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INTRODUCTION 
In light of the rapid development of biomedical tech-
nologies and their growing impact on society, the issue 
of legal regulation of biomedical research is becoming 
particularly relevant. These studies, aimed at expanding 
the boundaries of scientific knowledge and improving 
the quality of people’s lives, at the same time give rise 
to a number of ethical and legal challenges. In partic-
ular, they relate to ensuring the rights and freedoms 
of research participants, preserving their dignity and 
inviolability of private life [1].

Legal regulation of biomedical research is based on 
a number of key principles designed to harmonize 
the interests of scientific progress and protection of 
human rights. These principles cover a wide range of 
aspects: from ensuring the autonomy of the will of 
research participants to preserving the confidentiality 
of the obtained data. They form the foundation for 
the development of regulations and ethical codes in 
the field of biomedical research, defining the limits 

of permissible intervention in the human body and 
psyche [2].

The implementation of these principles in practice re-
quires the creation of effective mechanisms of control and 
supervision over the conduct of biomedical research. This 
involves not only the legislative establishment of relevant 
norms, but also the formation of a system of ethical com-
mittees, the development of informed consent procedures, 
the establishment of clear criteria for assessing risks and po-
tential benefits from research. Thus, legal regulation in this 
area should be flexible and adaptive, capable of responding 
to new challenges that society faces in connection with the 
development of biomedical technologies [3].
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MATERIALS AND METHODS
This study employs a comprehensive review of relevant 
literature, including academic publications, legal docu-
ments, and international guidelines on biomedical re-
search ethics. A qualitative analysis of these sources was 
conducted to identify and examine the core principles 
of legal regulation in biomedical research. Additionally, 
comparative legal analysis was used to assess how these 
principles are implemented in various jurisdictions, 
with a focus on national legislation and international 
conventions. Case studies of notable biomedical re-
search projects were also analyzed to provide practical 
insights into the application of these legal principles. 
The research methodology also included a systematic 
review of ethical committee reports and policy docu-
ments to understand the challenges and best practices 
in implementing these principles.

REVIEW AND DISCUSSION
Legal regulation of biomedical research is based on a 
number of fundamental practical principles. Let’s take 
a closer look at one of the key ones among them.

The principle of respect for individual autonomy is 
the cornerstone of the modern approach to biomedical 
research. According to J. Hans, this principle reflects 
a paradigm shift in the role of patients and research 
participants in modern biomedicine. The essence of this 
principle is the recognition of a person’s capacity for in-
dependent, independent thinking and decision-making 
regarding participation in research and assessment of 
its potential consequences. A critically important aspect 
of the implementation of this principle is the creation 
of conditions under which the research participant is 
protected from any form of psychological pressure or 
manipulation, including covert ones. For example, it is 
unacceptable to create artificial interest or use other 
methods of indirect influence on a person’s decision. 
Ensuring true freedom of choice is not just an ethical 
norm, but a necessary prerequisite for the legitimacy 
and validity of biomedical experiments with human 
participation [4].

The historically formed paternalistic model of domes-
tic medicine was based on the presumption that the 
right to make decisions belongs exclusively to medical 
specialists, while the patient’s opinion was considered 
incompetent and often ignored. This trend still persists 
in the Ukrainian health care system, where there is a cer-
tain resistance to the active involvement of patients in 
the decision-making process regarding their treatment 
or participation in medical research.

However, it is important to realize that such practices, 
which disregard the principle of individual autonomy, 

are not only ethically questionable, but also potentially 
threaten the fundamental interests of the patient or 
research participant. By placing a person in a subordi-
nate position, we not only violate his moral rights, but 
also create a situation where his vital interests can be 
ignored or misinterpreted.

Therefore, the transition from a paternalistic model 
to a model based on respect for individual autonomy 
is not only an ethical imperative, but also a necessary 
condition for ensuring quality and safe medical care 
and conducting ethically based biomedical research [5].

