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Abstract. The paper contains a comparative analysis of legal instruments used in the Russian legislation

and in the legislation of other countries (Germany, Great Britain, USA, Japan) to protect (prevent violations,
restore) human rights violated during the study of human genome. It was concluded that the existence of a

comprehensive system of legal means for the protection and restoration of human rights violated during the

study of human genome, is an incentive for the development of genomic research. In this regard, in Russia it

is necessary to amend civil acts, Information, Criminal and Administrative Law in order to establish the

peculiarities of the compensation for harm to human rights violations when studying human genome,

special (different from the general) procedure for obtaining voluntary informed consent for genomic

research, as well as special offences and administrative offenses committed during the study of the human

genome.

1 Introduction

1.1 Research carried out in the study of legal
instruments for the protection of human rights
in the study of genome

The system of legal instruments used in Russian and
foreign legislation (Europe, Japan, USA) to protect and
restore human rights violated during the study of human
genome was studied within the framework of the
scientific project No. 18-29-14021 “Development of an
integrated and socially effective system of legal means,
ensuring the effective protection and restoration of the
rights and interests of natural persons, disturbed in
connection with the study of their genome, the genome
of others, and as a result of unauthorized use of the
results of these studies” funded by the Russian
Foundation for Basic Research.

1.2 Relevance and scientific novelty of the
study of legal instruments for the protection of
human rights in the study of human genome

The relevance of this study is explained by the fact that
as a debate arises on the complex aspects of human
rights protection in genomic studies and the need to
adopt specific legal norms it may be useful to study the
practices of other countries that clarify possible options
for the application of legal norms and identify
international trends. Besides, genomic studies is
becoming increasingly international with cross-border
cooperation and data exchange [1].
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The study of the human genome in Russia is one of
the priorities of scientific and technological
development, which suggests both positive effects, for
example, an increase in funding for research projects of
the human genome and an increase in the use of research
results, as well as negative consequences, namely: an
increase in the number of violations of human rights
resulting from the study of human genome, the genome
of others, unauthorized use of the results of such
research.

Legal means for the protection of rights and
restoration of violated rights (or remedy) are a set of
measures (techniques) established by law, through which
the stated purpose of protection is achieved: prevention
of an offense, elimination of negative consequences of
an offense, restoration of violated rights, compensation
of losses suffered, etc. [2].

In genomic studies the potential subject to violations
may be fundamental human rights enshrined in the
Universal Declaration of Human Rights adopted on
December 10, 1948, and detailed in the Universal
Declaration on the Human Genome and Human Rights
of 11.11.1997 at the 29" session of the UNESCO
General Conference.

These rights include the following:

1) the right to liberty and physical integrity: no one
can be subjected to medical, scientific or other
experiments without voluntary consent;

2) the right to personal dignity: everyone has the
right to respect for his dignity and his rights, regardless
of his genetic characteristics;

3) the right to privacy, personal and family secrets,
including the prohibition of collecting, storing, using and

© The Authors, published by EDP Sciences. This is an open access article distributed under the terms of the Creative Commons Attribution
License 4.0 (http://creativecommons.org/licenses/by/4.0/).



SHS Web of Conferences 134, 00019 (2022)
EURO-ASIAN LAW CONGRESS 2021

https://doi.org/10.1051/shsconf/202213400019

disseminating information about a person’s private life
without his or her consent;

4) the right to non-discrimination: the state
guarantees the equality of human and civil rights and
freedoms regardless of sex, race, nationality, language,
origin, property and official status, place of residence,
attitude to religion, beliefs, membership in public
associations, as well as other circumstances.

It should be noted that these rights can be directly
enshrined in the basic laws (constitutions) of all
countries of Europe, the USA and Japan, and in the
Constitution of the Russian Federation they are also
directly enshrined (Articles 19, 21, 23, 24).

However, any right would remain a fiction unless it
was effectively protected in the event of violations and
restored after the violation. That is why it is essential to
study the possible ways and mechanisms contained in
the legislation of different countries through which
human rights violated in the study of human genome are
protected and restored. The results of comparative
studies made it possible to conclude which set of tools is
optimal (both for Russia and for other countries) in order
to ensure a balance between stimulating human genome
research and ensuring fundamental human and citizen
rights.

2 Results and Discussion

2.1. Classification of ways to protect rights
violated in the study of human genome

Despite the fact that in most foreign countries human
genome research is regulated by law on the basis of the
precautionary principle and maximum non-harm to
humans [3], the main incentives for researchers to
comply with all established requirements include a clear
regulation of the grounds and limits of their
responsibility for violation of certain human rights in the
study of human genome.

