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ABSTRACT

The aim: Is to determine the features of legal liability for violations in the field of clinical trials of medicine remedies and justification of proposals to strengthen the protection
of participants' interests in clinical trials through the use of various types of such liability.

Materials and methods: The authors used the decisions of the European Court of Human Rights (ECHR) on medical research, international and national regulations, and
publications of scholars in the field of medical law. The research was carried out on the basis of a systematic approach using the methods of dialectical and formal logic, general
scientific and special legal research methods.

Conclusions: In order to properly ensure the legal protection of public interests, as well as the rights and interests of research subjects and other entities involved in their
implementation, the authors argue the need to use different types of legal liability.
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INTRODUCTION

The relevance of clinical trials has increased during pan-
demic, which necessitated the development of vaccines and
their clinical trials as quickly as possible. At the same time,
there are many reports of side effects of such medicines,
which are observed in different countries. It raises the issue
of improving the protection of the rights and interests of
study subjects, including through the institution of legal
liability. The essence of clinical trials is associated with
risks for persons involved in clinical trial, as such trials
are an innovative research activity to verify (confirm) the
effectiveness of unregistered medicine remedies, which
requires regulatory effective protection of interests of
various subjects involved in clinical trial, as well as public
interests, using various types of legal liability.

The legal regulation of legal liability and sanctions for
offenses in the field of clinical trials should, above all, take
into account the nature of clinical trial, the procedure for
its conduct and the legal status of subjects and various
participants in clinical trial.

The shortcomings of legal regulation of legal liability,
in particular criminal law, reduce the effectiveness of
legal protection of public and private interests in this
area, which, given the increased risks of harm, requires
special attention to basis for such liability and appropriate
sanctions.

Not enough attention is paid to these issues in the scien-
tific literature. In view of this, the issues of legal liability for
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offenses in the field of clinical trials require comprehensive
doctrinal elaboration.

THE AIM

The purpose of the study is to determine the features of
legal liability for violations in the field of clinical trials of
medicines and justification of proposals to strengthen the
protection of participants' interests in clinical trials through
the use of various types of such liability.

MATERIALS AND METHODS

To achieve the objectives of the study, statistics in terms of
quantity of clinical trials in different countries were analyzed.
The study also used statistical data on initiation of criminal
proceedings for offenses related to clinical trials in Ukraine.

The decisions of the European Court of Human Rights
(hereinafter - the ECHR) in cases concerning the use of un-
registered methods of treatment are analyzed. In addition,
international and national regulations have been studied,
which define the general provisions of legal liability in
the field of clinical trials, as well as establish sanctions for
offenses during their conduct.

The relevance of this study was established by studying
and analyzing the publications of foreign and domestic
researchers on legal liability for offenses in the field of
clinical trials.

2833



Viacheslav I. Borysov et al.

The methods of theoretical analysis and synthesis were
used in the study of the content of legal norms and con-
cepts contained in international and national regulations
on legal liability in the field of clinical trials. Some issues
required an application of the method of systematic anal-
ysis, in particular, during systematization of different types
of offenses and identification of the ratio of different types
of legal liability for them.

Formal legal analysis of international and national law
was used to study the differences in the application of crim-
inal liability for various offenses that may be committed
during clinical trials, and formulate proposals to improve
the legal regulation of liability for such offenses in accor-
dance with their public danger and harm. The comparative
legal method was used in the analysis of legal consequences
regulation for harm to legitimate interests in terms of
justified risk to achieve a significant socially useful goal.

The formal-logical (to clarify the characteristics of crim-
inal liability for involvement in clinical trial of the subject
with a violation of procedure for obtaining informed con-
sent), functional (in establishing the effectiveness of certain
types of legal liability for violation during conducting such
tests) methods was also used along with some others.

REVIEW AND DISCUSSION

In the European Community, approximately 4,000 autho-
rizations for clinical trials are issued each year with an av-
erage of two Member States involved in each trial. Allmost
61% of clinical trials are sponsored by the pharmaceutical
industry and 39% - by non-profit sponsors [1].

The leader among European countries in the number of
registered clinical trials is Germany (24.22%), the United
Kingdom is in the second place (22.83%), in the third place
there is France (19.74%). Ukraine ranks the 23rd in this list
of European countries, having 2.57% of the total number
of clinical trials registered in Europe. In 2018, 395 clinical
trials were registered in Ukraine, in 2019 — there were 391
trials. For comparison: in Germany in 2018, 3116 tests were
registered, in 2019 - 2900 ones [2].

