy,
and Spain [26]; V. Kononenko examine issues related to holding
medical professionals accountable under disciplinary and crim-
inal law in Ukraine [27]; N. Kolos conducts a comparative legal
study of criminal liability for improper professional conduct in
Ukraine and other countries, taking into account the case law of
the ECtHR [28]; A. Mirza et al. consider criminal liability for med-
ical negligence and its legal consequences [29]; R. Kulkarni et al.
analyze the legal implications of surgical errors and propose an
analytical approach to judicial practice [30].

Second, ethical and legal aspects of informed consent (this cat-
egory focuses on informed consent in clinical research, issues of
risk communication, and legal safeguards). For example, van Ri-
jssel et al. address the ethical challenges of decentralized clinical
trials and the impact of technology on the informed consent pro-
cess [22]; A. Sandu examines ethical and legal aspects of informed
consent in the context of international human rights law [31];
M. Plaiasu and C. Nanu assess the level of physicians’legal knowl-
edge regarding informed consent and patient confidentiality [32];
J. Putri and A. Jamaludin explore the legal aspects of obtaining
informed consent in emergency medical care [33]; C. Pisarenco
and M. Manea analyze errors and risks associated with the appli-
cation of informed consent in clinical practice [34]; M. Bichia and
l. Gagua investigate the historical foundations of informed con-
sent and contemporary challenges in practice [35]; I. Risdawati
considers the legal aspects of implementing an informed con-
sent system in medical practice [36]; Wang Leifan et al. evaluate
the role of bioethics in Chinese biosafety legislation and issues
related to informed consent [37]; S. Martin et al. conduct a com-
parative ethical analysis of Egyptian legislation concerning clini-
cal research [38], among others.

Most of these studies are theoretical and non-discursive and
do not provide an additional model of criminal-law policy in this
field. Based on this literature analysis, it can be concluded that,
while significant progress has been made in medical law, bio-
ethics, human rights, and the general theory of criminalization,
an integrated analysis of criminal-law responses to violations of
bioethical standards as an autonomous domain remains limit-
ed. This underscores the need for a comprehensive approach
that combines criminal-law doctrine, international bioethical
standards, and law-enforcement practice.

Bioethical standards as an object of criminal law

protection: conceptual and legal foundations and the

European dimension

A theoretical understanding of the nature of bioethical stan-
dards, their normative status, and their role within protective
systems in the fight against crime is essential for the develop-

outset of this study, it is necessary to determine under what
circumstances bioethical standards acquire criminal-law signifi-
cance, and when and how they may serve as either an indepen-
dent or derivative object of protection under criminal law.

In contemporary scholarship, bioethical standards are un-
derstood as a system of principles and norms regulating the
permissible boundaries of human life, health, and physical and
mental integrity in the context of biomedical development.
Principles such as respect for autonomy, beneficence, non-ma-
leficence, and justice, as recognized in foundational bioethics
works [7], remain the classical core principles of bioethics.

At the European law level, bioethical standards became norma-
tive with the adoption of the 1997 Convention on Human Rights
and Biomedicine (Oviedo Convention), which explicitly links med-
ical progress with the protection of human dignity and rights
[24]. In this scenario, bioethical standards assume legally tangible
requirements, and their violation not only creates potential civil
and disciplinary liability but also carries the risk of criminal liability.
Criminal law doctrine defines the legal object as social relations,
which, in turn, constitute the subject matter of the law. In the case
of violations of bioethical standards, these social relations are
those that guarantee the protection of fundamental human rights
in healthcare, namely the rights to life, physical and mental integri-
ty, human dignity, and autonomy of will [5].

Bioethics and criminal law interact in a subtle and complex
manner. On the one hand, criminal law cannot and should
not extend beyond the scope of bioethical norms, as doing so
could result in the over-criminalization of medical practice and
the generalization of bioethical principles. On the other hand,
neglecting the bioethical dimension of socially dangerous acts
diminishes the effectiveness of criminal law in the context of
scientific progress for the protection of individuals [1].

