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A b s t r a c t .  The article analyzes modern scientific achievements in the field of 
genetic research, considers methods of genetic engineering as an integral part of modern 
biomedicine, and the issues of human cloning. We examine the differences between 
reproductive cloning and therapeutic cloning, emphasizing the importance of the latter 
for improving human life, fighting various diseases, and so on. However, along with ethical 
problems, there are also problems in the world of legal regulation of genetic research and 
manipulation of human genes. We touch upon the problems of legal regulation of genome 
research and human cloning in foreign countries and in the Russian Federation, and, above 
all, the problems of criminal law regulation of genetic engineering. Based on a comparative 
analysis of international legal acts, national legislation of a number of countries and 
regulatory legal acts of the Russian Federation, we conclude that there is insufficient legal 
regulation of issues related to genetic research in Russia, and, supporting the opinion of a 
number of scientists, we propose to introduce a number of norms in the Criminal Code of 
the Russian Federation on criminal liability for socially dangerous behavior in the field of 
modern methods of biotechnology, genetic engineering, and human cloning.
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At present, we can confidently state the fact 
that the 21st century has become a century of 
high-tech industries, high technologies and 
rapid innovations. The leading positions in the 
scientific sphere of life today are occupied by 
the development of genetic research and the 
application of genetic engineering methods.

Genetic engineering, being an integral part 
of modern biomedicine, is a set of techniques, 
methods and technologies for obtaining re-
combinant RNA and DNA, isolating genes from 
an organism (cells), manipulating genes, intro-
ducing them into other organisms, and grow-

ing artificial organisms after removing selected 
genes from DNA [7]. The essence of genetic 
engineering lies in biologists’ work to isolate 
certain sections of the DNA molecule, arrange 
them in new combinations and transfer them 
from one cell to another. As a result, it is pos-
sible to introduce changes to the genome that 
are unlikely to occur naturally.

Thus, genetic engineering serves to obtain 
the desired qualities of an altered or a geneti-
cally modified organism. In contrast to tra-
ditional breeding, in which the genotype is 
changed only indirectly, genetic engineering 
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helps interfere directlywith the genetic appa-
ratus of any organism, using the technique of 
molecular cloning [3].

Examples of applications of genetic engi-
neering are the production of new genetically 
modified varieties of grain crops, the produc-
tion of human insulin, etc. In addition, a num-
ber of vaccines have also been genetically en-
gineered and are being tested to reveal their 
effectiveness against the human immunode-
ficiency virus (HIV) that causes AIDS. With the 
help of recombinant DNA, human growth hor-
mone is also obtained in sufficient quantities – 
it the only treatment for such a rare childhood 
disease as pituitary dwarfism.

Some methods of genetic engineering are 
already being applied to humans. For example, 
in the treatment of certain types of infertility in 
women, the eggs of a healthy woman are used, 
and as a result, the child inherits the genotype 
from one father and two mothers.

Genetic engineering technology was applied 
to humans for the first time to treat Ashanti De 
Silva, a four-year-old girl who suffered from a 
severe form of immunodeficiency. Her gene 
that contained instructions for the production 
of the adenosine deaminase (ADA) protein was 
damaged, and without the ADA protein, white 
blood cells die, leaving the body defenseless 
against viruses and bacteria. A working copy of 
the ADA gene was injected into Ashanti’s blood 
cells using a modified virus. The cells were able 
to independently produce the necessary pro-
tein, and within six months the number of white 
cells in the girl’s body increased to a normal 
level [2]. After that, the field of gene therapy re-
ceived an impetus for further development.

Since the 1990s, hundreds of laboratories 
have been conducting research on the use of 
gene therapy for medical purposes. Today we 
know that gene therapy can be used to treat 
diabetes, anemia, and certain types of cancer. 
For humans, genetic engineering could be used 
both to treat inherited diseases and to improve 
the genome.