There are different approaches to the classification of
the branches of legislation in the legislation of different
countries, but the fundamental division of instruments of
law into private legal and public legal is present
everywhere, and therefore the instruments of civil,
information, criminal and administrative law used to
protect and restore human rights in the study of humsn
genome were found in the legislation of all studied
countries.

Private legal methods are used to prevent the
violation of human rights in genomic studies, and also
allow effective restoration of rights in case of violations.

The instruments used to prevent the violation of
human rights in genomic studies include the instruments
of information law in the field of human genome
research, which are used primarily to prevent the
violation of human rights: informed voluntary consent to
conduct research, establishing information with
restricted access (secrecy) in relation to information
obtained from human genome research.

The private legal ways to protect the violated rights
in the field of human genome research, the most popular

in the studied countries include the compensation for
property and moral damage, the recovery of fines in
favor of the victim, as well as the suppression of actions
that violate the right or pose a threat to its violation.
They also include disciplinary measures applied to
employees who violated the rules of genomic research
(reprimand, dismissal) during their work, and to
employers for discrimination in connection with the
results of human genome research. At the same time,
researchers emphasize that the role of legal discourse,
and in particular private law in terms of civil ways of
protecting rights, should be focused on rethinking
traditional institutions of compensation [4].

Public legal means of protecting rights include
various measures of administrative and criminal
responsibility for the violation of human rights in human
genomic studies: fines, restriction or deprivation of
liberty, deprivation of the right to engage in certain
activities, deprivation and suspension of licenses.

2.2 Private legal ways of protecting human
rights in the study of human genome in various
countries

2.2.1 Germany

On August 27, 2008, Germany adopted the Law on
Human  Genetics  Expertise  (Ges etz  iiber
genetischeUntersuchungen bei  Menschen), which
focuses on the right to information and self-
determination in order to protect people from abuse of
their genetic information.

The legal field of Germany includes both the concept
of the “right to knowledge” and the concept of the “right
to ignorance”. Both of these concepts are included in the
concept of “informational self-determination” of a
person [5] and are widely studied in the framework of
scientific research (an example is a 2018 study on the
prevalence of the decision on the “right to ignorance”
among the German population [6]). The need for a “right
to ignorance” may arise not only with respect to subject-
consistent genetic research, but also with respect to the
emergence of the so-called “incidental complementary
outcomes” beyond the original objectives of the study.
Accordingly, civil remedies for the protection and
restoration of rights also apply to the “right to
ignorance”.

Paragraph 4 of the German Law on the Human
Genetics Expertise states that no one can be
discriminated against or infringed on account of genetic
characteristics. Insurers are allowed to request the results
of analyses only if they purchase disability or pension
insurance policies exceeding EUR 300,000 or which
provide an annuity exceeding EUR 30,000 per year.

222 USA

In the United States, laws establishing the characteristics
of human rights protection in genome research focus on
the protection against discrimination, primarily in the
field of labor and insurance legal relations, where civil
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law, labor and administrative legal means of protecting
and restoring rights are also widely used.

In terms of civil remedies in the study of the human
genome in the United States, civil fines are particularly
interesting, i.e. a predetermined minimum amount of
damages recovered in favor of the victim.

For example, Florida (USA) introduced the Bill HB
1189/SB 1564 [7], which allows individual plaintiffs
recovering “all actual losses, including damage caused
by economic, physical or emotional state that was caused
as a result of unauthorized disclosure of genetic data”,
but at the same time establishes a minimum amount of
compensable harm:

a) a fine of up to $1,000 for negligent violations;

b) a fine of $1,000 to $5,000 for intentional
violations.

The greatest development in the field of protection
and restoration of employee rights during genomic
research was received in the USA in accordance with the
Genetic Information Nondiscrimination Act (GINA) [8],
which entered into force in 2009.

In the United States, an employee who believes that
he was subject to workplace discrimination in
connection with his genome research must file an
application — a claim of discrimination to the U.S. Equal
Employment Opportunity Commission (EEOC) before
he can sue in federal court for employment
discrimination in compliance with Section VII of the
Civil Rights Act of 1964. EEOC investigates complaints
under Section II of the GINA. An employee has the right
to refuse to work if it is impossible to work in
discriminatory conditions. In the case of a claim for
monetary compensation, its amount will be limited if the
applicant is unemployed by the amount of three months’
salary.

2.2.3 Great Biritain

In the UK, the judiciary develops precedents describing
the conditions for disclosing genetic information to
relatives: how to answer questions of genetic relatives of
a study participant about their own risk or whether
researchers should warn relatives about the potential
genetic risk.