In practice, the ECtHR consistently emphasizes that states
have positive obligations to protect individuals’ health and life
in medical contexts, including the establishment of appropri-
ate criminal-law instruments in cases of gross violations [39].
Thus, bioethical standards are indirectly aligned with criminal
law through the positive obligations of states, as reflected in
Articles 2 and 8 of the European Convention on Human Rights
(ECHR). Within EU law, bioethical norms serve as a critical tool
for shaping legal policy, particularly in areas such as clinical
trials, protection of personal medical data, and the use of bio-
medical technologies. The Charter of Fundamental Rights of the
European Union explicitly prohibits eugenic practices and the
commercialization of the human body, which directly relates to
the criminalization of relevant acts.

To systematize the normative influence of bioethical stan-
dards on criminal law, it is recommended to summarize the key
stages of their legal codification (Table 1).

Table 1. Levels of normative consolidation of bioethical standards in the
European legal space

ment of criminal-law mechanisms addressing violations of bio- Level Normative sources Criminal-law significance
ethical standards. In the Europgan Iegal' cor?text, bloeth|cs has S Oviedo Convention, UNESCO_ Establishment of mirimum
gradually evolved from an ethical doctrine into a multifaceted IS documents standards for criminalization
normative system that influences the content of criminal law L
human righz/s law, and state legal policy. Consequently, at the’ European ECHR, ECtHR case law, EU Charter  Positive obligations of the state
! . !
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This table illustrates the multi-level nature of bioethical stan-
dards as a legal object for protection under criminal law. It is
therefore important to note that bioethical standards in the
contemporary European legal space are not merely the result of
ethically justified prescriptions; they effectively acquire norma-
tive roles within criminal-law policy. They act as intermediaries
in the content of protection of fundamental human rights un-
der criminal law in the medical context, while also serving as an
assessment of the social danger posed by specific medical in-
terventions. This generates a theoretical foundation for the fur-
ther study of specific forms of violations of bioethical standards
and mechanisms of criminal-law counteraction, particularly in
the context of legal policy in the twenty-first century.

Criminal-law features of violations of bioethical standards

in key areas of biomedicine: normative legal aspects -

a comparative law perspective

Violations of bioethical norms in medicine are not abstract;
they occur in specific medical and research activities that pose
increased risks to life, health, and human dignity. It is particular-
ly in clinical trials of certain medical products, organ and tissue
transplantation, and the implementation of assisted reproduc-
tive technologies that bioethical standards most frequently
transform into criminal-law constraints. The aim of this section
is to examine these aspects within the framework of criminal
law and legal policy, taking into account EU standards, the case
law of the ECtHR, and international bioethical conventions.

Clinical trials are one of the most sensitive areas of medical
activity in bioethics, as they constitute experimental inter-
ventions on the human body. Central to this is the concept
of informed and voluntary consent, as established by interna-
tional bioethical documents and EU legislation [9, 24]. Viola-
tions of this principle - through misrepresentation, coercion,
or exploitation of marginalized populations - are assessed in
criminal-law terms as infringements on human autonomy and
bodily integrity. Notably, the ECtHR has previously empha-
sized that the absence of adequate consent for medical treat-
ment constitutes an interference with a person’s private life
under Article 8 of the ECHR [40, 41]. National criminal laws of
EU member states establish liability for illegal human experi-
mentation in codified form, rather than as a direct requirement
to achieve serious outcomes, thereby emphasizing the pre-
ventive function of criminalizing experimental activities [5].
This corresponds to legislation designed to prevent abuses in
scientific research.

Transplantation arguably provides the clearest example of
the close intertwining of bioethics and criminal law. One of the
central bioethical principles, set forth in Article 21 of the Ovie-
do Convention and Article 3 of the EU Charter of Fundamental
Rights, is the prohibition of the commercialization of the human
body and its parts. Legal prohibitions in this field are primar-
ily aimed at eliminating organ trafficking, coercive extraction,
and exploitation of donors in vulnerable social conditions. As
highlighted in the literature, the social danger of such actions
lies not only in the infliction of bodily harm but also in the so-
cietal perception of human dignity as an absolute value [42].
In the field of transplantation, the ECtHR has shown concern

regarding violations from a positive perspective, emphasizing
the state’s positive obligations to protect life and personal in-
tegrity. This includes establishing a comprehensive system in
which criminal-law deterrence is effective [40]. This underscores
the fact that criminal law in this area serves not only a punitive
function but also a value-protective function.