The principle of respect for human dignity is the 
cornerstone of the ethical system that regulates social 
interactions. This complex concept covers a wide range 
of moral and ethical aspects of interpersonal relations 
in society. It manifests itself through a number of key 
behavioural patterns, such as:
1.  Manifestation of benevolence in communication 

and actions;
2.  Demonstration of respect for the diversity of 

thoughts and actions of others;
3.  Compliance with norms of correctness in interaction;
4.  Cultivation of politeness as a basic form of social 

communication.
This principle serves as a fundamental guideline for the 
formation of a healthy society where every individual is 
valued and respected regardless of their status or beliefs 
[6]. In the context of medicine in general, and especially 
in the field of biomedical research involving humans, 
the principle of respect for human dignity acquires spe-
cial importance. It defines the nature of the interaction 
between the healthcare professional (or researcher) and 
the patient (or research participant) while maintaining 
all the above-mentioned characteristics. It is important 
to emphasize that compliance with this principle is not 
only desirable, but absolutely necessary: without it, it is 
impossible to conduct ethically acceptable biomedical 
research, as well as to build an effective health care 
system in general [1].

However, despite the obvious importance of this 
principle, its implementation in modern society often 
faces serious challenges. Particularly alarming is the ten-
dency to objectify the human body, when it or its parts 
are viewed as a commodity or a thing. Clear examples 
of this are the discussions on the commercialization of 
organ and tissue donation, or the problem of prosti-
tution. Such phenomena lead to a dangerous shift in 
public consciousness, where the human body begins 
to be equated with other objects of the material world, 
which contradicts the fundamental principle of respect 
for human dignity [7].

When conducting biomedical research involving 
a person, it is critically important to realize that the 
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object of research is not just biological material, but 
a whole person with his life and health. This concept 
is enshrined as the highest value in the Constitution 
of Ukraine and key international legal acts. The prin-
ciple of respect for human dignity requires a special, 
respectful attitude towards a person and his bodily 
integrity. It is important to emphasize the universality 
of this principle: human dignity is an integral charac-
teristic of every person, regardless of their individual 
characteristics or social status. This universality means 
that respect for human dignity cannot be conditioned 
or limited by factors such as ethnicity, skin color, reli-
gious beliefs, socio-economic status, health status or 
any other external characteristics. Thus, in the context 
of biomedical research, this principle provides an equal 
and ethical approach to all participants, regardless of 
their individual characteristics [8].

The principle of utility in biomedical research is a 
multidimensional concept that encompasses potential 
benefits both for the direct participants of the research 
and for society as a whole. A central aspect of this prin-
ciple is a careful analysis of the relationship between 
the potential risks and the expected benefits of the 
research. Assessing the admissibility of such a ratio 
requires a comprehensive approach, which includes:
1.  Comprehensive analysis of all aspects of research;
2.  Systematic consideration of alternative methods and 

approaches;
3.  Detailed study of all available information related to 

the study.
It is critical that assessments of potential harm consider 
not only the obvious physical and psychological risks 
to participants, but also all possible forms of negative 
impact. This may include social, economic, legal and 
other aspects that may affect the well-being of research 
participants or society as a whole. Thus, the principle of 
usefulness requires a multifactorial analysis and a bal-
anced approach to assessing the ethical acceptability 
of biomedical research [9].

The principle of utility, which is fundamental in the 
regulatory regulation of biomedical research involving 
human subjects, requires a careful balancing of poten-
tial risks and expected benefits. The analysis of relevant 
international and national legal norms allows us to iden-
tify key criteria for assessing the ethics and legitimacy 
of such research. These criteria include the uniqueness 
and scientific significance of the research, its ethical 
optimization, scientific validity, a positive balance of 
risk and benefit, full awareness of both researchers and 
participants about possible consequences. Compliance 
with these criteria ensures not only scientific progress, 
but also protects the rights and safety of research par-
ticipants, which is a key aspect of modern bioethics [10].