One of the principles set out in the Integrated Sup-
plement to ICH E6 (R1) “Guidelines for Good Clinical
Practice E6 (R2)” of 9 November 2016, an international
ethical and scientific standard for the design and conduct
of clinical trials involving human beings as a subject, is
the prevalence of the rights, security and well-being of the
subject of research over the interests of science and society
(paragraph 2.3.) [3]. Adherence to this standard is a guar-
antee to society that the rights, safety and well-being of the
research subjects will be protected, and the test results will
be reliable, which is at the same time necessary to ensure
the public interest in health care.

An example of resolving a dispute between the state and
a patient over the use of an experimental medicinal drug
based on balancing private and public interests is the case
of Christosov and Others v. Bulgaria, heard by the Euro-
pean Court of Human Rights (ECHR). In this case the
reason for the complaint was not inadequate treatment
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itself but the denial of access to a life-saving treatment, the
safety and effectiveness of which were still in doubt. The
applicants' interest was defined as “the freedom to choose
untried treatment as a means of extreme necessity, which
may entail risks but is considered by the applicants and
their physicians as appropriate in their situation, in order
to save their own lives”. The compensatory public interest
consisted of three parts: 1) to protect patients from the risks
of unauthorized treatment; 2) make it impossible to cir-
cumvent the regulatory framework governing the provision
ofillicit medicinal drugs; 3) ensure that the development of
new medicinal drugs is not jeopardized, for example, by
reducing patient participation in clinical trials. The ECHR
has noted that health policy issues usually lie within the
discretion of States. Despite the clear tendency in states to
authorize the use of illicit medicines, there is no general
agreement on the specific way to regulate neither this issue,
nor the established legislative principles in this regard. The
ECHR concluded that the balance achieved in national law,
whether that balance could be fairer, did not go beyond
the discretion afforded to the State. The Court considered
the fact that Bulgaria has regulations governing access to
illicit medicines in cases where standard treatments are
insufficient, and the State (Bulgaria) has the right to deny
access to a life-saving treatment, the safety and effectiveness
of which are still in doubt [4, p. 56-57].

In the cases of “A.M. and A. K. v. Hungary” The ECHR,
in its Decision of 4 April 2017, took into account the data
of clinical trials, which showed negative results in medi-
cines 'application for which the applicants tried to obtain
an individual permit from the state [5].

Guarantees of observance of inalienable natural rights
of the research subject are laid down as in the order of
carrying out clinical researches (creation of independent
ethical committees for protection and defend of the rights
and safety of research subjects, obligation to inform the
sponsor and regulatory body of all undesirable phenomena
during testing, development of standard operating proce-
dures indicating safety measures, continuous monitoring
of testing, suspension or termination of testing in case of
a certain level of threats), which is regulated by interna-
tional ethical and scientific standards, as well as national
legislation and legal liability for violation of this procedure,
laid down at the level of national legislation. Since it is a
question of protection of such personal non-property rights
as life and health of the research subject, it is, first, provided
by measures of criminal responsibility.

Also, Proper clinical practice (paragraph 2.7) defines
the principle of responsibility for medical care provided
to the subject of the study, as well as medical decisions. In
this case, the researcher is responsible for: proper clinical
research (paragraphs 1.34, 4.1.1); all medical decisions
made in relation to the subject of the study within the test
(4.3.1.); accounting of investigational medicinal product
in the research center (paragraph 4.6.1.). The sponsor is
responsible for the proper organization of clinical trial
(paragraph 1.53), for the researcher's choice (paragraph
5.6.1.), as well as for the quality and completeness of the
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data obtained as trial (paragraph 5.2.1). The sponsor's
standard procedures should consider the reimbursement
of the cost of treatment of clinical trial participant in the
event of harm to health in connection with the study
procedure in accordance with regulatory requirements
(paragraph 5.8.2).

This corresponds to paragraph 15 of the Nuremberg
Code of 1947 [6], according to which the physician is
always responsible for the subjects of the study, and the
subject of the study is never responsible, despite the latter's
consent to participate in the study.