The implications of assisted reproductive technologies raise
several complex bioethical questions regarding the status of
the embryo, the scope of permissible interventions in repro-
ductive autonomy, and the prohibition of exploitation of the
human body. EU legislation and ECtHR practice do not provide
a uniform standard for determining when the right to legal pro-
tection of life begins, resulting in significant discrepancies in
criminal-law decisions at the national level [39]. Criminalization
in this area generally concerns the illegal creation or destruc-
tion of embryos, the coercive use of reproductive material with-
out consent, and surrogacy arrangements involving aspects of
human trafficking. Scholars correctly note that excessive crimi-
nalization may also restrict reproductive capabilities and foster
“reproductive tourism”[1].

In conclusion, based on an analysis of key areas of biomedi-
cine, the criminal-law response to violations of bioethical stan-
dards can be divided into two types, depending on the degree
of risk posed to fundamental human rights. While clinical trials,
transplantation, and assisted reproductive technologies demon-
strate distinct models of criminalization, they are united by con-
siderations of human dignity, autonomy, and bodily sovereignty.
This provides a foundation for examining the role of legal policy
in delineating the limits of criminal-law intervention.

Legal policy and the limits of criminalization of violations
of bioethical standards in medicine: European approaches
and challenges of the 21st century

The response of criminal law to violations of bioethical norms
cannot be analyzed separately from the general legal policy
of the state in the field of healthcare and human rights. In the
21st century, criminal law has become increasingly oriented
toward humanization, subsidiarity, and proportionality, which
entails a reassessment of the limits of criminalization in medi-
cal practice. This is especially relevant against the backdrop of
a growing number of criminal proceedings against healthcare
professionals and the emergence of so-called “defensive medi-
cine”. The purpose of this section is to examine the influence of
EU legal policy and the case law of the ECtHR on the scope of
criminal-law intervention in bioethics.

In contemporary criminal-law doctrine, it is generally accept-
ed that criminal law should function as ultima ratio - the last
resort in response to socially dangerous conduct. This principle
is particularly relevant in medicine, as most bioethical violations
can be adequately addressed through civil, administrative, or
disciplinary law [5]. Increasingly, the legal policy of EU member
states operates from the position that criminalization is effec-
tive only in cases of gross, intentional, or systemic violations
of bioethical standards that pose a real threat to life, health, or
human dignity. This reflects a trend toward differentiating re-
sponsibility and avoiding involuntary criminal sanctions for any
deviation from medical or ethical norms [1].
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Proportionality is a fundamental principle of legal policy in
the field of criminal law and human rights. It entails aligning
the severity of criminal-law measures with the nature and social
danger of the violation to which a bioethical regime applies.
As noted in the literature, excessive criminalization of medical
practice has led to reduced quality of healthcare, avoidance of
complex clinical decisions affecting patient outcomes, and the
rise of defensive medicine [2].

The ECtHR emphasizes in its case law that criminal-law mech-
anisms must operate but should not create excessive pressure
on professional medical practice. In cases of medical negli-
gence, the Court repeatedly underscores the necessity of alter-
native, non-criminal means of legal protection [39]. However,
limiting criminalization does not relieve states of their respon-
sibility to provide criminal-law protection for bioethical values.
Pursuant to Articles 2 and 8 of the ECHR, states have positive
obligations to protect life and the physical and mental integri-
ty of individuals. In cases of significant violations of bioethical
standards, failure to provide a criminal-law response could itself
constitute a breach of the Convention [40].

Therefore, legal policy must be developed to reconcile the
interests of patients and medical professionals, ensuring that
criminal law functions as an effective deterrent against the
most egregious abuses in high-risk forms of biomedicine. To
codify general approaches to the criminal-law response to such
violations, a summary table is recommended (Table 2).

Table 2. Key Principles of legal policy in the criminalization of violations of
bioethical standards

Principle Content Practical significance

Preventing excessive

Criminal law as ultima ratio criminalization

Subsidiarity

Punishment commensuratewith ~ Protecting the professional

Proportionality

the offense autonomy of physicians
Positive Duty of the state to protect human Ensuring effective legal
obligations rights response

This table provides a comprehensive overview of how crim-
inology, bioethics, and legal policy interact. Thus, 21st century
legal policy in the field of criminal-law responses to bioethical
violations stems from achieving a balance between effective
protections of human rights and avoiding undue criminal pres-
sure on medical actions. The criteria of subsidiarity and propor-
tionality establish the limits of criminalization, while the ECtHR
serves as a benchmark for states regarding positive obligations.
This sets the conceptual groundwork for analyzing internation-
al bioethical standards and prospects for improving the crimi-
nal-law response.

