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OPINION

MECHANISMS FOR INTRODUCTION OF ARTIFICIAL INTELLIGENCE IN HEALTHCARE:
NEW ETHICAL CHALLENGES

Khokhlov AL', Zarubina TV?, Kotlovsky MYu'® &, Paviov AV', Potapov MP', Soldatova ON', Gabidullina LF', Tsybikova EB?

" Yaroslavl State Medical University, Yaroslavl, Russia
2 Pirogov Russian National Research Medical University, Moscow, Russia
8 Central Research Institute of Healthcare Organization and Informatization, Moscow, Russia

Currently, systems based on artificial intelligence (Al) are finding increasing application in medicine. Acting as assistants of both the attending physician and
managing physician, they can be a good help in solving a number of problems in modern healthcare, such as staff shortage, professional burnout and, in some
cases, insufficient staff qualification. However, this leads to increased requirements for reliability of such systems. Introduction of a new advanced technology raises
a number of ethical issues and problems, the solution of which is necessary to gain trust of people and reduce distrust associated with the use of Al technologies.
It seems that if ethical standards determine and set the progressive development of artificial intelligence, this will lead to the maximum benefit from the use of
this technology in healthcare. The paper examines the ethical aspects of transition of software into the category of medical devices. At the same time, legal and
organizational mechanisms for solving ethical problems at both the international and domestic levels are provided. The activities of both public and government
organizations in this field are considered. The need to obtain the permission of ethical committees for conducting clinical trials and ensuring informed consent
of patients is emphasized. It also highlights the importance of integrating medical data into structured datasets that can be registered as databases. This will
contribute to improved quality of medical research and practice.

Keywords: artificial intelligence, ethics, ethics committee, code of ethics
Author contribution: the authors have made an equal contribution to the research work and writing of the article.
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MEXAHN3Mbl BHEQPEHUA TEXHOJIOMMIN MICKYCCTBEHHOIO UHTENEKTA B 30 PABOOXPAHEHUE:
HOBbIE 3TUYECKUE Bbl30BbI

A. 1. Xoxnos', T. B. Bapybura?, M. 0. Kotnosckuin? B, A, B. Masnos', M. 1. Motanos!, O. H. Congatosa’, J1. ®. MabuaynmHa’, 3. B. Libibukosa®

" ApocnaBckumii rocyaapCTBEHHbIN MEONLIMHCKUIA YHUBEPCUTET, Apocnasns, Poccus
2 POCCUNCKININ HaLMOHaBHBIV MCCNenoBaTeNbCKUA MEAVLIMHCKIIA yHUBEpcUTeT MmeHn H. . Minporosa, Mockea, Poccus
8 LleHTpasibHbIA Hay4HO-NCCNEA0BATENBCKNIA MHCTUTYT OpraHn3aLmm 1 nHcopmMaTmsaummn 3npasooxparenis, Mocksa, Poccust

B HacTosiLLee BpeMs CUCTEMbI Ha OCHOBE MCKYCCTBEHHOTO MHTennexTa (V) Bce 6onbLue v 6onbLe MPOHNKAIOT B MeAMLIMHY. BbICTynas TOMOLLIHMKOM Kak nevatero
Bpaya, Tak 1 Bpaya opraHu3aTopa, OH1 MOryT CTaTb XOPOLLMM MOACTIOPbEM B PELLEHUN psaa Npobrem B COBPEMEHHOM 3APaBOOXPaHEHNN, TaKIX Kak KafpoBbIi
nerumT, NPotheccroHanbHOe BbiropaHvie 1 HefocTaToqHas), B OTAENbHbIX Crydasx, KBanvbukaums nepcoHana. OgHako aTo 0OyCnoBMBAET MOBbILLEHHbIE
TPebOBaHNS K HAAEXKHOCTN MOA0OHBIX CUCTEM. BHeApEHMe HOBOV NePeaoBON TEXHONOMM MOAHUMAET 1 PSA, STUHECKMX BOMPOCOB 1 MPOBIeM, peLLeHne KOTOPbIX
HeobXxoaVMO AN 3aBOEBaHVIA OBEPUS IIOAEN 1 CHYKEHNSt HEAOBEPUS K MPUMEHEHWIO TexHonoruia . Buoutes, 4To, ecnv nporpecc B passBuTU MCKYCCTBEHHOMO
NHTeneKTa byAeT ONPeaensaTbCs v 3a8aBaTbCs 3TUHECKVIMN HOPMaMK, 3TO MPUBEAET K U3BAEHEHNIO MaKCVIMaIbHOM MOSb3bl OT MPUMEHEHVISt JaHHOI TEXHOOM K
B 340pOBbecOepexxeHnn. B paboTe paccMaTprBatoTCcs aTUHECKME acneKTbl Nepexoaa NPOrpPaMMHOrO 00ECNEHEHNSt B KATErOPWIO MEOULIMHCKNX M3aenviA. Mpu
3TOM MPVIBOASATCS MPaBOBbIE Y OPraHM3aLVOHHbIE MEXaH!3Mbl PELLEHNST ATUHECKUX MPOBIEM Kak Ha MEXAYHapOAHOM, Tak U Ha BHYTPUrOCYAAPCTBEHHOM
yposHe. PaccmatpuBaeTcst AesTenbHOCTb Kak OOLWECTBEHHbIX, Tak W rocydapCTBEeHHbIX opraHnsaumii B JaHHoW ciepe. NogyepkmBaeTcsl HEOOXOAMMOCTb
MOMYHEHNS Pa3PELLIEHNS STUHECKNX KOMUTETOB A5 MPOBEAEHNS KITMHUHECKNX UCTIbITaHWIA 1 0BecrnedeHme MHPOPMUPOBAHHOIO COracus nauneHToB. Takke
YKa3bIBaETCA BAXKHOCTb UHTErpaLv MEANLIMHCKIUX [aHHbIX B CTPYKTYPUPOBaHHbIE AaTaceTbl, KOTOPblE MOMyT BbiTb 3apervcTpupoBaHbl kak 6a3bl faHHbIX. 9T0
6yaeT cnocobcTBOBaTL MOBLILLEHWIO Ka4eCTBa MEANLIMHCKNX UCCNEO0BaHUIA 1 MPAKTUKMA.

KnioueBble cnoBa: VCKYCCTBEHHbIN HTENNEKT, 3TUKA, STUHECKNI KOMUTET, STUHECKUIN KOOEKC
Bknap aBTOpPOB: aBTOPbI BHEC/M PaBHbIN BK1aA, B MPOBEAEHVE HAYYHO-MCCNEeA0BaTENbCKON PaboThl 1 HaNMCaHVe CTaTbu.

><] Onsa koppecnoHaeHuun: Muxann KOpbesid KoTnoBckui
yn. PeBontoumorHas, 4.5, r. Apocnaenb, 150000, Poccust; m.u.kotlovskiy@mail.ru

Cratbs noctynuna: 31.07.2024 Ctatbsi npuHsTa K nevatu: 18.08.2024 Ony6nukosaHa oHnaiH: 18.09.2024

DOI: 10.24075/medet.2024.018

The term artificial intelligence was first coined by John
McCarthy at Dartmouth Seminar in 1956. This event lasted
for 6 weeks. At this time, leading experts interested in
human mind modeling (John McCarthy, Marvin Minsky,
Claude Shannon, Nathaniel Rochester, Arthur Samuel,
Allen Newell, Herbert Simon, Trenchard Moore, Ray
Solomonoff and Oliver Selfridge) discussed the fundamental
possibility of creating a thinking machine. As a result of this

conference, the main guidelines of the new field of science
were announced [1].

The significant events in artificial intelligence (Al) development
in general and their application in medicine include Alan Turing’s
article “Computing Machines and the Mind” (1950) [2], the first
scientific article “Some Studies in Machine Learning Using the
Game of Checkers” [3], dedicated to Al, published in Pubmed
database (1964), one of the first Al-based decision support
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systems (MYCIN) (1976) [4], as well as permission to use
these systems (IDx-DR) in clinical practice in the USA (2018)
[5] and much more. However, it was not possible to avoid the
waning interest in this topic caused by insufficient technology
development and high expectations [6].

It is no doubt that the decision of the European regulator
(CE Mark) regarding the permission to use ChestLink service
in the clinic in 2022 can be considered a landmark event. The
service was developed by Oxipit, the Lithuanian startup. This
software product autonomously analyzes X-ray images of the
chest and, in the absence of pathology, independently forms
a conclusion for the patient without involving a radiologist [7].
Currently, Russia has come close to development of similar
systems.

Thus, Al systems in medicine are becoming more and more
autonomous. This can be a good help in solving a number
of problems in modern healthcare, such as staff shortages,
professional burnout and, in some cases, insufficient staff
qualifications. However, this also increases the ethical
requirements for reliability of such Al systems. It is of note that
none of these systems can guarantee error-free operation in
100% of cases so far.

It seems doubtful that this indicator will be achieved in the
future.

Russian analysts identify the following problems associated
with the introduction and use of Al in the context of practical
healthcare, which make the use of such systems unethical:

— insufficient evidence of effectiveness and safety of
solutions in terms of their admission for use by medical
professionals;

— increased risk of harm to the health of patients due
to potential data processing errors and generated
conclusions (recommendations);

— the complexity of interpreting solutions in machine
learning (the “black box” problem);

— higher risks of self-learning algorithms that are able
to change the way they are functioning due to the
emergence of new clinical data, including those
obtained during their operation;

— issues of cybersecurity, including unauthorized
interference with Al algorithms or access to personal
data of patients;

— the problems of data bias, which in turn lead to an
asymmetry between the data on which the Al models
were trained and the data they analyze when applied in
real clinical practice [8].

It is worth noting that the USSR did not only keep up with
Western countries in Al development, but was also ahead in
a number of topics. At the same time, well-known political
events have allowed our partners to get ahead in this area
[9]. Currently, Russia is actively developing and increasing its
efforts every year.