For example, in the case of ABC v St. George’s
Healthcare NHS Trust et al. 2015 EWHC 139 [9], a
pregnant daughter who accidentally learned about her
father’s genetic disease and was not a patient of the
doctor treating her father, sued the treating doctor for
violation of the duty of information “care” in connection
with the following circumstances.

In 2009, the complainant’s father was diagnosed with
the Huntington’s disease, which is an extremely serious
disease of genetic origin, which leads to inexorable
mental and physical disorders during the patient’s
lifetime. So far, there is no treatment for this disease. If a
parent has a disease, there is a 50% chance that his or her
child will inherit it.

In connection with this, various health professionals
demanded the consent of the accused to reveal his
diagnosis to his daughter, who was at an early stage of

pregnancy and examined in the same clinic, with the
same doctors. But the father refused to let medical staff
tell his daughter about this diagnosis. They did not, and
the complainant’s daughter was born in April 2010.
Subsequently, it turned out that the deponent also has the
Huntington’s disease.

The complainant claimed that the concealment of
information about her father’s condition was a real
negligence on the part of the accused and a violation of
her rights related to “information care”. She claimed that
if she had been informed of her father’s condition, she
would have passed a test to check if she had the disease
and immediately ended her pregnancy upon learning of
the disease. She argued that if her daughter was
diagnosed with the disease, the deponent would also
incur additional costs that could otherwise have been
avoided.

The court studied all the above arguments and
refused to satisfy the claim, since the duty of care that
the plaintiff tried to establish was “completely new”
within the framework of existing legal relations. In any
event, there is an obvious balance between the value for
the plaintiff to know that her father had this genetic
disease on the one hand and her father’s right to keep his
medical information confidential, which 1is the
fundamental right of the patient [10].

Such judicial practice obviously does not meet social
expectations: society believes that the doctor must (even
against the patient’s wishes) warn his relatives whose
health is at high risk (including future children),
provided that all attempts to convince the patient to
disclose information voluntarily failed and only genetic
information directly related to the medical condition of
relatives is disclosed.

To resolve the conflict between legal and social
norms, WHO experts are trying to develop effective
legal instruments to regulate situations of forced
violation of patients’ personal data: in particular, the idea
is being discussed that the decision to violate
confidentiality and disclose information to relatives
should be made not by one specialist, but by ethics
committees, which can be an effective solution.

Also in the UK, labor law instruments are actively
used in the protection of human rights violated in
connection with the study of human genome. In
particular, employees may file discrimination claims
with the Employment Tribunal. Besides, claims can be
settled by the Advisory, Conciliation and Arbitration
Service (ACAS), any decision is binding. Compensation
is the main remedy in the UK — compensation for
damage and loss of income. The amount of
compensation varies from GBP 900 to GBP 44,000
depending on the form of discrimination and its duration.

2.2.4 Japan

In Japan, most cases of restoration and protection of
rights violated in labor relations in connection with
genome research take the civil legal form. There are no
restrictions on the period during which the employee can
declare his demand to cancel the dismissal. However, the



SHS Web of Conferences 134, 00019 (2022)
EURO-ASIAN LAW CONGRESS 2021

https://doi.org/10.1051/shsconf/202213400019

court may not accept an employee’s claim based on the
principles of loss of right in accordance with the
principle of good faith (Civil Code, Article 1 (ii)) if the
claim is filed many years after dismissal. In Japan, there
is no “group action” system that allows an employee
representing the interests of the group in a lawsuit, but
employees can file a lawsuit collectively. Even if more
than one claim is filed separately, such claims may be
combined if the rights or obligations that are the subject
of the claims are common or based on the same factual
or statutory cause.

An employee may require the recognition of
discriminatory acts (dismissal, for example) as invalid;
restoration of previous conditions, opportunities, rights;
compensation for discrimination, including non-
pecuniary damage. In Japan, an employee cannot claim
punitive damages [11].

2.2.5 Russian Federation

In Russian legislation, on the one hand, there are no
special rules establishing the procedure for applying
private legal methods to protect rights violated during
the study of the human genome, and on the other hand,
the application of general rules on the protection of
personal data, on the protection of patient rights to
violations in the field of genomic studies causes
difficulties due to the blurring of existing definitions.

Thus, in Russian legislation, when conducting gene
therapy [12] and medical and genetic examination [13,
14], all methods of protecting the rights of a patient
provided for by the Federal Law No. 323-FZ “On the
basics of protecting the health of citizens in the Russian
Federation” of 21.11.2011 can be applied, however, with
genodiagnostics [12] and human cloning [15], the
question of direct application of this law remains open,
since it is impossible to draw a direct conclusion from
the normative definitions of genodiagnostics and cloning
about the presence or absence of medical interventions
during their implementation and, therefore, apply the
Federal Law “On the basics of protecting the health of
citizens in the Russian Federation”.