International bioethical standards and directions

for improving criminal-law responses to violations

of bioethical norms

Contemporary criminal-law protection of bioethical stan-
dards cannot be guaranteed without taking into account in-
ternational standards and norms. The primary principles that
define the limits of action in the medical sphere and the appli-
cation of general criminal liability across countries are estab-
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lished by international organizations and conventions. These
sources can be divided into three main categories: the Council
of Europe Convention [8] on Human Rights and Biomedicine
(Oviedo Convention), the Charter of Fundamental Rights of the
EU, and UNESCO texts on bioethics and human rights. These
criteria provide a structural framework upon which successful
legal policy formulation and differentiated criminalization of
bioethical violations can be based.

Key international bioethical standards. The Oviedo Conven-
tion (1997) establishes fundamental principles regarding re-
spect for human dignity, autonomy, the prohibition of eugenic
procedures, and the commercialization of organs [42]. The Con-
vention directly affects criminal law by defining socially dan-
gerous actions that are subject to criminal prosecution within
national legal systems. The EU Charter of Fundamental Rights
enshrines rights to physical and mental integrity and prohib-
its the exploitation of the human body and commercial use of
tissues and organs [41], providing mechanisms for legal and ju-
dicial practice at the member-state level. UNESCO declarations
and documents, such as the Universal Declaration on Bioethics
and Human Rights (2005), outline core ethical norms that be-
come standards for assessing the criminal-law appropriateness
of medical conduct [9]. Broadly, international standards con-
tribute to the harmonization of national criminal norms, pre-
venting “gaps”in legal regulation and serving as an effective ref-
erence point for strengthening criminal policy in biomedicine.

Despite extensive international regulation, critical gaps re-
main: conflicting definitions of the moment when legal pro-
tection of life begins (e.g., embryo, fetus, or zygote), differences
in the criminal-law qualification of bioethical violations, and
potential over- or under-regulation in certain areas (assisted
reproductive technologies, clinical trials, transplantation). Ad-
dressing these challenges requires regulatory coordination and
legal-policy solutions grounded in the principles of subsidiarity,
proportionality, and positive obligations of the state.

Analysis of international standards and national practices
suggests several directions for improvement:

o harmonization of national laws with international standards -
adapting criminal-law provisions to the principles of the Oviedo
Convention and the norms of the EU Charter;

o definition of clear criteria for social danger of actions -
differentiating violations by the degree of harm and type of
intent;

o preventive mechanisms and integration with legal policy -
combining  criminal-law  responses  with disciplinary,
administrative, and civil measures;

e enhancing transparency and accountability in medical
research - mandatory certification of clinical trials and
monitoring compliance with bioethical standards.

These directions are summarized in Table 3. Moreover, this
table provides an example of a comprehensive pathway for
strengthening criminal-law responses and aligning them with
international bioethical standards. An overview of international
bioethical standards and their implementation in the EU and
ECtHR demonstrates that criminal-law responses to violations
of bioethical norms should be based on harmonization be-
tween international norms, national legal policy, and risk-man-
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Table 3. Directions for improving criminal-law responses to violations of
bioethical standards

Direction Purpose Expected effect
Harmonization Align criminal law with Promotes equality of standards
of laws international norms in the EU and international law
Definition of .
riteria for social Differentiate liability Riﬂ%ﬁ;ﬁ%ge
danger
Preventive : Increases effectiveness of law
mechanisms Use of alternative measures enforcement
Transparency and Monitoring of dlinical and Prevents violations of bioethical

accountability reproductive practices standards

agement mechanisms. If the strengthening of criminal liability
is undertaken within the framework of proportionality, sub-
sidiarity, and the positive obligations of the state, and aims to
harmonize national approaches with international standards, it
is also crucial to ensure effective protection of the rights of pa-

tients and medical professionals in the 21st century.