The principle of voluntary informed consent is a corner-
stone of modern bioethics and medical practice. This 
principle not only protects against “medical tyranny” 
and ensures personal freedom, but also promotes an 
informed decision by the research participant, aware of 
the potential consequences of medical intervention or 
lack thereof. The concept of informed consent is a rela-
tively new phenomenon in medical ethics. Historically, 
many physicians have taken a paternalistic approach, 
preferring to withhold from patients full information 
about their health and treatment. This practice was 
based on the belief that such information could harm 
the patient or complicate the treatment process. How-
ever, modern medical science and health care practice 
recognize the principle of informed consent as funda-
mental. It has become one of the key criteria for ob-
serving the rights of research participants and patients 
in general. This reflects a significant shift in medical 
ethics from paternalism to a model that emphasizes 
patient autonomy and their right to full information 
and participation in decisions about their own health 
and treatment. [11].

In the context of biomedical research, the principle of 
informed consent requires that the potential participant 
be provided with sufficient information to make an in-
formed decision about participation. This information 
should include a detailed description of the aims, objec-
tives and methodology of the study, a clear explanation 
of potential risks and expected benefits, a description of 
alternative options (especially in the case of therapeutic 
studies), as well as an explanation of the participant’s 
right to ask questions and refuse participation at any 
time. what stage Information should be provided in a 
standardized, understandable form and be as complete 
as possible. Exceptions allowing incomplete disclosure 
of information are possible only when it is necessary to 
achieve the purpose of the study, under the condition 
of minimal undisclosed risks and with the guarantee 
of further full information of the participants. Such 
exceptions should be used with extreme caution in 
order not to violate ethical standards and the rights of 
research participants [11].

The principle of truthfulness in biomedical research is 
based on the need for honest and open dialogue be-
tween researchers and participants, while recognizing 
the difficulty of balancing full disclosure and main-
taining some degree of confidentiality. This principle 
recognizes that while truthfulness is the foundation 
of social cooperation and trust, full disclosure of all 
information is not always appropriate or ethical. Un-
derstanding the difference between telling the truth 
and telling the whole truth is key, as well as recognizing 
the need for confidentiality in certain situations. The 



Legal regulation of biomedical research: key principles and their implementation

2073

ethical approach to truthfulness in research is based 
on two fundamental principles: the prohibition of lying 
and the limitation of revealing the truth only to those 
who have the right to it, which requires careful ethical 
analysis in each specific case [8].

In the context of biomedical research, the patient’s 
right to information to provide informed consent is 
fundamental. However, a particularly complex ethical 
and legal situation arises in the case of placebo studies. 
The key question is whether the use of a placebo can be 
considered wrongful deception of the research partici-
pant. The decisive factor here is the method of informing 
about participation in such a study. If a participant is told 
that he will receive a drug that is potentially effective in 
this case and has no harmful side effects, this cannot 
be clearly interpreted as deception. With this wording, 
the participant receives enough information to provide 
informed consent, without violating the principle of 
truthfulness. Thus, the key is to provide the participant 
with all the necessary information without hiding im-
portant details, but also without revealing those aspects 
that could affect the reliability of the research results [6].

The principle of justice in the context of biomedical 
research is one of the most complex and important 
ethical aspects. The selection of research participants 
must be guided by the fundamental legal concepts of 
equality, impartiality and independence. However, the 
implementation of this principle is often complicated 
by the subjective understanding of the very concept 
of “justice”, which can lead to social and interpersonal 
conflicts. Justice as a category serves as a measure of 
social reality, determining what should be preserved 
and what should be changed. It covers a wide range 
of relationships between the individual and society, 
various social groups, and deeply characterizes human 
activity. This concept requires a balance between the 
practical activities of individuals or groups and their 
social status, between rights and obligations, work 
and reward, personal achievements and their social 
recognition. Any violation of this balance is perceived 
by society as a manifestation of injustice.

In the context of biomedical research, the principle of 
equity should ensure equal access to research partici-
pation, fair distribution of risks and potential benefits, 
and protection of vulnerable populations from exploita-
tion. This requires careful ethical analysis and ongoing 
monitoring to ensure that research does not exacerbate 
existing social inequalities or create new ones [12].