So, what is artificial intelligence? In the presidential decree
on the development of Al in the Russian Federation, the
following definition is provided: artificial intelligence is a set of
technological solutions that allows simulating human cognitive
functions (including self-learning and finding solutions without
a predetermined algorithm) and obtaining results comparable
to those of human intellectual activity while performing specific
tasks [10].

The literature identifies the main characteristics that make
it possible to perceive Al systems as cognitive ones. This is
the ability to:

— understand (assimilate new content and include it in the

system of established views and ideas);
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— speculate (the ability to build a series of thoughts and
conclusions on a specific topic and present them in
a logically consistent form);

— ensure self-learning (activities to change and adapt the
behavior of the subject of education following the goals
of survival, development, and improvement);

— expand opportunities (to increase the set of tools
and methods that ensure the maximum possible
productivity) [11].

It is worth saying that these qualities are fully inherent in
the so-called strong Al. At the same time, scientists currently
differentiate between weak and strong Al. Weak Al is able to
solve only simple applied tasks without human involvement,
that is, those tasks for which it was directly created. Strong
Al is supposed to be autonomous and has the ability to learn
and speculate.

It is mentioned in the National Strategy of the Russian
Federation for the Development of Artificial Intelligence that the
entire fundamental scientific research is aimed towards creation
of a universal (strong) Al [10].

The emergence of strong Al is currently associated with the
development of generative adversarial neural networks (GANS)
and large language models based hereon. Currently, there
are already several dozen similar systems, including ChatGPT
(Generative Pre-trained Transformer) [12]. These Al systems, in
turn, are designed to solve a wide range of issues for almost
any text user requests, including writing and programming
code. Computer programs have become capable of writing
new computer programs on their own. According to quality
metrics aimed at measuring associative thinking, these models
have approached the basic human level by 2022. Funding for
development of these models is also increasing expansively
from year to year [13].

From an ethical point of view, it is worth paying attention to
the fact that in 2023, more than thousands of experts in the field
of Al signed an open letter calling for a 6-month moratorium
on strong Al development, to which they refer these models,
in order to develop an effective risk forecasting system and
ensure control over the development and consequences of
introduction of intelligent technologies [14]. WHO also called
for the balanced and responsible development and application
of large language models [15].

As it has been mentioned already, in 2019, the Russian
Federation adopted the national strategy for development
of artificial intelligence until 2030. It defines the role of Al in
healthcare, which is to improve the quality of services, including:

— preventive examinations;

— diagnostics based on image analysis;

— forecasting the occurrence and development of
diseases;

— selection of optimal dosages of medicines;

— reduction of pandemic threats, automation and
precision of surgical interventions [10].

[t is worth noting that apart from Russia, more than 60
countries have adopted similar documents in the field of
Al development [16]. This is due to the awareness of the
economic, political and defense advantages provided by the
operation of such systems at the state level.

The above strategy states that in order to maximize
the effective stimulation of the development and use of Al
technologies, it is necessary to adapt regulatory regulation in
terms of human interaction with Al and develop fundamental
ethical standards [10].

[t should be noted that in Russia, the National Committee
on Ethics of Artificial Intelligence was established in 2020 under
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Fig. 1. The life cycle of the Al system in the Moscow experiment [22]

the Commission of the Russian Federation for UNESCO. This is
the first such body in the world under the National Commission
for UNESCO. This committee includes leading experts in the
field [17].

In the international field, 193 countries concluded a global
agreement on the ethics of Al within the framework of the 41st
session of UNESCO (2021) [18]. Russia acted as one of the
most active participating countries in the process of developing
recommendations and initiated discussions on a number of key
issues in this area.

[t is worth noting that at the interstate level, more
than a dozen international organizations are developing
recommendations and standards for the use of Al in the field
of medicine. However, their actions are sometimes insufficiently
coordinated [19].

As an example of non-compliance with ethical principles,
one can cite the study indicated in the report of British scientists
on the development of Al for 2022 (State of Al). According to
it, the Al system was tasked by scientists to select a chemical
formula of a substance with maximum toxicity and biological
activity instead of reducing the toxicity of a drug. The Al system
generated the formula of VX warfare agent [20].

Thus, we can say that almost all Al systems are dual-use
systems. They can be configured to bring both benefit and
harm to a person. It depends on the professionalism and
goodwill of their creator and operator.

In 2021, Russia itself adopted a Code of Ethics in the field
of artificial intelligence. It was developed by the Al Alliance,
which unites leading Russian technology companies with the
participation of the Analytical Center under the Government
of the Russian Federation and the Ministry of Economic
Development. Currently, 303 leading Russian organizations and
41 federal authorities have joined the Code.

Its provisions apply to relations associated with ethical
aspects of the life cycle of an Al system, including creation
(design, construction, piloting), implementation and use of Al
technologies at all stages of their life cycle.

The condition for the application of this Code provisions
is that:

— These relations are currently not regulated by the
legislation of the Russian Federation and/or acts of
technical regulation;

— Al systems are used exclusively for civilian (not military)
purposes [21].

) Technical and clinical tests

N
" Post-market monitoring

This Code proclaims the following fundamental ethical
principles and rules of conduct:

1) the main priority of the development of Al technologies
is to protect the interests and rights of people and the
individual;

2) it is necessary to be aware of responsibility when
creating and using Al;

3) the responsibility for the consequences of the use of Al
is always borne by a person;

4) Al technologies need to be used for their intended
purpose and implemented where it will benefit people;

5) the interests of Al technology development are above
the interests of competition;

6) maximum transparency and truthfulness in informing
about the level of development of Al technologies, their
capabilities and risks [21].

The provisions of this Code permeate the entire life cycle of
the Al system. A typical example is the cycle of such systems
in the Moscow experiment conducted on the basis of Scientific
and Practical Clinical Center for Diagnostics and Telehealth
Technologies of the Moscow Healthcare Department (Fig. 1).
This world’s largest experiment has been ongoing since 2020
and has allowed leading domestic and foreign manufacturers
of medical Al systems to demonstrate their capabilities [22].

It is necessary to pay attention to the fact that the cycle
should include constant training and retraining of the product.
This is because the model becomes outdated from the moment
it is created. At the same time, monitoring and control actions
should be carried out on the constant basis.

Al-based programs in the Russian Federation can have two
forms: information systems and medical devices. In the latter
case, they undergo preclinical (laboratory) and clinical studies,
are subject to registration by Roszdravnadzor and included in
a special register of medical devices.

The software is a medical device in the presence of the
following signs:

— It is a computer program, regardless of the hardware
platform used, as well as the ways to place and provide
access to it;

— ltis not an integral part of another medical device;

— ltis intended by the manufacturer for medical care;

— It converts the original information.

Clinical trials (studies) of software using Al technologies are

conducted on the basis of a permit issued by the registration
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Fig. 2. Algorithm for conducting an examination of the clinical trial program of the Al system for healthcare [8]

authority (Roszdravnadzor), as well as an opinion on the
ethical validity of clinical trials issued by the Ethics Council of
the Ministry of Health of the Russian Federation in the field of
medical device circulation [23].

The Russian Federation has a system of ethical committees,
both at the national and local levels. One of the main functions
of the local ethics committees is to make sure that patients in
clinical trials are fully and in an accessible form informed about
the risks and benefits resulted from participation in the study
and that they have provided informed consent to participate
in the study or consent to use the information received when
medical care was provided to them.

Thus, while conducting a clinical trial (research) of Al
systems, permission from ethical committees at both levels
must be obtained. At the same time, there should be a constant
exchange of information with the organization on the basis of
which these tests are conducted. The Ethics Committee is
notified of the occurrence of serious adverse events. Clinical
trials should be conducted in full compliance with ethical
principles based on the Helsinki Declaration [20]. At the same
time, previously obtained medical information can also be used
in the clinical trial of these systems, if direct patient participation
is not required (a retrospective study procedure).

Currently, methodological recommendations have been
created in Russia for conducting an ethical examination of
the clinical trials (research) program of the Al system for
healthcare. Figure 2 shows their recommended algorithm for
this examination [8].

It is worth noting that apart from state control, systems of
voluntary Al certification have now begun to be developed and
implemented in Russia. This certification aims to assess the
compliance of Al algorithms with the requirements imposed
hereon. The INTELLIGOMETRICA system developed by the
National Research University Higher School of Economics (no.
ROSS RU.B2915.04VSEQ) can serve as an example.

A number of ethical issues are raised by the process
of collecting and using medical data. It is worth noting that
appropriate data is needed to create and monitor Al systems.
At the same time, they are diverse and have a complex
structure. One of the key tasks of the developer is to ensure
the integration of heterogeneous information into a structured
dataset. The dataset differs from a simple set of medical data
because it is endowed with special properties:

1) it is unified and structured;
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2) there are no gross inaccuracies, erroneous values;
3) it has additional information (categories and values of
features or characteristics of data elements) [24].

In Russia, a dataset is equal to a database and, as a result
of intellectual activity, can voluntarily undergo through state
registration. When conducting clinical trials of an Al system, it
is recommended to use only registered datasets [25].

In a foreign practice, datasets are often published not
only as datasets available for download, but also as scientific
publications in a journal.

Thus, creating high-quality datasets is just as difficult and
demanding as writing a software code and teaching a machine
learning model.

Whoever owns the data creates Al systems. This is
supported by the experience of foreign giant corporations.
Western companies are willing to pay billions of dollars to
possess the data (IBM Watson Health).

In the Russian Federation, a significant number of open
datasets with medical information available for download
(mainly marked up computer images) were created by Scientific
and Practical Clinical Center for Diagnostics and Telehealth
Technologies of the Moscow Healthcare Department [26].
Great hopes in the accumulation of data are placed on the
subsystems created within the framework of the Uniform State
Health Information System.

Currently, a large number of datasets with medical
information (sometimes of unknown quality) remain publicly
available on foreign platforms (Kaggle, Google Dataset Search,
AWS Public Datasets, etc.).