Harmonization of Clinical Trials procedure in Ukraine
to international requirements, compliance with the GCP
standard is a guarantee that the rights of subjects - patients
and healthy volunteers are protected, confidentiality is
maintained, and the data obtained during the study are
reliable information (7, p. 7].

Art. 76 of Regulation (EU) Ne 536/2014 [8] provides
that Member States are required to provide for compen-
sation systems for any damage caused to the subject by
participation in clinical trial conducted on their territory
in the form of insurance, guarantees or similar measures
equivalent in nature and degree of risk. Under Art. 94 of
this Regulation, Member States shall lay down the rules
on penalties applicable to infringements of this Regulation
and shall take all measures necessary to ensure that they
are implemented. Imposed punishments must be effective,
proportionate and dissuasive. Under Art. 95 of the Regu-
lation, it does not limit national and union law in the civil
and criminal liability of the sponsor and the researcher. In
this case, if required by applicable regulations, the sponsor
must provide insurance or guarantee legal and financial
support to the researcher (organization) in case of claims
related to the study, except for those claims that arose as a
result of intent or carelessness (clause 5.8.1).

These requirements comply with paragraph 14 of Part 2
of the European Charter of Patients’ Rights [9], according
to which everyone has the right to receive adequate com-
pensation within a reasonably short period of time in the
event of physical or moral and psychological harm.

Compensation for the damage caused to the subjects of
the study is provided by insurance (mainly - the sponsor's
liability for damage caused in connection with participation
in the trial, and in Ukraine - life and health insurance of the
subject). In this case, the subject of the study is the benefi-
ciary of the insurance contract concluded by the sponsor.

Damage caused during a clinical trial by a sponsor, re-
search center, researcher is reimbursed in accordance with
the rules of civil law, as well as the provisions concluded
between these parties to the contract.

The sponsor of a clinical trial has the right to use the civil
liability specified in the contract for violation of clinical
trials’ procedure by an executor for conducting clinical
trials. The subject of the study may use such methods of
civil protection as compensation for property and moral
damage caused by the violation of his rights. The latter may
apply disciplinary measures to a physician as an employee
of the hospital.

It should be noted that in Ukraine, public law protec-
tion of the rights of research subjects is provided mainly
through criminal liability (Articles 137, 139-142, 145, 321-2
of the Criminal Code of Ukraine [10], (hereinafter - the
Criminal Code of Ukraine).

The Code of Administrative Offenses of Ukraine [11]
does not provide for administrative liability for violations
in the field of clinical trials. Only Article 44-2 of this Code
stipulates liability for violation of restrictions imposed on
medical and pharmaceutical workers in the course of their
professional activities.

Such restrictions are normatively defined in the Article
78-1 of the Law of Ukraine “Fundamentals of the Legis-
lation of Ukraine on Health Care” [12], among which, in
particular, the prohibition to receive from business entities
engaged in the production and (or sale) of medicines,
products medical purposes, their representatives an im-
proper benefit.

It should be noted that the ban on receiving from busi-
ness entities engaged in the production and (or) sale of
medicines, medical devices, their representatives any sam-
ples of medicines, medical devices for use in professional
activities does not apply to cases related to conducting
clinical trials of medicinal products or clinical trials of
medical devices in accordance with contracts.

Analysis of violations that may occur during clinical trials
and lead to the application of criminal liability shows their
diversity. In view of this, the study of criminal law protec-
tion of rights and legally protected interests in the field of
clinical trials should be carried out comprehensively and
taking into account the nature of clinical trials and the legal
status of persons involved: researchers, sponsors, contract
research organizations, management organizations re-
search centers, research coordinators, research subjects, etc.

Based on the analysis of criminal law on liability for of-
fenses in the field of clinical trials, the latter can be divided
into the following groups:

1. Offenses against life and health.

As it stated in paragraph 11 of Regulation (EC) Ne536 /
2014, the risk to the safety of the subject in clinical trial has
mainly two sources: the investigational medicinal product
and the intervention. Many clinical trials, however, carry
only minimal additional risk to the safety of the subject
compared to normal clinical practice.

However, the threat to human rights to life and health,
as well as the actual harm, may result from: being involved
in a clinical trial in violation of the informed consent pro-
cedure; violation of the trial protocol for the use of investi-
gational medicinal product, failure to provide or untimely
provision of medical care to the subject of the study.