In the conditions of active development of 
medical and biological branches of knowledge 
and possible abuse of their achievements in 
practice, the problem of human cloning has be-
come very acute [1, p. 82].

Human cloning is a promising technique that 
consists in creating an embryo and then grow-
ing people who have the genotype of an indi-
vidual, now existing or previously existing, from 
the embryo.

Technically, at present, this is quite real: bi-
ologists have repeatedly performed this kind of 
action with cells. From an ethical point of view, 

manipulations with human cells are highly ques-
tionable and frowned upon in most cultures. 
From the point of view of law, human cloning is 
prohibited in almost all civilized countries of the 
world [4].

At the same time, depending on the tech-
nology, there are two types: reproductive and 
therapeutic human cloning. The first is the ar-
tificial reproduction of a genetically accurate 
copy of any living creature in the laboratory. 
With a certain degree of convention, it can be 
represented as follows: an egg is taken from a 
female, the nucleus is pulled out of it with a mi-
croscopic pipette, then any cell containing the 
DNA of the cloned organism is inserted into the 
non-nuclear egg, this cell actually performs the 
function of a sperm during fertilization of the 
egg. From the moment the cell merges with the 
egg, the process of cell reproduction and em-
bryo growth begins.

Thus, the result of reproductive cloning is 
the birth of a living being (for example, a human 
child).

Unlike reproductive cloning, therapeutic 
cloning involves the development of the em-
bryo to the blast cyst stage (up to 14 days), then 
its growth is stopped. The embryo is used to 
produce stem cells for their further therapeutic 
use in medicine, that is, for the treatment and 
prevention of various diseases [4].

The potential for therapeutic cloning is huge, 
because stem cells can be used to grow cells 
from almost all tissues and organs of the hu-
man body. Growing individual human organs 
for their subsequent transplantation is a very 
promising direction in genetics. This, of course, 
will significantly reduce the number of criminal 
acts related to illegal transplantation of human 
tissues and organs.

Both the permission and the prohibition of 
cloning have supporters and opponents who 
give strong arguments to substantiate their 
opinion [4]. Insufficient regulation of this issue 
at the legislative level also adds fuel to the fire.

In the legal regulation of activities in the field 
of genetic engineering, the most important le-
gal documents are international legal acts: the 
Universal Declaration on the Human Genome 
and Human Rights, adopted by the UNESCO 
General Assembly in 1997, the Council of Eu-
rope Convention for the protection of Human 
Rights and Dignity of the Human Being with 
regard to the Application of Biology and Medi-
cine, and the Convention on Human Rights and 
Biomedicine, adopted in 1996 by the member 
states of the Council of Europe.

In 1998, the Committee of Ministers of the 
Council of Europe approved the additional Pro-
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tocol to the Convention on Human Rights and 
Biomedicine, Article 1 of which states: “Any 
intervention to create a human being who is 
genetically identical to another human being, 
whether living or dead, is prohibited”. The signif-
icance of this Protocol is that it for the first time 
legally defined the position of the international 
community on the issue of human cloning and 
gave impetus to the further development of the 
ban at various levels of legal regulation. How-
ever, this document does not establish a dif-
ference between reproductive and therapeutic 
cloning; in practice, this fact hinders the devel-
opment of various areas of therapeutic cloning 
aimed at helping sick people.

Currently, the process of criminalizing hu-
man cloning is actively going on worldwide. The 
national legislation of most foreign countries 
criminalizes only reproductive cloning, but a 
number of countries explicitly prohibit any type 
of cloning. For example, in the UK, the relevant 
criminal provisions are contained in the Human 
Reproductive Cloning Act 2001, the sanction of 
which is 10 years of imprisonment. At the same 
time, therapeutic human cloning is allowed.

In the United States, the ban on cloning was 
first introduced in 1980. In 2003, the House of 
Representatives of the US Congress passed a 
law on the prohibition of human cloning, accord-
ing to which cloning, aimed at both reproduction 
and medical research and treatment, is consid-
ered a crime, the commission of which is pun-
ishable by a 10-year prison sentence and a fine  
of 1 million US dollars.