In the Russian Federation, medical data for training and
testing Al systems should not contain any personal information
apart from the consent of the patient to whom this data belongs
(GOST R 59921.5-2022 Artificial intelligence systems in clinical
medicine.

Any such information should be deleted both from
metadata and source data. At the same time, it remains an
open question how to maintain a balance and not violate
the rights and legitimate interests of the patient, without
over-regulating this industry by hampering its development.
[t is no secret that modern systems, including those based
on Al, can restore a person’s identity based on indirect data
(for example, restoring a patient’s face from the bones of the
skull with subsequent identification through social networks)
[27]. Therefore, the question remains open about exactly what
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information should be deleted and how to leave information
that is at least somewhat useful for machine learning.

In order to eliminate unnecessary administrative barriers,
a number of regulatory acts in the Russian Federation allows
experimental legal regimes to be established for developers for
a limited time, on a limited territory, and for a limited number
of subjects [28].

When creating and operating Al systems in medicine,
transparency of their application and the possibility of human
cancellation and/or prevention of socially and legally significant
decisions at any stage of their life cycle should be ensured
in order to comply with international and interstate ethical
regulations. Leading international organizations (UNESCO, EU,
OECD) are calling for increased transparency of Al systems.
Meanwhile, transparency means as follows:

— availability of the source code;

— understanding by the user why the machine made this

or that decision;

— understanding by the patient of the positive and

negative aspects of interaction with Al.

At the international level, the IEEE (Institute of Electrical and
Electronics Engineers), a non-profit engineering association
from the United States, is engaged in standardization of
transparency of Al systems.

It is worth noting that currently Al systems in medicine are
not endowed with legal personality. They are only doctor’s
advisers and do not absolve him of legal responsibility for
actions performed during the provision of medical care. The
responsibility is currently borne by the attending physician.
In some cases, legal responsibility may be assigned to the
medical organization on the basis of which these systems are
used, their developer and manufacturer [29].

The implementation of the above ethical principles is
facilitated by ensuring comparability of technical parameters,
unification of Al safety requirements, as well as free cross-border
exchange of medical technologies and the results of their
implementation in medicine, biology, and pharmacology. This
is confirmed in WHO Resolution WHA71.7 dated 05/26/2018
on Digital healthcare [30]. In the Russian Federation, Technical
Committee for Standardization 164 “Artificial Intelligence”
(TC 164) was established to improve the efficiency of
standardization in the field of development and operation of Al
systems at the national and international levels. More than 120
specialized organizations take part in the activities of TC164.
The subcommittee SC 01 “Artificial Intelligence in Healthcare”
was formed as part of this Committee. This subcommittee
works on the basis of Scientific and Practical Clinical Center
for Diagnostics and Telehealth Technologies of the Moscow
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STUHECKUE U KYJIbTYPHbIE Bbl30Bbl BHEOAPEHUA NCKYCCTBEHHOIO UHTEJITIEKTA
B MEOULMHCKUX MPAKTUKAX: MYNTBTUKYJIBTYPAJIbHbIA AHANNS
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Vicnone3oBaHve WA B MeAMLMHCKMX MpakTvkax npeanaraeT psf 3HauMTesbHbIX W HarsaHbIX MPerMyLLEecTB. AKTyaNlbHOCTb Mpobnembl NpeacTaBneHHoro
ncenefoBaHns 06ycnoBneHa PacTyLlei MHTerpauein TexHoNornin B 3apaBooxpaHeriie. Lienb faHHOro MCCnefoBaHns 3akiiodaeTcst B aHanm3e 3TUHecKmx
1 KyJIBTYPHbIX BbI3OBOB, CBA3aHHbIX C BHEAPEHVEM VI B MEOMLMHCKIE MPaKTVKW B PasnHbIX KYSIBTYPHbIX KOHTekcTax. OCHOBHas 3adada 1ccnefoBaHis —
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Artificial intelligence (Al) is a branch of computer science
that aims to create machines capable of performing tasks
that typically require human intelligence. Such tasks include
recognizing speech, identifying patterns, and making decisions,
etc. In recent years, Al has significantly revolutionized
medical practice by suggesting novel capabilities to improve
diagnostics, process big data, for personalized medicine and
even automated surgery.

However, integration of Al in medical practice poses not
only technical, but also ethical, social and cultural challenges.
Studying these aspects is critical because cultural differences
can significantly influence perception and acceptance of new
technologies. Different cultures may have different approaches to
data privacy, the role of the attending physician, and even the very
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concept of health and disease. This should be taken into account
when developing and implementing Al systems in medicine.

The goals and objectives of the study are as follows:

The goals:

1) To conduct a comprehensive analysis of the ethical and
cultural challenges associated with integrating Al into
medical practice.

2) To assess the impact of multicultural factors on

perception and use of Al in medicine.

Develop recommendations for integration of Al, taking

into account the cultural and ethical characteristics of

different communities.

3)
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The objectives:

1) To study current research and literature on ethics and
culture of Al in medicine.

2) Conduct surveys and interviews with medical
professionals, patients and Al experts from various
cultural groups.

3) Analyze the data obtained to identify the main ethical
and cultural contradictions and challenges.

4) Compare different approaches to Al integration into
medical practices in different cultures.

5) Develop a set of recommendations for medical institutions
and Al developers, taking into account multicultural
factors for ethical and effective use of Al in medicine.

Relevance

Integration of artificial intelligence into medical practices results
in significant changes in healthcare, including diagnosis,
treatment and monitoring of patients. At the same time, it is
necessary to take into account not only technological and
clinical, but also cultural and ethical issues. The relevance of
the study is due to the following factors:

1. Ethical risks:

Ensuring patient data confidentiality.
Transparency and explainability of Al-made decisions.
Fairness and non-discriminatory use of Al.

. Cultural differences:
Perception of technology and trust in Al can vary
significantly across cultures.
Cultural norms and traditions can influence the
willingness of patients and doctors to use Al.

3. Globalization of healthcare: the increase in migration and
multicultural communities is followed by an increasing need to
consider cultural factors in healthcare.

4. Innovation and development: to make integration into
medicine successful, Al accelerated development requires
adaptive and universal strategies.

N

Novelty

The research novelty lies in development of an interdisciplinary
approach to the study of Al impact on medical practices, taking
into account cultural and ethical aspects:

1. A combination of ethical and cultural analysis: conducting
a comprehensive analysis combining ethical and cultural aspects,
which was not previously widely covered in existing studies.

2. Multidisciplinary approach: integration of knowledge from
the fields of medicine, sociology, anthropology and artificial
intelligence to obtain deeper and more informed conclusions.

3. Focus on multiculturalism: the study of specific challenges
and opportunities associated with the use of Al in multicultural
settings promoting the global adaptation of technologies.

MATERIALS AND METHODS

1. Research design

The study was based on a qualitative multicultural analysis,
the purpose of which was to identify the ethical and cultural
challenges associated with the introduction of artificial
intelligence (Al) into medical practices. Methods of nosological
analysis, as well as content analysis of literary sources and
expert interviews were used.

2. Selection

To ensure the representativeness of the multicultural aspect,
the sample included medical institutions and experts from

various regions and cultural contexts. Countries with different
levels of economic development and cultural traditions were
covered, including but not limited to the following:

- USA

Europe (Germany)
Asia (India, Japan)

— Latin America (Brazil)

3. Data collection

The data was collected with the following methods:

Analysis of documentary sources. Scientific articles,

government documents, as well as reports from international
organizations devoted to Al in medicine were analyzed.

4. Data analysis methods

— Comparative analysis. Comparative analyses were
conducted to identify differences and similarities in
Al perception and acceptance in medicine between
different cultural and geographical contexts.

— Sociological analysis. The analysis made it possible to
identify social determinants that influence Al perception
and integration in medical practices, including social
norms, traditions and the level of trust in technology in
different countries and cultures.

5. Limitations of the study

It is worth noting that this studly is limited by time and scope of

analysis. The conclusions may be specific to the selected cultural
contexts and may not necessarily apply to all other situations
and regions. A broader understanding requires further research
covering a wider range of cultural contexts and time frames.

THE STUDY RESULTS

The use of artificial intelligence (Al) in medicine represents a great
potential for improving the quality and accessibility of treatment,
but at the same time it poses a number of ethical challenges to
society [1-8]. Let’s look at the most significant ones:

1. Confidentiality of data. Al often utilizes large amounts of
medical data, including personal information of patients. The
data should be protected from unauthorized access and leaks.
It is important to strictly adhere to the principles of confidentiality
and use advanced encryption and security methods.

2. Compliance with information consent. It is necessary to
make sure that patients are fully aware of how their data will be
used and give their consent to such use.

3. Management and control of errors. Like any technology,
Al is not immune to errors that can lead to incorrect diagnosis
or treatment. It is necessary to develop systems that minimize
possible errors and establish clear procedures for their correction.

4. Inequality in access to health services. There is a risk that the
use of Al will increase the gap between those who can afford access
to modern medical technologies and those who lack the access. It
is necessary to ensure equal access to medical innovations.

5. Transparency of algorithms. Al should be transparent in the
sense that healthcare professionals and patients should understand
how decisions are made. Hidden algorithms can cause mistrust
and complications in relation to responsibility and ethics.

6. The principle of justice. It is necessary to ensure that Al
does not create bias against certain groups of the population.
This includes monitoring the use of fair data and algorithms that
do not reinforce the existing stereotypes.

7. Responsibility. In case of medical errors, it should
be clear who is responsible for that (Al creators, medical
professionals, hospitals or someone else). Clear legislative and
legal frameworks are required.

8. Making ethical decisions. Addressing life and death is
not easy. Al should be designed in such a way as to take into

MEOVLIMHCKAS STUKA | 3, 2024 | MEDET.RSMU.PRESS



account not only the technical, but also the ethical aspects of
its use in medicine.