The principle of preserving medical secrecy is funda-
mental in medical ethics and legal practice. It prohibits 
the disclosure of professional information obtained 
during the study without the explicit permission of the 
participant. The importance of this principle is under-

scored by statutory protections, which in many cases 
give healthcare professionals the right not to disclose 
confidential information, even in court proceedings. 
This principle means that a doctor or researcher has no 
right to disclose any information about health status, 
disease characteristics or other medical data obtained 
confidentially from a patient or research participant 
without their express consent. This strict adherence 
to confidentiality is critical because unauthorized 
disclosure of medical information can lead to serious 
negative consequences for the individual, including 
social stigmatization, discrimination, psychological 
trauma, and disruption of personal and professional 
relationships. Preserving medical confidentiality not 
only protects the individual’s privacy, but also promotes 
the establishment of trusting relationships between the 
doctor/researcher and the patient/participant, which 
is a necessary condition for effective treatment and 
conducting quality medical research [13].

According to European standards, information that 
a research participant provides to a doctor during a 
biomedical study is classified as “sensitive” data. As 
a general rule, such information is considered confi-
dential and cannot be disclosed without the express 
consent of the participant.

However, there are exceptions to this rule. In certain 
situations, the disclosure of such information may be 
necessary to protect the interests of the state or society 
as a whole. This dichotomy between the protection of 
individual privacy and the potential need for disclo-
sure in the public interest creates a complex ethical 
and legal dilemma. Such a situation emphasizes the 
importance of constant rethinking and improvement of 
both theoretical foundations and practical mechanisms 
for implementing the principle of preserving medical 
confidentiality. This requires a careful balance between 
the right to privacy, the need to ensure trust in the 
doctor-patient relationship, and the potential public 
interest that may justify the disclosure of confidential 
information in exceptional cases.

The importance of maintaining the confidentiality of 
medical information is most clearly manifested in cases 
where patients’ trust in the health care system is under-
mined. A case in point is the situation with teenagers 
infected with sexually transmitted diseases (STDs). 
When the legislation obliged medical professionals to 
inform parents of minors about cases of STDs, this led 
to unforeseen negative consequences. Infected teen-
agers, fearing disclosure of information to their parents, 
avoided seeking medical help. This not only left them 
without proper treatment, but also contributed to the 
further spread of infections, which in some countries 
led to epidemic outbreaks.
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It is important to note that the right to privacy is not ab-
solute. Its limitation is possible, but only in cases clearly 
provided for by law. This ensures a balance between 
individual rights and public interest. The autonomy 
of the individual from the state, society or any social 
group is based on the guarantee of confidentiality of 
certain aspects of a citizen’s private life. Without such 
a guarantee, true autonomy is impossible.

The legislation of Ukraine is aimed at:
1.  Consolidation of legally defined procedures for the 

realization of privacy rights.
2.  Creation of mechanisms to prevent violations of 

these rights.
3.  Establishment of a procedure for the protection and 

restoration of violated rights and freedoms.
4.  Determination of permissible limits of interference 

in private life by other persons, society and the state.
Thus, the legal system of Ukraine strives to create a 
comprehensive privacy protection mechanism that 
would ensure a balance between individual rights and 
public interests, while guaranteeing the fundamental 
freedoms of every citizen [13].

The principle of non-interference in private life is 
based on an understanding of the potential harm that 
may arise from the disclosure of personal information. 
In the context of biomedical research, two types of 
particularly sensitive information can be distinguished:
1.  Personal information: data about private life, marital 

status, personal beliefs, etc.
2.  Professional information (medical confidentiality): 

medical data, diagnoses, examination results.
Disclosure of these types of information without an 
individual’s consent can lead to serious negative con-
sequences, including social stigmatization, discrimina-
tion, psychological trauma, and disruption of personal 
or professional relationships.