DISCUSSION

The aim of this study is to provide a comparative analysis of
criminal-law responses to bioethical violations in medicine within
the contemporary European legal system. The findings demon-
strate that bioethical principles - specifically the recognition of
patient autonomy, the prevention of harm, the pursuit of justice,
and respect for dignity - are transformed into criminal-law norms
and guiding principles for medical practitioners and researchers
to regulate conduct. The study also confirmed the heterogeneity
of the integration between bioethics and criminal law: national
systems and ECtHR practice create both opportunities and risks
for the development of unified standards.

What distinguishes this research from previous studies is its
three-level regulatory framework: criminal law, legal policy,
and international bioethical conventions (EU, ECtHR, Oviedo
Convention). Most prior work focused either on national crim-
inal law or medical ethics, without systematically considering
the integrated interaction between criminal liability, interna-
tional norms, and legislative policy. This study compares three
biomedical domains (clinical trials, transplantation, assisted
reproductive technologies) from two different perspectives -
ECtHR practice and EU philosophy - to provide guidance for
determining general principles regarding criminalization and
its limits.

The findings illustrate the necessity of balancing two di-
mensions of legal policy in the 21st century concerning crim-
inal protection of bioethics. The result is a dual objective: to
protect fundamental human rights while preventing excessive
criminalization in bioethics that could impede medical science
and practice. The principles of subsidiarity and proportionali-
ty, embedded in national legislation and ECtHR implementa-
tion, provide a foundation for more flexible arrangements that
reflect both technological progress and 21st century ethical
dilemmas.

A central topic of discussion is the challenge of balanc-
ing standards between international and national levels.
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Although the Oviedo Convention and the EU Charter of
Fundamental Rights provide frameworks for key principles,
member-state practices show significant differences in the
qualification of actions and the application of sanctions. The
development of unified criteria for the social danger of bio-
ethical violations, serving as an ethical benchmark across ju-
risdictions, reduces the risk of legal uncertainty. Therefore,
the practical significance of this research lies in the intersec-
tion of criminal-law doctrine, legal policy, and international
bioethical standards, forming a comprehensive perspective
on how to respond to violations of bioethical norms. This
framework serves as a foundation for further scientific and
legislative progress.

CONCLUSIONS

This study offers several significant findings and potential
contributions to the formulation of criminal law and legal
policy in bioethics. Bioethics has become an object of crim-
inal-law protection because violations of autonomy, dignity,
and the inviolability of patients constitute socially dangerous
acts. This provides a normative basis for the incorporation of
bioethics into criminal law. Criminal liability in medical disci-
plines should be determined by the degree and intent of the
bioethical violation, as well as the specific biomedical field
concerned. Clinical trials, transplantation, and assisted repro-
ductive technologies reveal new patterns of criminalization
that require adaptation.

21st century legal policy provides the foundation for apply-
ing criminal law in bioethics through the principles of subsid-
iarity, proportionality, and the positive obligations of the state.
These principles help prevent both excessive criminalization
and insufficient protection of patients. International bioethical
norms (Oviedo Convention, EU Charter, UNESCO documents)
serve as benchmarks for national legislation in addition to ju-
dicial practice, yet harmonization gaps remain substantial. This
necessitates the establishment of clear indicators of social dan-
ger across all jurisdictions.

Additional research may focus on developing concrete
criminal-law mechanisms for responding to bioethical vi-
olations, including preventive and non-criminal measures.
Moreover, assessing the effectiveness of criminal liability
across EU jurisdictions, particularly in light of emerging bio-
medical innovations, artificial intelligence in medicine, and
digital health systems, is crucial. In conclusion, this study
represents a unique contribution to the field of criminal
law and legal policy: theoretical frameworks, international
practice, and practical guidelines should be integrated to
inform criminal-law responses to bioethical violations in the
21st century. The findings may serve as a starting point for
reforms in policy, judicial development, and the teaching of
bioethics and medical law.
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CRIMINAL AND LEGAL RESPONSES TO VIOLATIONS OF BIOETHICAL STANDARDS IN MEDICINE: CHALLENGES FOR LEGAL POLICY IN THE 21ST CENTURY
Literature review

M.M. Blikhar, doctor of juridical science, professor, head of the Department of Administrative and Informational Law, Institute of Jurisprudence, Psychology
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Background. The article proves that the relevance of the topic is due to the rapid development of biomedicine, the introduction of the latest medical
technologies, the expansion of clinical trials, transplantology, assisted reproductive technologies, and the use of artificial intelligence in medicine, which
significantly complicates the task of ensuring an appropriate balance between scientific progress, the protection of human rights, and public interests. In such
conditions, violations of bioethical standards acquire not only medical and legal significance, but also criminal significance.