The ethical challenges of using Al in medicine require extensive
interdisciplinary collaboration, including medicine, law, ethics, and
information technology, to ensure that benefits can be implemented
without compromising the rights and well-being of patients.

The use of artificial intelligence (Al) in medicine raises
a number of cultural challenges and issues that are important to
consider for successful integration of technologies into medical
practice [9-15]. Attitudes towards Al can vary significantly
depending on the cultural environment, the level of trust in
technology, and traditional ideas about medical ethics and
practice. Let’s look at a few key aspects:

1. Trust in technology. In some cultures, high-tech
medical equipment and Al in general are taken as positive
and progressive innovations. However, other communities
can experience skepticism and distrust for machines making
important decisions, including due to concerns about data
privacy and the potential errors of machine algorithms.

2. Privacy and privacy issues. Al systems often require
large amounts of data for training and analysis, which raises
concerns about security and confidentiality of personal medical
information, especially in cultures with strict traditions regarding
personal space and information isolation.

3. Ethical dilemmas. Al may question traditional ethical
principles of healing. In some cultures, it may be acceptable for
Al to provide treatment recommendations based on statistical
data, while in others it may be required that the final decision
always remains with the person.

4, Social norms and expectations. In some cultures,
a doctor is considered an authority, and Al offers can be
perceived as a challenge to that authority. Also, different
societies may treat medical mistakes made by Al more strictly
than mistakes made by humans.

5. Accessibility and inequality. Al use can exacerbate
existing inequalities in access to health services, as access to
advanced technologies is often limited in regions with a limited
resource capacity or remote regions. This can result in tension
between groups with different levels of access to technology.

6. Integration into traditional practices. In different cultural
contexts, specific traditional practices or beliefs that must be
taken into account when implementing Al can be available.
Ignoring these aspects can lead to rejection of the technology
by medical staff and patients.

DISCUSSION OF THE RESULTS

Taking into account cultural differences and sensitivity to these
aspects is a key to creating effective, fair and ethical medical Al
systems [16-24]. An approach based on cooperation between
engineers, doctors, ethnographers and patients can contribute
to the development of Al tools that take into account the
cultural context and find support in diverse societies.

In different countries, the cultural challenges of Al
implementation are approached in different ways, due to both
historical and modern socio-cultural factors [25-30]. Let’s look
at some examples.

1. The United States of America

In the USA, great attention is paid to the confidentiality of patient
data. Al in medicine should be used in accordance with the
requirements of data privacy legislation such as HIPAA (Health
Insurance Portability and Liability Act). Al systems that analyze
medical data must strictly comply with these standards. In
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addition, the startup culture is highly developed. It contributes
to rapid integration of new technologies in medicine.

2. Japan

In Japan, respect for the elderly is extremely important. This
is taken into consideration when Al systems are developed,
especially in the field of care for the elderly. Japan is actively
researching and developing Al to support the elderly, taking into
account their needs and preferences. This approach makes
various aspects of their lives easier.

3. Germany

Germany has strict data protection rules applied while regulating
the introduction of Al into medical practices. Ethics committees
are actively involved in the process of approving the use of Al to
ensure compliance with ethical standards. Germany also focuses
on research on Al responsible use, emphasizing the importance
of an open dialogue with society regarding these issues.

4, India

In India, there are significant regional differences in access to
medical services and Al technologies. Al developers try to make
technologies accessible and understandable to a wide range of
users, including those regions where medical infrastructure is
not developed much. Al projects are often aimed at improving
the availability of medical services.

5. Brazil

In Brazil, special attention is given to the social responsibility
of technology adoption just like in other Latin American
countries. In medicine, Al is seen as a means of reducing
social inequalities while getting access to healthcare. Artificial
intelligence programs try to be sensitive to different cultural
contexts and practices.

To ensure the ethical and culturally sensitive use of Al in
medicine, it is necessary to promote interdisciplinary cooperation
between specialists in the field of Al, medicine, sociology, law
and ethics [31-33]. The public and patients should be actively
involved in the processes of development and decision making.
This will help not only to promote innovative development, but
also to take into account moral, ethical and cultural aspects
while introducing new technologies into medicine.

CONCLUSIONS

The integration of artificial intelligence (Al) into medical
practice is a complex and multifaceted process, accompanied
by significant ethical and cultural challenges. During the
multicultural analysis, the following key aspects were identified:

1. Ethical Privacy and Security Concerns:

Considerable attention should be paid to maintaining the
confidentiality of personal medical data. The implementation of
Al systems requires compliance with strict security standards,
as patient data may be vulnerable to leaks and cyber attacks.
In addressing these issues, it is important to take into account
not only the technical aspects of data protection, but also the
ethical standards of each particular culture.

2. Fairness and non-discrimination:

Al systems used in medical practices should be
designed to strictly adhere to the principles of fairness and
non-discrimination based on race, gender, social status and
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other factors. The introduction of algorithms that take into
account multicultural diversity and characteristics of each group
will contribute to a more just distribution of medical services.

3. Cultural Adequacy:

Different cultural groups may perceive and react differently
to the use of Al in medicine. It is important that developers and
implementers of Al systems take into account cultural values,
customs and biases that may influence the adoption of such
technologies by patients of various ethnic and cultural communities.

4. The problem of technology translation:

Al introduction in countries with different levels of technical and
social development can face many barriers. In developing countries
with limited technical resources, the use of Al requires a special
approach focused on infrastructure accessibility and sustainability.

5. Legal and regulatory issues:

Each country has legislative frameworks of its own. They
can have a significant impact on the way Al is introduced
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The purpose of this article is to determine the objectivity of culture from the perspective of the neuroscience's research interests of and to identify neuroethical
problems that arise in the process of using neurotechnologies and applying research results. The following aspects were set: to provide a clear understanding of
the reasons behind neuroscience’s growing interest in culture; to identify new scientific and neurobiological directions studying the relationship between a culture
and humans; to substantiate the importance of the emergence of cultural neuroscience, to identify some ethical categories revealed through analysis of research
results; to highlight ethical problems that arise or may arise near future during the application of neurotechnologies and the use of research results in this field.
The main conclusion of this article is that the development and application of neurotechnologies will be the main priority for many countries, especially taking into
account the interest in understanding the cultural characteristics of all people living in the same territories. On the one hand, the knowledge can help to prevent
cross-cultural conflicts and improve the effectiveness of management systems in the social sphere. On the other hand, it may lead to bioethical problems due to
possible manipulations in various fields as business and politics.
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OCOBEHHOCTU UCCJIEAOBAHUA KYJbTYPbl B PAMKAX KYJTIbTYPHOW HEMPOHAYKMW:
MEPCMEKTUBbI PA3SBUTUA N 3TUHECKUE OUJTIEMMbI

T. B. Kosanesa ™, E. H. Mapurickas, B. A. Kosanesa-Kupundex
CaHkT-lNeTepbyprckuin rocyaapcTBeHHbIN yHBepcuTeT, CaHkT-MNeTepbypr, Poccust

Llenb faHHoM cTaTbl — onpeaenvTe 06 bEKTHOCTb KyJBTYPbI C TOYKM 3PEHs UCCNefoBaTeNbCKOro HTepeca HeipoHayK v BbISIBUTL HEMPOSTUYECKME NPOBRembl,
BO3HVKAIOLLWE B MPOLECCE MCMOMb30BaHUS HEMPOTEXHONOMUIN 1 MPUMEHEHUS Pe3ybTaToB UCCNeaoBaHuiA. B KadecTse 3apad Obiin BbibpaHbl crepytoLime
acneKTbl: laTb YETKOE NPEeACTaBeHE O NMPUHMHAX NOSBNEHNS MHTEPEeca HEMPOHAYK K KyJsTYPe; OMPEeAeniTb HOBbIE HayYHbIE HEPOBVONOrM4ecKe HanpaBIeHs,
N3yvatoLLyie CBA3b MEXAY KyNETYPOW 1 HeNOBEKOM; 060CHOBATL 3HAYMMOCTb MOSBNEHUS KYNETYPHON HEPOHAYKW, BbIAEUTL HEKOTOPbIE STUYECKIME KaTeropum,
KOTOPbIE BbISBASIOTCSA Bnarofaps aHamay pesynstatoB UCCNenoBaHuii; 0603Ha4NTb STUHECKME MPOBIeMbl, BO3HUKAOLLME UK KOTOPbIE MOTYT BO3HUKHYTb
B bvKaiiLlee BpeMs B XOA4E MPUMEHEHNS HEMPOTEXHONOTIA 1 MCMONb30BaHKA PE3YNLTaTOB UCCNEAOBaHNU B 3TOM HanpasneHu. OCHOBHbBIM BbIBOLOM AaHHOMN
CTaTbl MOXET OblITb TaKOe 3aKIO4EHVE: O4EBUAHO, YTO Pa3BUTUE U MPUMEHEHNE HeMPOTEXHONOrMIA ByAeT OCHOBHbIM MPUOPUTETOM OGO CTPaHbl, 0COBEHHO
C Y4ETOM MHTEPECA K KyNbTYPHBIM OCOBEHHOCTSM BCEX HAPOAO0B, MPOXMBAIOLLX Ha OAHOM TeppuTopuin. C OOHOM CTOPOHDI, TaKOE 3HaHWe NO3BONT N3bexaTb
MEXXKYNETYPHBIX CTONKHOBEHUIA W yNyHLLUTL PaboTy CUCTEM YNPaBeHNA B COLManbHOM cdepe, C APYror, OHO MOXET MPUBECTU K MOABAEHMIO BMOSTUHECKIX
npobnem 13-3a BO3MOXHbIX MaHUMYAALWIA B pasHbix cdepax braHeca v NOANTUKY.