In a number of European countries, such as 
France, Spain, Estonia, and Moldova, cloning 
as a crime is enshrined in criminal codes.

In countries such as Brazil, Germany, the UK, 
and Japan, criminal liability for cloning is es-
tablished by special laws [5]. For example, the 
Federal Law of Germany on the protection of 
embryos of 1990 (The Embryo Protection Act) 
makes it a criminal act to create an embryo that 
is genetically identical to another embryo origi-
nating from a living or dead person.

In order to bring national legislation in line 
with the requirements of world practice, the 
new criminal law of Kazakhstan (adopted on 
July 3, 2014), in contrast to the previous crimi-
nal code, already provides for criminal liabil-
ity for human cloning. Thus, Article 129 of the 
Criminal Code of the Republic of Kazakhstan 
provides for criminal liability for the commis-
sion of human cloning or the use of a human 
embryo for commercial, military or industrial 
purposes, as well as the export of germ cells 
or a human embryo from the Republic of Ka-
zakhstan for the same purposes. The sanction 

of this article provides for criminal punishment 
in the form of imprisonment for a term of up to 
three years with or without deprivation of the 
right to hold certain positions or engage in cer-
tain activities for a term of up to two years. Hu-
man cloning committed by a group of persons, 
or by a group of persons by prior agreement, or 
by an organized group, or repeatedly, is pun-
ishable by imprisonment for a term of four to 
seven years, with or without the right to hold 
certain positions or engage in certain activities 
for a term of up to three years.

Currently, a key role in the legal regulation of 
this sphere in the Russian Federation is played 
by Federal Law 86–FZ of July 5, 1996 “On state 
regulation in the field of genetic engineering”. 
It regulates relations in the field of nature man-
agement, environmental protection, environ-
mental safety and human health that arise dur-
ing the implementation of genetic engineering 
activities.

It should be noted that this act has been re-
peatedly criticized by both the legal community 
and biologists and geneticists. In particular, 
the lack of elaboration of the terms used, the 
limited range of regulated relations, and at the 
same time going beyond them were pointed 
out. In addition, Russian biologists note the lack 
of scientific substantiation of the principles of 
safe use of genetically modified microorgan-
isms, as well as the generally prohibitive nature 
of legislation in the field of genetic engineering 
[8, p. 146].

The current legislation provides for the pos-
sibility of liability for illegal tampering with hu-
man genes. Despite the fact that Russia did not 
join the Convention on Human Rights and Bio-
medicine, Russian legislators did not stay away 
from global trends, responding to the challenge 
of time by adopting Federal Law No. 54-FZ of 
May 20, 2002 “On the temporary ban on hu-
man cloning”, which was extended indefinitely 
in 2010.

The preamble to this normative legal act 
states that the law introduces a temporary ban 
on human cloning, based on the principles of 
respect for human beings, recognition of the 
value of the individual, the need to protect hu-
man rights and freedoms, and taking into ac-
count the insufficiently studied biological and 
social consequences of human cloning. The 
prospect of using existing and developing tech-
nologies for cloning organisms makes it pos-
sible to extend the ban on human cloning or 
cancel it as scientific knowledge in this area 
is accumulated, and moral, social and ethical 
standards are determined when using the ap-
propriate technologies.
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Article 1 of the Federal Law “On the tempo-
rary ban on human cloning” contains the follow-
ing words: “The creation of a human being who 
is genetically identical to another living or dead 
human being by transferring the nucleus of a 
human somatic cell to a nuclear-free female 
germ cell”, therefore, the document refers only 
to reproductive, and not therapeutic cloning.

According to Article 4 of this law, persons 
guilty of violating it are prosecuted in accor-
dance with the legislation of the Russian Fed-
eration. However, to date, criminal liability mea-
sures for human cloning have not been defined 
by law in Russia.