Objective of the review: to provide a comprehensive scientific and legal analysis of the mechanisms of criminal law response to violations of bioethical
standards in the field of medical practice, taking into account the current challenges and trends in the development of legal policy in the 21t century, as well
as to develop theoretically sound and practically oriented recommendations for improving criminal legislation and law enforcement practices in this area.
Analysis of literary data. The materials of the study are based on a methodological foundation formed by an integrated system of general scientific, special
legal and interdisciplinary methods of scientific knowledge, the use of which is determined by the complexity of the problems of criminal law response to
violations of bioethical standards in the field of medical practice. Particular attention is paid to the analysis of criminal offenses related to illegal medical
interventions, violations of the procedure for conducting clinical trials, organ and tissue transplantation, manipulation of reproductive material, as well

as forced or uninformed medical procedures. The need for improving criminal legislation and law enforcement practices, taking into account bioethical
approaches, international standards, and the modern challenges of the 21st century, is justified.

Conclusions. Itis summarized that the effectiveness of criminal law response to violations of bioethical standards can be ensured only under the conditions
of implementation of a comprehensive legal policy that provides for a combination of preventive tools, coherent requlatory framewaorks, and guaranteed
protection of the rights and legitimate interests of both patients and medical professionals.

Keywords: bioethical standards, criminal and law responses, criminal legislation, legal policy, medical practice, clinical trials, transplantation, assisted
reproductive technologies, human rights.

KPYMIHATIbHO-TIPABOBE PEATYBAHHSA HA MOPYLLIEHHS BIOETAYHIAX CTAHAAPTIB Y MEAWLIMHI: BUKTIAKIA IPABOBOI MOMITUKM XXI CTOMITTA
Ornag nitepatypu

M.M. bnixap, 4. to. H., npodecopka, 3aBiayBauka kadeapn AAMIHICTPATABHONO Ta iHGOPMALIiHOTO NpaBa [HCTATYTY NpaBa, NCHXONOTI Ta IHHOBALIHOT
0CBITI HavlioHanbHoro yHiBepcuTety «/TbBiBCbKa NofiTexHika, M. J1bBiB,

B.1. CupoBaLbKuii, A. 0. H, 4ABOKAT AcoLliaLlii afBOKaTiB y MICTi Kuesi, M. ki

T.1. Co3aHCbKMiA, K. 0. H., Npodecop kadeapu KpumiHanbHO-NpaBoBIAX AUCLIANTIH HaBUANbHO-HAyKOBOrO IHCTUTYTY NPaBa Ta NPaBOOX0POHHOT AiANHOCTI
JIbBIBCbKOTO [1epXaBHOTO YHiBEPCUTeTY BHYTPILLIHiX CMpas, M. JIbBiB

B.0. lawentok, K. to. H., CTapuii HaykoBuii CniBpo6iTHUK BiaAiny Npobaem KpUMiHabHOro Npasa, KpUMIHONOTi Ta CyaoyCTPOw IHCTUTYTY AepxaBu i NpaBa
im. B.M. Kopevbkoro HAH Ykpaiku, m. Kuig

0.0. Maceka, K. 10. H., JOLEHT Kadeapy KpUMiHANBLHOTO NPaBa Ta KpUmiHonorii JIbBIBCbKOr0 AiepaBHOr0 YHiBepCUTeTy BHYTPILUHIX CNpaB, M. JIbBiB

06rpyHTYBaHHA. AKTYanbHICTb TeMi CTATTi 3yMOBAIEHa CTPIMKWMM PO3BUTKOM bioMeanLIHY, BNPOBAAKEHHAM HOBITHIX MEUUHILX TeXHONOTIA,
PO3LUIMPEHHAM NPAKTUK KITIHIYHUX BUNPOOYBaHb, TPAHCNAHTONONTT, AOMOMIXKHIX PENPOAYKTUBHUX TEXHONOTH, a Takox BUKOPUCTAHHAM LUTYYHOTO
iHTENeKTy B MEAMLIMHI, L0 3HaUHO YCKNAHIOE 3a0e3neueHHA HaNeXHOro 6anancy Mix HayKoBUM NPOrPecoM, 3axiCTOM NPaB NIOAUHIA Ta My6AIUHIMY
iHTepecamin. Y TaKiix yMOoBax nopyLUeHHA Di0eTUYHIX CTaHAAPTIB HabyBaloTb He NLLIE MeAUKO-NPaBOBONO, a i KPUMIHANIbHO-MPABOBOTO 3HAYeHHS.