When publishing research results, it is important to 
distinguish between two types of data:
1.  Statistically summarized data: This information does 

not contain individual characteristics of the study 
participants. Its publication usually does not require 
a separate permission, as it does not carry the risk 
of identifying specific individuals.

2.  Specific clinical cases: Such data may contain de-
tailed personal and medical information. For their 
publication, it is necessary:

 a)  Obtain explicit permission from the research par-
ticipant.

 b)  Take steps to anonymize data to minimize the risk 
of personal identification.

Adherence to these principles ensures a balance be-
tween the scientific value of the research and the pro-
tection of the privacy of the participants. This is not only 

The loss of trust in the health care system due to 
privacy violations has transformed into a serious public 
health problem. Only after the revision of the legislation 
and the restoration of the principle of confidentiality 
did the situation begin to improve. The guarantee of 
medical confidentiality encouraged young people 
to seek medical help, which significantly contributed 
to curbing the spread of STDs. This example clearly 
demonstrates how compliance with the principle 
of confidentiality in medicine not only protects the 
rights of individual patients, but also plays a key role 
in ensuring the effectiveness of the health care system 
and preserving public health as a whole [5].

The principle of privacy in the context of biomedical 
research is a fundamental ethical and legal norm. It 
categorically prohibits researchers from interfering in 
the private lives of research participants without their 
express consent, even if such interference is motivated 
by scientific interests. This principle is based on the 
understanding of man not only as a social being, but 
also as a unique individual with his own individuality. 
Recognition and protection of this individuality, as well 
as the right to privacy, are key aspects of respect for 
human dignity. A society that values and protects the 
privacy of its members thereby recognizes for them a 
certain degree of personal freedom. This freedom in-
cludes the right to control information about oneself, 
to decide who and to what extent can access personal 
data and aspects of an individual’s life.

It is important to emphasize that respect for privacy and 
ensuring the inviolability of personal life are not just ethical 
norms, but necessary conditions for the functioning of a 
democratic society and the rule of law. They create a basis 
for the realization of other fundamental rights and free-
doms, promote the development of individual autonomy 
and protect against unjustified interference by the state 
or other entities. In the context of biomedical research, 
compliance with the principle of privacy is particularly 
important, as such research often involves access to sen-
sitive personal information. This requires researchers not 
only to obtain informed consent, but also to be constantly 
vigilant in maintaining data confidentiality and respecting 
the personal boundaries of research participants [3].

The concepts of “personal integrity” and “private life” 
are integral components of the broader concept of 
“individual freedom”. These concepts are not just inter-
connected, but also logically follow from the principle 
of individual freedom. True individual freedom includes 
two key aspects:
1.  Protection against illegal and violent state interfer-

ence in a person’s private life.
2.  Guarantees of protection of life, honor, dignity and 

personal safety of every member of society.
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3.  Particular attention is paid to the principle of 
informed consent, which is fundamental to mod-
ern bioethics and medical practice, reflecting the 
transition from a paternalistic model to a model 
emphasizing patient autonomy.

4.  Preserving the confidentiality of medical infor-
mation and respecting the privacy of research 
participants are critically important aspects that 
not only protect the rights of individuals, but also 
contribute to maintaining public trust in medical 
research and the health care system as a whole.

5.  Legal regulation in the field of biomedical re-
search should be flexible and adaptive, able to 
respond to new challenges associated with the 
development of biomedical technologies, while 
ensuring a balance between scientific progress 
and protection of the rights and safety of research 
participants.

an ethical requirement, but also an important condition 
for maintaining public trust in medical research and the 
health care system as a whole [14].

CONCLUSIONS
1.  Legal regulation of biomedical research is based 

on key ethical principles, such as respect for indi-
vidual autonomy, respect for human dignity, utility, 
voluntary informed consent, truthfulness, fairness, 
medical confidentiality and privacy.

2.  The implementation of these principles requires 
the creation of effective control and supervision 
mechanisms, including the formation of a system of 
ethical committees, the development of informed 
consent procedures and the establishment of clear 
criteria for assessing risks and potential benefits from 
research.
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