Normative regulation in Ukrainian legislation of crimi-
nal liability for damage caused as a result of involvement
in clinical trial of a research subject in violation of the
procedure for obtaining informed consent (Article 141
of the Criminal Code of Ukraine) has been criticized in
the scientific literature. Among the shortcomings of this
article: 1) the content of Article 141 of this Code does not
correspond to its title, violation of patient rights is a much
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broader concept than violation of the rules of clinical trials
of medicines, and covers a number of provisions defined in
Articles 139,140,142,145 of the Criminal Code; 2) the victim
of clinical trials of medicinal products without their own
written (informed) consent, or written (informed) consent
of the representative, may be only an adult person who has
been subjected to such trials. The other two categories of vic-
tims should be recognized as such regardless of the written
consent of them and their representatives, which is unrea-
sonable and contrary to the Convention on Human Rights
and Biomedicine, as well as the Procedure for clinical trials
of medicines that allow clinical trials and the involvement
of minors; 3) criminal liability is provided for conducting
clinical trials without written informed consent, but it may,
under certain conditions, be provided orally; 4) there is no
consideration that informed consent can be given on certain
grounds not only by the legal representative, but also by a
close relative [13, p. 5, 67-68,100-103].

When deciding on the qualification of actions that vio-
late the rights to life and health of the subject, it should be
borne in mind that such protection is ensured by several
components of the crime, between which there may be
competition.

Thus, there is a separate liability for murder, infliction
of bodily injuries of varying severity, as well as for failure
to provide to the patient a medical professional who is
obliged, according to established rules, to provide such
assistance without apropriate reason, if he/she knows that
it may have serious consequences for the patient, non-per-
formance or improper performance of their professional
duties by a medical or pharmaceutical worker due to
negligent or dishonest treatment, if this caused serious
consequences for the patient, conducting clinical trials of
medicines without the written consent of a patient or his/
her legal representative, if these actions caused the death
of a patient or other serious consequences, illegal conduct
of medical-biological, psychological or other experiments
on a person, if it endangered their life or health, intentional
illegal disclosure of medical secrets, if such an act caused
serious consequences.

It should be borne in mind that in the presence of special
corpus delicti in the field of clinical trials, they should be
used in the classification of crimes in this area.

Itis also important to note that clinical trials are research
and innovation activities in the field of medicine, not
medical care. Its essence is to study an unregistered drug
to establish or confirm its effectiveness and safety. There-
fore, causing harm during such tests should be carried out
according to the rules of justified risk (act related to risk
- Article 42 of the Criminal Code of Ukraine [10], Article
27 of the Criminal Code of the Republic of Poland [14]).

The Ukrainian legislator establishes that an act (action
or omission) that has harmed law enforcement interests
is not a crime if this act was committed in conditions of
justified risk to achieve a significant socially useful goal. In
this case, such a goal can be determined by the presence of
real or potential danger, the need to obtain new knowledge
(at research risk) [15, p. 168, 169],
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Obviously, the study of an unregistered medicinal prod-
uct to establish or confirm its effectiveness and safety is
tully consistent with the purpose set by law. But in addition
to the goal, it is necessary to comply with certain other
conditions, namely: 1) this goal could not be achieved in
this situation by action (inaction), not associated with risk;
2) the person who took the risk reasonably expected that
the measures taken by him/her were sufficient to prevent
harm to law enforcement interests. It seems that the first
condition for the study of an unregistered medicine is
performed a priori, because this study is carried out pre-
cisely to prove the safety of a new medicine, to learn about
anything else (other than testing) is not possible at all. The
second condition must be assessed on a case-by-case basis,
depending on availability and effectiveness of the means
chosen by the physicians conducting the tests to prevent
harm to the subject. It should be recalled that the subject’
human rights differ from the patient's human rights in the
provision of medical care. Both groups of rights belong to
human rights in the field of health care [16, p. 2470]. It is
important for the assessment of the object and the objective
side of a certain crime in the qualification of the actions
of subjects of clinical trials, if the conditions of justified
risk are not met.