Knto4yeBble croBa: KysTypHas HeMpoaTVKa, KybTypHas HeipoHayka, aTudeckie Nnpobnembl, OUAMHIBI3M
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Neuroethics emerged as a response to the consequences of
developing new biotechnologies in neuroscience, aimed at
studying brain function, consciousness, the psyche, and various
cognitive processes. These technologies are also being applied
in fields such as business, marketing, and politics. Neuroethics
possesses interdisciplinary characteristics that make it difficult
to fully delineate its scope and areas of responsibility due to

the limited understanding of many aspects of neuroscience.
For instance, research areas like neural networks that underpin
Conscious experiences and UNCoONSCIoUs processes, cognitive
functions, and brain plasticity across different age groups
remain underexplored. The complexity of neuroethics is further
compounded by the inconsistency of research data and the
rapid pace of advancements in neurotechnologies.
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Originally part of bioethics, neuroethics quickly sought
autonomy because the unique and fast-evolving research in
neuroscience presents specific ethical challenges that require
specialized analysis. Its interdisciplinary nature has also played
a role in this shift, as neuroethics draws upon neuroscience,
philosophy, psychology, and other fields to address these ethical
concerns. A deeper understanding of behavioral mechanisms,
decision-making, and cognitive processes holds the potential
for significant breakthroughs, with neurotechnologies being
increasingly integrated into both the real and digital lives of
individuals.

At the same time, the interdisciplinarity of neuroscience
can also be examined through the broader lens of culture.
Moreover, neuroethics itself is embedded in culture and falls
within the purview of cultural studies, which examine various
forms and manifestations of culture. “Culture is a complex
and multifaceted concept that significantly influences science,
including neuroethics, affecting both its development as
a scientific field and its role in society. Cultural influence on
science and public perception is especially relevant for
neuroethics, as it seeks to create an interface between
neuroscience and society as a whole, addressing the ethical,
legal, social, cultural, philosophical, and scientific issues
raised by neuroscience and related technologies” [1]. From
a scientific standpoint, cultural studies can suggest that
ethics be understood as part of spiritual culture, centered on
humanism and spirituality, where the function of ethics in the
modern world is to protect human life and health. Alternatively,
it can be viewed as a means of preservation. On the other
hand, culture encompasses all that humans create with their
hands and minds, including the technological advancements
that drive our civilization’s progress.

In the twentieth century, biologists began to observe that
cognitive processes, interpersonal interactions, and behavior
could not be fully explained by instincts, genetics, or purely
physiological causes. Unlike animals, humans are capable of
overriding their instincts and acting contrary to their innate
programming. Humanity has developed new capacities that
have become part of the cultural framework of individuals,
nations, and societies. Humans created culture, and in turn,
culture shapes human personality. The Russian philosopher
and mathematician Fet A argued that humans possess two
hereditary systems: genetics and culture. The genome does
not contain all the necessary information for survival. “Instinctive
behavioral sequences that other animals automatically perform
are typically fragmented in humans, linked by ‘conscious’
behavior. In certain critical instances, such behavior can only
be learned from cultural traditions” [2].

The peculiarities of human cognition have become the focus
of a new scientific field known as cultural neuroscience, or
cultural biology. Researchers in this area aim to tackle a macro
task: studying and comparing how individuals from different
cultures perform mental operations and why similar conditions
do not lead to identical outcomes in behavior, communication
patterns, creation of stereotypes, and other cultural phenomena.
On one hand, cultural neuroscience examines values, beliefs,
practices, and behavior through the lens of neuroscience by
analyzing genetic and neural processes. On the other hand, it
investigates neurobiological mechanisms to explore similarities
and differences in cultural traits within the genotype.

Cultural neuroscience originated in the twentieth century,
with its main objective being to explain the socio-cultural
phenomena of human life from the perspectives of biology,
medicine, genetics, and physiology, among other disciplines.
In essence, it seeks to establish a connection between
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human cultural environments and neurobiological systems.
Cultural neuroethics incorporates ideas and viewpoints from
related fields such as anthropology, psychology, and cognitive
neuroscience to study sociocultural influences on human
behavior [3]. To date, several subfields have emerged within
cultural neuroscience, including cross-cultural psychiatry,
cross-cultural psychology, epigenetics (biology), evolutionary
anthropology, and sociobiology. Each of these areas has its
own history and key figures.

Sociobiology, for instance, was influenced by the work
of philosopher Daniel Dennett, who built on the ideas of
Thomas Hobbes in explaining the origins of morality through
a sociobiological lens. During the twentieth century, prominent
interdisciplinary scholars such as geneticist John Paul Scott,
biologist Edward O Wilson, ethologist Konrad Lorenz, Russian
mathematician and philosopher Fet A, and evolutionary biologist
Niko Tinbergen studied human behavior based on animal behavior
research. These comparisons allowed for the identification of both
similarities and differences, leading to the belief that evolution and
genetics unite humans with the broader living world, while culture
makes humans unique by granting them capabilities that animals
do not possess in their natural environments.

Evolutionary ethics was rooted in the evolutionary theory
of Charles Darwin. Scientists such as Herbert Spencer,
William Graham Sumner, Moore |, and Wiliams GC explored
this area. The theory of genetic and cultural co-evolution
emerged later, toward the end of the twentieth century, and
was championed by Luigi Luca Cavalli-Sforza, who argued
that sociocultural reality develops in tandem with biological
evolution. Co-constructivists attempted to explain cultural
biases by focusing on the responses of neurons associated
with fear. However, these biases were often found to be
more individualistic than societal. Some theories, such as
Hofstede’s Cultural Dimensions Theory, have also been
critiqued. Researcher Danilkina S, for example, concludes in
her article that “the possibilities of studying social impact within
the framework of the natural science approach are significantly
limited” [4], particularly due to the lack of philosophical analysis
and deeper understanding of the phenomenon under study.

Cultural neuroscience has the potential to address these
limitations by identifying neurophysiological correlates of social
behavior and the mechanisms by which individual social
processes transition to collective ones. Although cognitive
processes were once the focus of cultural anthropology, the
integration of neuroscience into this research has led to the
development of a new subfield that studies cognitive processes
formed within specific cultural groups and social environments.

The idea of integrating different areas of scientific inquiry
was proposed by the American researcher Cole M, who, in
his article “Culture and Cognitive Science” (2003), emphasized
the importance of such collaboration for understanding human
and societal social behavior. According to Falikman M and Cole
M, authors of the article “The Cultural Revolution in Cognitive
Science: From Neural Plasticity to the Genetic Mechanisms of
Acquiring Cultural Experience”, the field is divided into two main
areas. “The first area focuses on studying system formation in
the human brain under the influence of culture (e.g., schooling,
professionalization, etc.). The second examines the stylistic
features of cognition across different cultures, especially those
that differ in the relationship between individuals and the group
(i.e., ‘individualistic’ versus ‘collectivist’ cultures), as well as
their evolutionary foundations, neurophysiological correlates,
and potential genetic underpinnings” [5]. The authors assert
that the first area of research aligns with the ideas of renowned
psychologists Vygotsky LS and Luria AR.



OPINION

The development of functional magnetic resonance
imaging (fMRI) in the late twentieth century significantly
advanced neuroscience’s understanding of neural networks.
Previous research using simplified brain circuits often failed
to explain why individuals choose certain objects or actions
and why predictions about behavior often lacked precision.
Data obtained through fMRI provided new insights into
cognitive processes, answering some longstanding questions
and enabling the inclusion of disciplines such as linguistics,
philology, and literary studies into interdisciplinary research.

The addition of the “Philosophy of Consciousness” to
cultural neuroethics has been crucial in preventing this field
from becoming a purely brain-centric science, detached from
human concerns. The aim is to ensure that research results
benefit individuals. Socially-oriented programs developed within
this framework are now widely applied in various professional
domains. For instance, these programs can assess the
suitability of job applicants by evaluating their predispositions
for certain professional requirements. These tools can also be
used to evaluate the suitability of professional groups (e.g.,
musicians, taxi drivers, etc.). However, it is important to maintain
an individualized approach, as an incorrect or overly rigid
evaluation process may discourage individuals from pursuing
their careers. A template-driven approach that fails to account
for individual differences may lack objectivity and accuracy in
evaluating personal abilities and professional potential.

There have also been positive results in cultural neuroscience
research, particularly in studies on bilingualism. This field
not only explores professional groups but also examines the
phenomenon of bilingualism, which has long been recognized.
Bilingualism refers to the alternate use of two languages by an
individual or group of people. Since language reflects culture,
it is reasonable to study cultural patterns through language.
Bilingualism, which involves the simultaneous use of two
languages, offers a unique perspective by encompassing two
distinct cultural worldviews. Early twentieth-century linguists
were astounded by how individuals could integrate multiple
linguistic and cultural semiotic systems within themselves,
enabling quick thinking, unique cognitive processes, and the
development of creative potential. Research on bilingualism
demonstrates that full proficiency in two cultures and languages
contributes to an individual’s success in both career and life [6].
This success is fostered by a structured educational system
and ongoing motivation. Studying brain function as individuals
master content in two languages, while maintaining cultural
distinctions, offers the potential to develop programs that can
effectively integrate monolingual individuals into foreign linguistic
and cultural environments, building a bilingual worldview.

Russia’s multicultural makeup and the internal migration
of various national groups provide a compelling rationale for
advancing cultural neuroscience, particularly in developing
methodologies for teaching multilingual children and adults. The
importance of promoting the neuroscience of bilingualism as
a cultural phenomenon is clear. Without a deep understanding
of the cultural characteristics of the native speakers of a studied
language, full immersion into that language is not possible. The
urgency of these studies is underscored by the risks posed by
neglecting a country’s cultural and linguistic policy, which can
lead to ethnic hostility and conflict.