Besides, the legal definition of gene therapy states
that exclusively non-inherited modifications of the
genome are regulated in Russia [16], which is a gap in
the conditions for the application of modern
achievements in the field of genomic studies (first of all,
we are talking about the CRISPR-Cas9 method, which
provides the possibility of editing the genes of human
embryos and reproductive cells).

Researchers note that activities related to genetic
modifications and gene therapy have been the subject of
debate and controversy for more than one year, but the
discovery of the CRIPSP-Cas9 method has led to the
greatest contradictions [17]. Undoubtedly, this is caused
by the fact that the method allows accurately removing
the damaged gene and replacing it with the correct one.
This method is much cheaper, simpler, safer and faster
than those previously used. This method can be used for
genetic modification of plants, animals and humans.
Therefore, this is the first method that makes it possible

to control the randomness of evolutionary processes in
all nature [18].

Under these conditions, Russian legislation should
define the procedure for the protection of human rights
when carrying out inherited modifications of the genome
(embryo gene editing), and solve complex issues on the
time frame for the protection of these rights, taking into
account the fact that harm can be caused to the children
and grandchildren of the person whose genes were edited
[19, 20].

Moreover, modern technologies require solving the
issue of the conditions under which such editing is
permissible, taking into account the unpredictability of
side mutations and the complexity of providing all
objective information to the patient to obtain consent
(due to the lack of clarity of the researchers themselves
on many issues) that was confirmed by the discussion
around Denis Rebrikov’s intention to deactivate a gene
encoding a protein that allows HIV to enter embryo cells
[21].

With regard to civil and labour means of protecting
human rights when conducting research on human
genome, there are only two references in legislation: in
part 3 of Article 10 of the Federal Law No. 242-FZ “On
state genomic registration in the Russian Federation” of
03.12.2008, which gives a general reference to the
legislation of the Russian Federation in violation of the
rules for processing genomic information by officials of
state bodies and institutions conducting state genomic
registration, and persons who have gained access to
genomic information, as well as in Article 12 of the
Federal Law No. 86-FZ “On state regulation in the field
of genetic engineering activities” of 05.07.1996, which
also gives a general reference to the legislation of the
Russian Federation when causing damage to employees
of an organization engaged in genetic engineering
activities, the population, and the environment.

It is obvious that citizens of the Russian Federation
can apply general civil law norms on liability for harm
caused when their rights are violated during genomic
studies (property and moral), including through medical
intervention, general rules of information law for
violations in the field of personal data processing, as
well as general rules of labor law prohibiting
discrimination if a person was harmed as a result of
studies of his genome or the genome of others.

However, given the difficulties in proving the fact of
harm and the amount of damage in civil proceedings in
Russian courts, difficulties in proving discrimination in
employment or in establishing working conditions on the
basis of genetic data in a labor dispute, it becomes
apparent that the application of the existing rules on
civil, disciplinary, criminal, administrative responsibility
for specific human rights relationships is ineffective in
conducting research on human genome.

With regard to information legislation, Article 11 of
the Federal Law No. 152-FZ “On personal data” of
27.07.2006 does not explicitly include genetic data in
biometric personal data, and before the adoption of the
Draft Law No. 744029-7 on amending Article 11 of the
said law, it is impossible to say with complete certainty
that at present, the entire arsenal of information
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legislation used to protect biometric data can be applied
to cases of violations in human genomic studies.

2.3 Public legal ways to protect violated rights
in the study of human genome in different
countries

Germany has a developed system for administrative and
legal protection of the rights of persons whose genomic
information is processed. For example, an administrative
fine of up to EUR 300,000 is imposed for violations
including misuse of a genetic sample and failure to
destroy it after the study, failure to obtain the consent of
the subject before the genetic study, providing the results
of the study to a representative of the insurance company
or employer, as well as when hiring.

A fine of up to EUR 5,000 in Germany is imposed
for violations including violations in the genetic
examination of a child, as well as of his father or mother
in order to determine kinship. At the same time, the
administrative authority should not initiate prosecution
in the case where a person whose genetic samples were
used to determine kinship gave his consent after
conducting research and taking samples.

Violations of all other legal provisions in the field of
human genome research entail a fine of up to 50,000
euros.

Japan puts great emphasis on the system for
assessing the need and implementation of genetic
research itself, which includes, in addition to a research
institution, medical communities and federal legislatures.
In this regard, many institutions require that clients
necessarily visit a therapist before concluding a genetic
research contract with a research institution [22].