It should also be noted that Chapter 3 of the General Part
of the Criminal Code of the Republic of Poland “Exemp-
tion from Criminal Liability” contains Art. 27, according
to which a person who acts, in particular, for the purpose
of conducting a cognitive or medical experiment, does
not commit a crime, if the expected benefit has significant
cognitive, medical significance, and the expected achieve-
ments, expediency and method of experiment are justified
in the light of modern knowledge. The experiment is not
allowed without the consent of the participant, where it
is conducted, duly informed about the expected benefits
and negative consequences that threaten him/her, and
the likelihood of their occurrence, as well as the ability to
terminate the experiment at any stage [14, p. 13]).

Asyou can see, The Polish legislator establishes the same
conditions for the legality of clinical trials of medicinal
products as the Ukrainian one: the goal generally coincides,
but the fact that the Criminal Code of Ukraine states that
“the reasonable calculation of measures taken to prevent
harm” the method of experiment was justified “in the light
of modern knowledge”

2. Offenses against public health.

Thus, certain violations committed during clinical trials
may not pose a threat to the subject's life or health (which
is inherent in the offense of the first group), but may pose
a serious threat to public health, for example, in the case of
falsification study data, in particular, by hiding the negative
effects of the study medicine on the human body.

It should be agreed that not any, even intentional, vio-
lation of the established procedure for preclinical studies,
clinical trials and state registration of medicines is socially
dangerous and indicates falsification and impossibility of
further state registration of the drug and its admission to
use. For example, if the date or signature of the authorized
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person was not affixed to any document during the clinical
trial, it is a violation of the relevant procedure, but it would
not be rational to prosecute the perpetrator [17].

Establishing the same criminal liability for violating the
order of clinical trials with varying degrees of threat to pub-
lic safety provokes reasonable criticism from the pharma-
ceutical industry. Thus, the European Business Association
notes that the prediction for procedural violations during
a clinical trial of criminal liability instead of administra-
tive pressure on physicians, pharmaceutical companies,
specialists in the examination of registration materials, as
well as materials of preclinical studies and clinical trials,
the quality of which depends on availability medicines and
the country's image in the field of science-intensive clinical
research projects [18].

For example, the Criminal Code of Ukraine (Article 321-
2) provides for criminal liability for violation of procedure
of conducting a clinical trial.

The main feature of this paper is that criminal liability un-
der part one of this article is provided even in the absence
of specific harm caused by phisician-researcher or other
participant in clinical trials to the state, hospital, subject,
sponsor, etc. or its real threat, although for such actions
a rather severe punishment is applied - imprisonment for
a term of three to five years with deprivation of the right
to hold certain positions or engage in certain activities for
a term of one to three years. That is, for any violation of
clinical trials' order, even those that do not endanger the
life, health, safety of the subjects of study, do not threaten
the integrity and reliability of the study data, there is no
alternative to imprisonment. In addition, this paper does
not determine independently the list of criminally punish-
able acts but refers to the relevant regulations.

It should be emphasized that criminal liability is the most
severe type of legal liability of medical workers for offenses
committed by them in the course of their professional ac-
tivities. The Ukrainian legislator has unjustifiably refused
to protect private and public interests in the field of clinical
trials by establishing of administrative liability, although
its introduction could help differentiate legal liability de-
pending on the nature of the clinical trial violation and the
negative consequences of such a violation.

There is no criminal liability for unintentional violation
of the clinical trial procedure, except for conducting clin-
ical trials without obtaining the informed consent of the
subject, if these actions resulted in the death of a patient
or other serious consequence. For such actions, a separate
criminal liability is provided by Article 141 of the Criminal
Code of Ukraine, which does not provide for the intent of
such actions. This article aims to ensure the protection of
the right to a conscious decision to participate in a clinical
trial of a viable person.

According to official statistics, under this article in 2019,
26 criminal proceedings were registered, of which 6 were
closed and 2 were sent to court. At the same time, in the
first 5 months of 2020, 13 proceedings were registered,
none of which has yet been closed or sent to court. Sen-
tences under this article were not published in the public

domain. For comparison - for conducting a clinical trial
without the informed consent of the patient, which led to
serious consequences, in 2019 and 2020, one criminal case
was registered [19].

Under Art. 141 of the Criminal Code of Ukraine for the
period from 2013 to August 2020, only 6 criminal proceed-
ings were registered but no person was prosecuted [20].

Based on the analysis of the Unified State Register of
Judgments, it should be noted that Ukrainian courts have
not prosecuted persons under Article 141 and Article 321-2
of the Criminal Code of Ukraine.