Psychologist Zinchenko YuP identifies key challenges in
studying bilingualism, such as “methodological difficulties that
hinder the systematization and generalization of data, as well
as the application of results in various fields of social practice”
[7]. Like other subfields in cultural neuroscience, bilingualism
research faces challenges, including data subjectivity,

insufficient interdisciplinary collaboration, a lack of objective
data on the relationship between culture and language(s), and
inconsistent findings [8]. Psychologist Novitsky NYu notes that
“one of the most significant neurobiological issues of our time
is understanding the mechanisms of language interaction in
the bilingual brain and their effects on speech and non-speech
brain functions” [9]. He also highlights the challenge of
“cognitive control” in forming bilingual and multilingual subject
groups.

A different, anthropological approach is proposed by
American psychologist Shinobu Kitayama. To address the
issue of identifying the roots of social phenomena, he suggests
using genetic markers (known as ancestry informative markers)
to determine “whether observed cultural differences are truly
cultural (mediated by acculturation) or at least partially genetic
(mediated by genetic proximity to certain ethnic ancestors)”
[10]. By understanding the foundations of certain cultural
phenomena, researchers can effectively resolve methodological
challenges in studying bilingualism and apply specific methods
in practice.

The ethical orientation of “cultural neuroscience” led to the
emergence of a new field in the humanities: cultural neuroethics.
This discipline is intended to identify, analyze, and address
ethical dilemmas arising from the use of research results in the
study of values, beliefs, habits, and behaviors across different
cultures. Cultural neuroethics demands that researchers
maintain objectivity when analyzing data related to the cultural
characteristics of various nationalities and ethnic groups. Failure
to uphold this impartiality risks reinforcing artificial stigmas or
biases toward certain nations or peoples.

A critical issue is the potential for geographical or cultural
stigmatization. For instance, if research suggests that a person
born and raised in a valley (with its specific climate) may be
less suited for employment than someone from a mountainous
region, this could reinforce discriminatory practices. Historically,
people have tended to select companions and colleagues
based on cultural and national similarities, and the misuse of
scientific findings could exacerbate such tendencies, fostering
stereotypes and divisions between different groups. Even the
scientifically verified differences between people from different
regions, such as between the East and West, may intensify
pre-existing tensions if misused. Although humans belong to
the same species — Homo sapiens — such knowledge could
lead to increased feelings of incomprehension and division. The
relationship between language and culture is another important
consideration in cultural neuroethics. Language serves as
a core component of culture, and misinterpretations between
languages can give rise to misunderstandings. For example,
the phenomenon of “false friends” in translation — where
similar words have different meanings in different languages —
illustrates the complexity of cross-cultural communication.
This further highlights the inseparable link between culture and
language.

CONCLUSION

Cultural neuroethics is a field faced with numerous ethical
challenges, such as brain mapping and research involving
human subjects. This makes the study of cultural neuroethics
multifaceted and complex. While it is impossible to address
all of these challenges in this article, the potential of cultural
neuroscience for understanding human consciousness,
perception, and creativity is significant. The study of bilingualism
is particularly promising, as it provides insights into how the use
of two languages influences cognitive processes and personal
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development. Research shows that bilingualism fosters
unique cognitive and creative abilities, linked to distinct neural
connections in the bilingual mind. These insights could help to
better understand the emergence of creative potential and the
concept of creative freedom.

The significance of cultural neuroscience and neuroethics
lies in their ability to explore the interplay between cultural
factors and neurobiological processes. This contributes not
only to theoretical advances but also to practical applications
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BIOETHICS IN THE KYRGYZ REPUBLIC: EXPERIENCE AND PROSPECTS
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This article examines the Kyrgyz tradition of bioethics and the conditions of its use in higher educational institutions of Kyrgyzstan. The article analyzes formation of
bioethics as a science closely related to medicine, veterinary medicine and biology, which studies the relationship between men, animals and other creatures. The
bioethical aspects of conducting an experimental and preclinical testing of medicinal herbs and other products that have been used in folk medicine for centuries,
as well as their application in practical medicine, are presented. The bioethical aspects of brain transplantation, artificial intelligence (Al) and the use of Al robotics to
perform medical manipulations, surgical interventions, as well as tactical mistakes made by them (robots) when performing diagnostic manipulations, operations and
when new infections and diseases occur, are considered. The issues of obtaining permits to prepare vaccines and drugs and the issues of studying the “non-natural”
human nature are highlighted. In this regard, bioethical science will face many complex tasks that require solutions in the future. The laws of the Kyrgyz Republic
related to bioethics and teaching of this discipline in universities of the Kyrgyz Republic, adopted in the period from 1992 to the present (August 2024), are presented.

Key words: bioethics, biomedical studies, science, Kyrgyz tradition, students

<] Contribution of authors: Toichuev RM — preparation of information about Kyrgyz traditions; Abylayeva BA — preparation of information about educational
institutions of the Kyrgyz Republic, where bioethics is taught, analysis of the state of affairs in this area; Toichueva AU — collection and preparation of information
for the article; Zhilova LV — collection and processing of data for the article, drafting the article.

Correspondence should be addressed: Rakhmanbek M Toichuev
Uzgenskaya str., 130-a, Osh, 723504, Kyrgyz Republic; impnankr@gmail.com

Received: 24.07.2024 Accepted: 21.08.2024 Published online: 24.09.2024
DOI: 10.24075/medet.2024.020

BMOSTUKA B KbIPIbI3CKOW PECNYBJ/IUKE: OMbIT U MEPCMNEKTUBBI
P. M. Toiuyes =2, B. A. AGbinaesa, J1. B. XKunoga, A. Y. Toinuyesa

Hay4Ho-vccnenoBaTenbCKnin: UHCTUTYT MEeAMKO-Ononorndecknx npobnem KOxHoro otaeneHvst HaumoHanbHon axkagemun Hayk Kbiprbliackoin Pecny6nmnku, O,
Kblprbidckas Pecnybnvka

B paHHOM cTatbe paccmaTtprBatoTCA OMO3TVKA B KbIPTbI3CKOM Tpaauumn 1 YCIIOBUS €€ UCMONb30BaHUst B BbICLUMX y4eOHbIX 3aBefeHusx KblprbidcTaHa.
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NPEOKIMHAYECKOTO UCMbITAHUA NIEKaPCTBEHHbIX TPaB W APYrMX CPEACTB, KOTOPblE WCMOKOH BEKOB WCMOSMBb3YIOTCA B HAPOOHOM MeauuMHe, a Takke KX
NPUMeHeHre B MNpakTU4ecKon mMeauumHe. PaccmatpuBatoTcst BMO3TUHECKME acrekTbl nepecaiky rofoBHOMO Mo3ra, WCKYCCTBeHHOro uHTennekta (M)
1N ncnonb3oBaHue WV-poboTOTEXHVKM A BEIMOMHEHNS MEANLMHCKUX MaHUMYASLUMIA, ONepaTuBHbIX BMELLATENbCTB, a Takke AONyLLEeHHble UMK (poboTamu)
TaKTNHECKNE OLLMOKN MPY BLIMOMHEHWN ANArHOCTUHECKUX MAHUMYSIALMIA, ONepaLni 1 Mpu BOSHUKHOBEHNN HOBbIX MHeKUuiA, 6oneaHel. OcBeLLeHbl BOMPOChI
MOMYYEHNsT paspeLLMTeNbHbIX JOKYMEHTOB AJ1st MPUrOTOBMNEHMS BaKLMH U MpenapaToB, BOMPOCh U3YyHeHst «<HEMPUPOAHO» NpMpoap! YenoBeka. B aTom nnaHe
y BMO3TUHECKON HayKV BO3HWKHET MHOXECTBO CIOXHbIX 334ad, B MepcrnekTnBe TPeOytowwmx pelleHuin. [NprBoaaTcsa 3akoHbl KP, cBsidaHHble C OVOSTUKOM
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In the context of development of philosophical, ethical, legal
and social institutions of public relations, systematization and
integration of biological knowledge and accumulated human
values, intellectual and humanistic progress, bioethics can
be considered as a concept of self-restraint, closely related
primarily to medicine, biology and ecology [1-3]. The issues of
bioethics concern all aspects and levels of human interaction
with the social and natural environment.

Due to intense technification of human activities, new
problems arise that require relevant approaches, including in
the field of bioethics, primarily in the medical industry [4, 5]. In
particular, in modern practical healthcare, there is a tendency
to narrow the diagnostic functions of a doctor due to the

growth of technological equipment, expansion of equipment
capabilities, complex diagnostic equipment, laboratory and
other research methods, and in the future, due to artificial
intelligence, neurotechnology and robotics [6]. At the same
time, all new drugs go through the modeling stage first. In
conclusion, experimental animal studies or trials involving
volunteers are traditionally conducted.

Animals put food on the table of the Kyrgyz nomads (their
meat and milk was the food; their skin was the clothing, the
animals themselves serve as a means of transport, protectors
and advisers (in the epic Er Toshtuk, which is a contemporary
of the epic Manas). Therefore, the nomads were greeting other
people asking: “Mal-Zhan amanby?”, i.e., “how are your living
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creatures (animals, breadwinners) and soul (well-being of your
people)?”. Excessive unnecessary extermination of wild animals
was not only prohibited, but was also considered as a great sin.
It was forbidden to hit animals, especially horses, on the head,
to slaughter sick animals for guests, celebrations and sacrifices
[7]. Kyrgyz people still follow these traditions, therefore, the
use of sick animals in the experiment can also be a subject
of discussion.

The history of development of the ethical and philosophical
thought of the Kyrgyz people and Kyrgyz thinkers is connected
with the activities of the thinkers of the Middle Ages such as
Asan-Kaigy (XV century), Tolubai Synchy and Sanchi-Synchy
(XVIII century). In fact, Asan-Kaigy proclaims a categorical
imperative saying “do as you would be done by”, and provides
the right of everyone to be understood.

According to the ancient Kyrgyz, initially, nature was the
sole ruler of the living system, but then a man was created who
became its competitor, i.e. a second ruler. A man, thanks to
consciousness, has risen to the highest level of living nature,
but he is forced to manage the components of nature in order
to meet his needs. The situation resulted in the anthropogenic
impact. Unlike nature, which has mechanisms of self-regulation,
people began to use their capabilities in an unlimited way; there
was a threat of imbalance not only of natural but also of spiritual
resources; conflicts between people began to arise due to the
clash of interests of various social groups [8-11].