Merta ornagy: 30iiCHeHHA KOMMNEKCHOT HayKOBO-NPaBOBONO aHani3y MeXaHi3MiB KpUMiHaNbHO-NPaBOBOTO pearyBaHHA Ha NOPYLLIEHH bioeTuHuX
CTaHAAPTIB Y chepi MeAMUHOT AIANBHOCTI 3 YPaxyBaHHAM CyUaCHIX BUKAVKIB | TeHAEHLI po3BUTKY NpaBoBoi noAiky XXI CTONITTA, a Takox po3pobaeHHA
TROPETUYHO BUBAKEHIX | MPAKTIAYHO OPIEHTOBAHIX PEKOMEHAALLIM LLOAO BAOCKOHAEHHA KPUMIHANbHOIO 3aKOHOLABCTBA Ta N1PABO3aCTOCOBHOI NPaKTHKY
y BINOBIAHIN Chepi.

AHani3 sanux nireparypu. MeToosoriyHy 0CHOBY A0CNILXEHHA CTAHOBUTH IHTErPOBAHA CYCTEMA 3aranbHOHayKOBYX, CMIeLianbHO-I0pUANYHNX Ta
MiXAUCLMNNIHAPHIAX METOAIB HayKOBOIO Ni3HaHH, BUKOPUCTAHHA AKIX 3yMOBMIEHO KOMNIIEKCHICTIO NPo6Aem KpUMiHanbHO-NPaBOBOTO pearyBaHHA

Ha NOPYLLIEHHA bIoeTUYHYX CTaHAAPTIB  chepi MeanuHoi aianbHocTi. OcobnuBa yBara NpUAINANaca aHanisy cknaay KpUMiHanbHIX NPaBonopyLLIEHs,
MOB'A3aHINX 13 HE3aKOHHMMIA MeNYHIMM BTPYYaHHAMM, NOPYLLEHHAM NOPAAKY NPOBEAEHHA KAIHIYHIX AOCHKeHb, TPAHCNAHTALYIEND 0PFaHiB i TKAHNH,
MaHinynALiAMY 3 penpoayKTUBHIM MaTepianom, a TaKOX NPUMYCOBUMIA ab0 HeIHOOPMOBAHMY MEANYHIMIA TPOLIEAYpamIA. byna 0brpyHTOBaHa
JOLINbHICTb YAOCKOHANEHHA KpUMIHaNbHONO 3aKOHOAABCTBA Ta NPaB03aCTOCOBHOI NPAKTIAKY 3 YPaxyBaHHAM BIOETUUHINX MiAXOLIB, MiXHAPOAHIX
CTaHAaPTIB i CydacHnx BUknwkig XXI cronitTa.

BucHOBKM. EOEKTUBHICTb KpUMiHANbHO-NPABOBOIO pearyBaHHA Ha nopyLLeHHA GioeTUYHIX CTaHaaPTIB Moxe OyTi 3abe3neuyeHa BUKAIOYHO 3a YMOB
peani3aL(ii KoMnaeKCHoT NpaBoBOT NOAITIAKM, AKa Nepe/bayae NoeAHAHHA NPEBEHTUBHIX HCTPYMEHTIB, HaNEXHO CTPYKTYPOBAHOO HOPMATUBHOMO
PErynioBaHHA Ta rapaHTOBAHOTO 3aXMCTY NPaB i 3aKOHHUX IHTEPECIB AK NALEHTIB, TaK | MEANYHIX NPALBHUKIB.

Kniowoi crioBa: GioeTnyHi cTaHZapTy, KpUMIHANLHO-NPABOBE pearyBaHH, KpUMiHaNbHe 3aKOHOAABCTBO, NPABOBA MONITIAKA, MEAYHA JiANbHICTS,
KNiHIYHI BUNPOOYBaHHA, TPaHCNNAHTALA, AONOMIKHI PeNpOLYKTUBHI TeXHONOTIT, NpaBa NoAMHY.