It is seriously puzzling that the adoption of 
the Federal Law “On the temporary ban on hu-
man cloning” was not accompanied by appro-
priate amendments to the Criminal Code of the 
Russian Federation.

In this situation, the ban on reproductive 
cloning announced by the legislator cannot be 
implemented effectively, because, according 
to the doctrine of inter-field relations developed 
in legal science, regulatory norms need to be 
promoted by protective norms for their smooth 
functioning. If the rules of conduct formulated 
in positive legislation are not guaranteed by 
state enforcement measures, they cannot be 
properly implemented, since the subject of 
regulation remains outside the scope of legal 
protection [1, p. 84].

Scientists have repeatedly expressed their 
opinion on the need to establish a criminal ban 
on human cloning activities. In particular, back 
in 2006, N.E. Krylova proposed to distinguish 
crimes committed in the field of biology and 
medicine from traditional crimes committed 
by medical professionals in connection with 
the performance of their professional func-
tions. In her opinion, the objects of bioethical 
crimes should include, in addition to those al-
ready protected by criminal law, such benefits 
and interests that are currently not protected by 
Russian criminal law, namely the life and health 
of the human embryo, the genetic integrity of 
a person, human dignity in the broad sense of 
the word, which should be understood as the 
right to respectful treatment before birth, dur-
ing life and after death, etc. In her dissertation,  
N.E. Krylova proposes to introduce criminal li-
ability for human cloning, import or export of 
cloned human embryos, and interference with 
the human genotype that is not related to treat-
ment [6].

In 2018, the State Duma of the Russian Fed-
eration commissioned a study on the legislative 
regulation of the use of assisted reproductive 

technologies (including genome editing, clon-
ing, and surrogacy) to the research team of 
Kutafin Moscow State Law University (MSAL). 
The terms of reference draw attention to the 
fact that the laws on reproductive technolo-
gies require further elaboration. Scientists are 
invited to study foreign legal experience and 
opportunities for conflict-free development 
of a new generation of assisted reproductive 
technologies(ART), the prospects for regulat-
ing gene editing for the treatment (prevention) 
of hereditary (genetic) diseases.

The issue of establishing criminal liability 
and making amendments and additions to the 
Criminal Code of the Russian Federation in this 
part remains open. The rapid development of 
the field of genetic research in recent years 
dictates the need to address it at the legisla-
tive level in the near future. In our opinion, we 
should not wait for the first case of illegal ac-
tivities in the field of genetic research in general 
and human cloning in particular; it is important 
to reflect in the Criminal Code of the Russian 
Federation the norms on criminal liability for 
committing criminal acts of this kind today.

We consider it timely and necessary to adopt 
a federal law on introducing amendments to the 
Criminal Code of the Russian Federation, in or-
der to supplement its Section 7 “Crimes against 
the person” with the norms providing criminal 
responsibility for reproductive human cloning, 
use of human embryos for commercial, military 
or industrial purposes, and also for the export 
of a human embryo from the Russian Federa-
tion for the same purposes. Thus, we propose 
to supplement Section 7 as follows:

“Article 120.1. Reproductive human cloning.
1. Reproductive cloning of a human being,

i.e. the creation of a living human being who is 
genetically identical to another living or dead 
human being, as well as the use of a human 
embryo for commercial, military or industrial 
purposes –

shall be punishable... (a medium-gravity 
crime).

2. Import to the territory of the Russian Fed-
eration or export from its territory of cloned hu-
man embryos for the same purposes – 

shall be punishable... (a medium-gravity 
crime).

3. Acts provided for in Part 1 or Part 2 of this
Article, if they are committed:

a) for personal gain;
b) by a group of persons, a group of persons

by prior agreement, or by an organized group;
c) by a person using their official position –
shall be punishable... (a grave crime)”.
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