In the Kyrgyz Republic, the current bioethical problem is the
experimental, preclinical testing of traditionally used medicinal
herbs and other products over a long historical period, since
their use requires a huge number of permits, time and other
resources. Therefore, when developing a legislative framework
for solving modern bioethical issues, it is possible to reflect the
provisions that take into account that, due to the long-term
practice of using these medicinal products by the population,
it is possible to provide for their use without conducting
experimental studies.

It should be noted that bioethics has become an academic
discipline in many countries of the world. Currently, the
regulatory and legal regulation of biomedical research and
protection of human rights in this field of activity in the Kyrgyz
Republic are carried out by a number of national legal acts,
including, in the first place, the Constitution of the Kyrgyz
Republic.

The following laws of the Kyrgyz Republic have been
adopted:

— “On the protection of citizens’ health” (1992);

—  “On donation of blood and its components” (1992);

— “On the reproductive rights of citizens” (2000);

— “On the provision of psychiatric care” (2004);

— The laws of the Russian Federation, the successor of

the USSR, are also used:

— “On transplantation of human organs and tissues”

(1992); “On psychiatric care and guarantees of citizens’
rights in its provision” (1992);

— “On the protection of citizens’ health” (1993).

At the same time, the country’s legislation provides for
a mechanism for using international legal norms in their
absence in the national legislation. The Ministry of Health of the
Kyrgyz Republic is responsible for organizing ethics committees
at all levels in the Kyrgyz Republic.

The National Ethics Committee, responsible for making
decisions on the ethical examination of both national and
international biomedical research, was established in 1998 to
implement the state policy of drug provision under the Ministry
of Health of the Kyrgyz Republic.
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The rules of work and tasks of the ethics committee are
defined within the framework of the law “On Medicines” adopted
in 1997, supplemented and revised in 2003, in accordance
with the basic provisions, tasks and procedures of the Ethics
Committee under the Ministry of Health of the Kyrgyz Republic.
Currently, in Kyrgyzstan, bioethics is taught in all higher
medical educational institutions and at some veterinary and
biological faculties [12-17]. In Kyrgyzstan, the recommmendations
entitled “Ethical expertise of biomedical research in the CIS
member states” are used as a basis for teaching bioethics.
The recommendations were developed by scientists from the
CIS countries in St. Petersburg in 2007. They are intended for:
— members of ethics committees;
— clinical researchers;
— employees of contract research organizations;
— employees of pharmaceutical companies;
— specialists of the Research Institute and doctors;
— teachers and students;
— employees of regulatory authorities.
The leading educational institutions implementing bioethics
programs in Kyrgyzstan are represented by:
- Kyrgyz State Medical Academy named after
Akhunbayev IK;

— Medical Faculty of the Kyrgyz-Russian (Slavic) University;

— Faculty of Medicine at the International University of
Kyrgyzstan;

— Faculty of Medicine at Osh State University;

— Kyrgyz National Agrarian University named after
Scriabin.

It should be noted that bioethics has not been introduced
into the state standard of education of the Kyrgyz Republic.
Bioethics is taught at the pre-graduate stage at the Kyrgyz
State Medical Academy named after Akhunbayev IK according
to the curriculum. The course consists of 54 hours, i.e. 36
hours of lectures and 18 hours of practical training at seminars.

Bioethics has been taught at the Department of
Anesthesiology, Intensive Care and Intensive Care since
2011. 4th year students who study medicine, pediatrics and
dentistry undergo the course of bioethics entitled Bioethics
in Anesthesiology and Intensive Care. The teachers are
anesthesiologists and intensive care physicians.

At the Medical Faculty of the Kyrgyz-Russian (Slavic)
University, the discipline “Ethical and legal control of biomedical
experiments” was taught at the department of general medicine
with 19 hours of lectures and 19 hours of seminars.

Currently, at the Faculty of Medicine of the KRSU, bioethics
is taught to students of medical, pediatric, dental specialties
at the Department of Public Health and Healthcare. It is also
included into the principal educational program preparing
doctors for the humanitarian, social and economic cycle (code
C.1). The program of bioethics includes 2 credits, 72 hours
(18 hours of lectures, 18 hours of seminars, and 36 hours of
independent work), 12 hours of individual work, whereas the
subject is studied in the 4th semester of the 2nd year.

At the Faculty of Medicine at the International University
of Kyrgyzstan, bioethics is taught at the Department of Public
Health (2nd year, medicine). Social doctors are the teachers.

At the Kyrgyz National Agrarian University named after Scriabin,
bioethics is taught in the 2nd year and cover the following topics:
1. Traditional knowledge of crop production (ethnobotany —

20 hours of lectures, 20 hours of practice).

2. Traditional knowledge of veterinary medicine.
3. Traditional knowledge of animal husbandry (4th year;

17 hours of lectures; specialty — biology).

4. Traditional food knowledge on agricultural crops.
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Bioethics is taught in the 1st year at the Department of
Public Health and Medical Faculty of Osh State University. 30
hours total, including 18 hours of practice, 12 hours of lectures.

Bioethics is studied by students of medical and preventive
medicine, dentists, physicians, pharmacologists, pediatricians.
The subject is taught by social activists. Bioethics is taught to
bioengineers at the Faculty of Biology of the same University.

At Jalal-Abad State University, the course in Ethnobotany
(taught in the 2nd year) includes Plant Ethology (15 hours of
lectures and 15 hours of practice) and Ethology (behavior) of
Animals and Insects (15 hours of lectures and 15 hours of
practice).

Thus, there is currently no unified approach to teaching
Bioethics in Kyrgyzstan, including medical universities. It is
taught by teachers of various professions, from teachers of
social sciences to doctors. There are very few specially trained
teachers. Coordinating bodies with responsible persons are just
being created.

Today, achievements of science go hand in hand to new
bioethical problems such as growing individual organs from
a single cell (stem cells) to replace “worn out” organs in the
body [18, 19], growing a whole, so called ‘unnatural person’
[23-25] from a single cell, including an embryonic one [20-22];
transplantation of head and brain [26-28].

One of the main problems of bioethics is obtaining permits
in case of occurrence of new or modified highly pathogenic
viruses and microbes in nature [29-31]. In this aspect, the
coronavirus pandemic has shown that at least 8-10 months
pass before introduction of the vaccine, and in the case of
new highly contagious and pathogenic infections, humanity
is “exterminated” before the vaccines are introduced [24, 32].
All this requires development of accelerated ways to obtain
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OPINION

ISSUES OF TEACHING BIOETHICS IN THE CURRENT CONTEXT OF KYRGYZSTAN
Usupova Ch B, Satybaldieva R
Kyrgyz State Medical Academy named after |. K. Akhunbaev, Bishkek, Kyrgyz Republic

Today, the problems of moral education of future doctors are the most acute not only in the Kyrgyz Republic. The consciousness of the youth of the XXI
century is sometimes formed in a non-linear way under the influence of pragmatism and utilitarianism. The organization of ethical and moral perception of the
world and self-organization in the best positions of humanism is a problem not only of a theoretical but also of a practical nature. Methodological ideas and
principles proposed by various researchers in the field of social sciences and humanities are mainly aimed at overcoming both all-encompassing relativism and
fundamentalism. However, the way it should be implemented while teaching bioethics is a methodological problem, in particular in the Kyrgyz Republic. The
purpose of our work is to consider various approaches in the context of development of our national paradigm of education in medical universities. Modermn
Kyrgyzstan needs efficient teaching methods, since only they can effectively form the main pillars of moral consciousness of students, which are necessary for
implementing medical activities. The educational cornerstone is development of interactive discourse, not only as a comprehensive communication, but also as
analysis of all the interacting factors of this process (determining the context, directly affecting the participants and their understanding of the world). The research
uses methods of hermeneutics and comparative analysis. Pedagogical approaches and methods of use while teaching bioethics at universities are taken into
consideration. Teachers of bioethics in medical institutions of Kyrgyzstan need to develop effective approaches and methods of teaching young people, such as
interactive discourse and a dialectical method.
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BOMPOCHI MPEMNOOABAHUA BUOSTUKU B COBPEMEHHDbIX YCJTOBUAX KbIPITbIBCTAHA
Y. Yeynosa ¥, P. Catbibangnesa
Kblprbidckas rocygapcTeeHHas MeguumHekan akagemmns umenn V1. K. AxyHbaesa, Bulkek, Keiprbidckas Pecnybnvka