Criminal law instruments can be applied to legal
relations governing the study of human genome thus
incriminating acts and referring them to various types of
crimes:

1) special elements of crimes established for the field
of work with the human genome, for example: deliberate
change of the genome of embryo cells and embryos;
non-compliance with the terms of the genetic study;
unauthorized use of a genetic sample and its non-
destruction after the study; failure to obtain the consent
of the subject prior to the genetic examination; providing
the results of the study to the representative of the
insurance company or the employer; irregularities in the
genetic examination of a child, as well as of a father or
mother to determine the kinship; intentional or negligent
violation resulting in economic, bodily or emotional
harm; purchase, storage or use of gametes or other
genetic information without the written and informative
consent of the gamete supplier;

2) general elements of crimes that may be applied to
legal relations in the field of genetics taking into account
the nature of the act committed.

For example, in the UK, several types of acts related
to the study of the human genome were criminalized, for
example, anyone who purchases, stores or uses gametes
or other genetic information without the written and
informative consent of a gamete supplier commits a

criminal offense, which entails imprisonment for a
maximum of 12 months or a fine not exceeding the
maximum prescribed by law; or imprisonment for a term
not exceeding 3 years or a fine [23].

In Japan, South Korea, the USA and the EU there are
also criminal prohibitions on clinical studies involving
modifications of the germ line of the human genome
[24].

The situation with the protection of human rights in
the study of human genome in Russia is complicated by
the fact that both the Criminal Code of the Russian
Federation and the Code of Administrative Offenses do
not contain any corpus delicti/offense directly related to
human genome research, and even the violation of the
ban on human cloning will not entail any criminal
proceedings or administrative offense.

3 Conclusions

The study of legislation and law enforcement practices
of the countries of the European Union, USA, and Japan
proves that there is a clear system of legal means to
protect and restore human rights violated in the course of
studies of human genome, the genome of other persons.
Besides, it is an incentive for the development of such
research since bothe the researcher and the citizen and
other concerned persons clearly understand what the
state permits, prescribes or prohibits when conducting
research on the human genome, and the responsibility it
might entail.

For these reasons, the legislation of the Russian
Federation should be amended to increase the
effectiveness of various methods of protecting the
violated rights in the study of human genome.

3.1. Civil law

Within the framework of the civil legislation of the
Russian Federation it is necessary to establish the
features of compensation for damage when conducting
research on the human genome, namely, to provide for
the possibility for a victim to recover compensation
instead of compensation for damage, the minimum
amount of which is established in the legislation (by
analogy with the compensation for violation of exclusive
rights stipulated in the Civil Code of the Russian
Federation).

In fact, compensation is a civil fine, which, unlike an
administrative fine, is collected in favor of the victim
himself, and not into the state budget. This will make a
complainant sure that in any case he will receive the
minimum compensation established by law for the
violation of his rights when conducting genomic
research.

Violations for which the civil law may establish a
compensation may include violations in the field of
obtaining informed consent, disclosure of information
obtained during human genome research.
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3.2 Information and health legislation

Legislation on the protection of the health of citizens
should define the procedure for the protection of human
rights when carrying out inherited modifications of the
genome (embryo gene editing), and solve complex issues
concerning the period of protection of these rights taking
into account the fact that harm may be caused to children
and grandchildren of a person whose genes were edited.

It is advisable that the information legislation of the
Russian Federation includes special requirements for the
provision of voluntary informed consent for genomic
research, which differ from the general ones established
by the legislation on the protection of citizens’ health.

It is also necessary to establish cases in which the
results of research may be disclosed without the consent
of a person in respect of whom the genomic studies were
conducted, the circle of persons to whom such results
may be disclosed, as well as a special procedure for
deciding on the disclosure or non-disclosure of such
results, for example, the creation of a special
commission with the participation of doctors and
lawyers.

3.3 Administrative and criminal legislation

The administrative and criminal legislation of the
Russian  Federation suggests introducing special
administrative offenses or criminal offenses that target
human rights violated as a result of the study of human
genome, the genome of other persons, the unauthorized
use of the results of such a study, for example:

* human cloning;

e deliberate genome change of germ cells and
embryos;

* non-compliance with the conditions of genetic
research;

* unauthorized use of the genetic sample and its non-
destruction after the study;

* failure to get the informed consent of the subject
prior to the genetic examination;

* irregularities in the genetic examination of a child,
as well as of a father or mother to determine the
kindship;

* purchase, storage or use of gametes or other genetic
information without the written and informed consent of
the gamete supplier.
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