This also confirms the ineffectiveness of the legislator's
use of criminal liability for these actions, which in practice
does not lead to the application of criminal liability by the
court to violators.

1. Offenses in the field of official activity.

Such violations may be committed by officials of health
care facilities.

For example, concluding a contract for a clinical trial
by a head of health care facility may be, under certain
circumstances, qualified by law enforcement agencies as
an abuse by an official of his/her powers for the purpose of
perception of improper advantage for theirselves or others,
use against the interests of legal entity, if this has caused
significant damage to the interests of health care institution
protected by law, or in addition to state interests, if the
relevant hospital belongs to state ownership.

The criminal qualification of such actions of health care
institution' head is relevant for those states in which it is
allowed to conclude along with the contract for clinical
trial between the trial client and the hospital, separate
agreements with researchers, co-researchers, research
coordinators, which they perform in their free time, work
in the hospital. The first contracts usually indicate the
consent of the hospital to enter into a separate contract
with these persons, who are also employees of the hospital.
In case of coincidence of functions of hospital and other
executors (researchers, co-researchers, coordinators of test)
in contracts, there is a situation when the researcher will
receive means for the actions which he carries out in the
working hours and which are at the same time a contract
of the test customer and hospital. This situation can be
considered by law enforcement agencies as a result of a
deliberate conspiracy of the head of the hospital and staff
to reduce the flow of funds to the hospital budget for the
personal enrichment of these persons.

The qualification of such actions of officials is related
to rule application on the procedure for registration of
legal relations of participants in clinical trials, which have
differences in different countries.

1. Offenses in the field of economic activity (which
includes conducting clinical trials), regarding taxation.

Because clinical trials of medicinal products are paid
for, entities that receive funding for services and work
performed as part of clinical trials must declare them and
pay income taxes on such activities.

The peculiarities of taxation of profits received from
non-resident customers for services (works) should be con-
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sidered while determining the tax liabilities of a participant
in clinical trials, as well as correctly assess the nature of those
services that were provided to such entities tax regime.

Persons involved in clinical trials may provide services
for certain medical procedures or laboratory tests that do
not have any scientific load, as well as provide consulting
services, create intellectual property, the profits of which
are usually have features of taxation.

In practice, there are cases of criminal prosecution for
a set of criminal offenses belonging to the sphere of both
official and economic activities [21].

CONCLUSIONS

The study demonstrates the need for a systematic approach
to the settlement and enforcement of liability for violations
related to clinical trials. In addition, the protection of public
and private interests may be provided by other legal institu-
tions, in particular, insurance, as well as compensation for
property and moral damage. As for the insurance institute
in the world practice, clinical trials mainly use the liability
insurance of the research sponsor, while the Ukrainian
legislation provides for life and health insurance of the
subject of the study.

Particular attention needs to be paid to the standardiza-
tion of criminal liability for offenses in this area, which are
quite heterogeneous, and the correct legal qualification of
certain actions requires knowledge of special legislation
in the field of clinical trials, including international rules
and ethics.

In addition, it is important to consider the legal nature
of clinical trials that are outwardly similar to conventional
medical practice, which they are not, as it differs in the
purpose and nature of actions related to compliance with
the trial protocol of an unregistered medicinal product to
determine its effectiveness. and security. Clinical trials are
scientific and innovative activities in the field of medicine,
the essence of which is to study an unregistered medicine
drug to establish (confirm) its effectiveness and safety.
Therefore, causing harm during such tests must be carried
out according to the rules of justified risk.

The diversity of violations that may be committed by
different entities involved in the clinical trial makes it im-
possible to combine the relevant components of criminal
offenses in a separate section of the legal act establishing
criminal liability.

Resolving the issue of criminalization of certain offenses
that may be committed by subjects involved in a clinical
trial, it is advisable to consider their social danger and
harm. Thus, it is controversial to introduce criminal lia-
bility for any violation of clinical trial order, regardless of
its harmfulness.

When ensuring the protection of the rights and inter-
ests of research subjects and public interests in the field
of health care, it is advisable to apply other types of legal
liability (civil, administrative, disciplinary), taking into
account the degree of harmfulness of the offenses under
consideration.
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When settling liability for a clinical trial in violation of the
informed consent procedure, it should be considered that such
consent may in some cases be given orally and not only by the
subject or his/her legal representative, but also by close relatives.
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