[Mpobnembl HpaBCTBEHHOrO 06padoBaHKs OyayLLMX Bpaden B COBPEMEHHbIN NEpUOL SABNSKOTCS HaMOCTPEenWMMU He Tonbko B Kbiprbidckor Pecnybnunke (KP).
CosHaHvie monoaexu XX| B. popM1pyeTcsi MOPON HENMHENHO MO BAMAHEM NparMaTamMa v ytunntapuama. OpraHnsaums STUHeCKOro U HpaBCTBEHHOIO BOCIPUATHA
MVpa ¥ caMoopraHM3aLms B JyHLnX no3numsx ryMaHnama — npobnema He TOSIbKO TEOPETUHECKOro, HO U MPaKTUHYecKoro xapakTepa. MeTtofonornyeckume
noen 1 NPUHLMMGI, NPEeLOKEeHHbIe pasHbIMY UccnefoBaTensaMmn B 06nactt coumanbHO-ryMaHUTapHbIX Hayk B GOMblUe 4acTy HaueneHbl Ha npeononeHve
KaK BCEOXBATbIBAIOLLErO PendTvBmnamMa, Tak 1 yHaameHTamama. OgHako, KakiMm 06pa3oM OHO JOSMKHO OCYLLECTBAATECHA B pamKax npenofaBaHus O1MoaTuku,
SABNAETCS MeTodonormieckor npobnemoit, B YactHocTv B KP. Llenb Haweln paboTbl B TOM, YTOObl PACCMOTPETL pasnnyHble Noaxodbl B KOHTEKCTE pa3BuUTUs
Hallelt HauvoHasbHOM napagurMbl 06pa3oBaHVs B MeOVLMHCKUX By3ax. B coBpemeHHbIX ycnoBusix Kblprbid3cTaHa Heobxoammo BHeApsiTb addeKTMBHbIE
MeTObl MPEenofaBaHnst, Tak Kak TOMbKO OHW MOTYT AEMCTBEHHO (hOPMMPOBAaTb OCHOBHbBIE CTOMMbI HPABCTBEHHOrO CO3HaHWUSA CTYAEHTOB, CTO/b HEOOXOAMMbIE
NS OCYLLECTBNEHVSt BpaqebHOM AeATensHOCTU. KpaeyronbHbIM MPUHLMNIOM B cdepe 06pa3oBaHys ABMSETCSA pa3BuTUe VHTEPAKTUBHOMO AMCKYpPCa, He TOMbKO
KaK BCECTOPOHHEro ObLUeHNs, HO UM aHanM3a BCeX B3aMOLENCTBYIOLLWX (DaKTOpOB [JaHHOMO Mpouecca (AETEPMUHUPYIOLLINX KOHTEKCT, HENOCPEeACTBEHHO
BVSIOLLMX HA YHAaCTHUKOB W UX MOHVMaHWE MUpa), B UCCNefoBaHM MPUMEHEHb! METOObI FTEPMEHEBTVKM, a TakKe KOMMapaTUBHOMO aHanmada. PaccMmoTpeHb!
nefarornyeckme Noaxomb! v MeTOZb! MICNONb30BaHUA B Mperofasannv G1oaTvkK B By3ax. [penofaBatensiv G1osTUKN B MEOULIMHCKUX yYpexxaenmnsix KbiprbiacTaHa
HEobXOAMMOCTBIO Pa3pPaboTKN Pe3YNBTaTUBHbBIX MOAXOA0B 1 METOA0B 00YyHEHNS MOMOAEXM, TaKMX Kak MHTEPaKTUBHbIA OUCKYPC 1 OUANEKTUHECK METOL.

KntouyeBble cnoBa: MopasibHoe Co3HaH1e, 3Tuka, BG1oaTIKa, CTYAEHT, AMCKYCCUS Kak KOMMYHVIKaLWIS, MHTEPaKTUBHBIV AVICKYPC, AvaneKkTika
Bknap aBTOpPOB: aBTOPbI BHEC/IN PaBHbIV BKI1AA B MPOBEAEHNE HayYHO-MCCNea0BaTebCKom paboTbl U HANMMCaHUE CTaTbu.

<] Onsa koppecnoHaeHuun: HonnoH Ycyrnosa
AxyHbaega, o.92/4, k. 207, r. bulukek, 720020, Kbiprbiackast Pecnybnnka; usupova.tcholpon@yandex.ru
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At the present stage, the educational process existing in
Kyrgyzstan is going through numerous transformations, transition
from the paradigm of classical Soviet education to the transit
zone, where the Bologna process was mixed with post-Soviet
innovations in the field of education, rising many questions and
problems. A decline of humanities in medical education led to
a decrease in the speech-thinking functions of the student’s
cognitive sphere, which in turn gave rise to problems related to
critical and logical thinking. Thus, we came across the issues of
both methodological and contextual nature of the educational
process. The decline in the level of morality and spirituality

of young people is an urgent problem, since a spiritless and
immoral doctor in medicine is, in our opinion, means the end
of all mankind. Therefore, the return of ethics, deontology and
bioethics to the educational process and application of innovative
approaches in teaching are an existential necessity of the XXI
century. To accomplish this task, we turned to various concepts
that exist at the present stage of ethical and pedagogical
thought. The existing ethical relativism and fundamentalism
produce a negative affect on pedagogical practice in the context
of an authoritarian or indifferent nature and create the need for
a debatable nature of teaching. Since antiquity, Socrates has
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applied an extraordinary pedagogical approach called maieutics,
which combined both discussion and elements of the dialectical
method subsequently proposed by Hegel.

In modern times, the idea according to which moral
education can be sufficiently rational and spiritual is consistently
implemented through a communicative approach. Today’s
student perceives information better if moral principles are
taught not in a directive way, but in a communicative way,
so that students can form their beliefs and views through the
process of communication [1]. It seems that the principle of
communicativeness of ethical education is inherent in various
pedagogical approaches, where ethical education is positioned
as introduction (initiation) of a person to the democratic values of
equality, justice and the interests of society [2]. We believe that
it is necessary to introduce the method of interactive discourse
with elements of dialectical thinking into the educational process
of medical university students, since speech-thinking activity
activates and forms the cognitive zones of the human brain and
promotes development of critical and logical reflection.

LITERATURE REVIEW

In Russian and Western European literature, many papers
are devoted to the problem. Thus, for example, the idea that
citizenship is connected with the communicative nature of ethical
education was confirmed by the need to educate young people
in this direction [3]. A similar understanding of the relationship
of social justice in the context of universal well-being can be
seen in the works of Western authors [4]. Russian works reveal
the need to form moral consciousness at a new level, for
example, as a project of “integral ethics” [5]. Other authors are
also following the path of expanding traditional studies (applied
ethics) [6]. Modern authors propose various methodological
approaches on how to most effectively implement ethics in
the educational process. It is already clear to everyone that the
imperative nature of teaching is not the best teaching approach.
Russian and Western European researchers have published
a number of works devoted to this problem [7-9], which involved
methodological approaches of teaching moral values and their
relationship with various social phenomena to students. Referring
to classical pedagogical excellence, “presentation of the material
should correspond to the development of intelligence in all
directions” [10]. Developing the idea of coordinating the level
of moral and intellectual development, American researchers
divided moral development of a person into several levels
[8, 11]. To ensure the most advanced teaching of bioethics, it
is necessary to turn to the work of the outstanding philosopher
of our time J. Ha bermas, where he emphasizes the importance
of communication as a tool for the development of moral
consciousness [12]. In bioethics, it is necessary to address the
practical side of the influence of moral norms on phenomena in
medicine, through analysis of historical cases that has received
widespread publicity through egregious crimes against humanity.
The works of Bakshtanovsky VI should be specifically mentioned
among others, using the example of the monograph “Moral
choice of the individual: alternatives and solutions” [13], as well
as a number of other works written in collaboration revealing the
issues of the theory of applied ethics, which are so necessary at
the present stage of utilitarianism [14, 15].

METHODOLOGY, METHODS AND TECHNIQUES
Bioethics is an interdisciplinary subject at the intersection

of law, medicine, ethics, sociology, pedagogy, philosophy,
and psychology. Therefore a whole set of methodological
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approaches and methods from different fields of scientific
knowledge is needed [16, 17]. Methods used: hermeneutics,
which includes techniques of understanding, interpretation, and
consideration of the historical context. In due time, the founder
of scientific hermeneutics, Schleiermacher E. developed
a whole set of techniques for understanding text documents
[18]. Comparative analysis makes it possible to see the
similarities and differences of different pedagogical techniques
in the educational process.

DISCUSSION

In the process of teaching bioethics, many philosophical
categories and concepts are touched upon, such as good,
evil, love, morality, and morality. In our opinion, students
need to know the basic definitions and characteristics of
these phenomena, because the difference between morality
and morality is significant while training future doctors. In the
21st century, the system of norms and rules of behavior in
the society, which are considered “correct”, is subjected to
significant deformations. Social standards vary significantly
depending on a particular culture. Morality is an internal ethics
that serves as a guideline for evaluating one’s own actions and
those of others. It is the individual system of a doctor’s values
that is the compass of his behavior in the doctor’s professional
and personal life. That is why it is necessary to mention the
importance of different contents, which we can learn by
referring to the classics of philosophy.

In the work of a doctor, the fundamental point is to
understand the phenomenon of “love”. Hegel once justified
the concept of “love” as a necessary prerequisite of morality.
By love, he meant “a universal human disposition based on
sincerity and trust, when you live not only for yourself, but also
for others just the way you do for yourself” [19]. Therefore,
by revealing the concept of morality through love for one’s
neighbor, we can touch the sensitive “strings” of young people
and help develop empathy, which is so necessary in the
medical profession.

There are many examples when something new was born
through the prism of past pedagogical ideas, so the combination
of three main psychological and pedagogical concepts at the
present stage generates a multi-stage system of teaching
students. For example, the concepts of modern education
are based on the classical theories of behaviorism, cognitivism
and constructivism, while the techniques of each direction are
still used in practice. Behaviorism: repetition and consolidation
of the material studied. Cognitivism, constructivism: to use
students’ analytical abilities, expand mental structures; the
approach of constructing knowledge based on the independent
search by using all the established methodological approaches,
has become a trend in recent years. In addition to the above,
the student is enriched by the social environment and absorbs
much of the culture of a particular and world civilization.

Modern researchers have identified several gradations of
moral culture: traditional, aristocratic, pragmatic, nihilistic. We
must state the fact that some types of moral culture are well
pronounced among modern Kyrgyz youth. in the course of
research, our Russian colleagues have determined that modern
Russian youth is subject to various negative influences, while
demonstrating weakness of will as a characteristic feature of
the younger generation and that it is educational institutions
that can overcome nihilism and pragmatism [20]. We join this
position, since Kyrgyz students are subject to similar processes,
and we believe that disciplines such as philosophy, ethics,
deontology, and bioethics play a huge role in overcoming
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the established behavioral patterns, which should be taught
using a personality-oriented approach based on interactively
organized lectures and seminars. The available classifications
of moral culture should be presented in educational materials
on bioethics, because familiarization with a diverse set of values
allows students to form their own moral coordinate. We agree
that there exist ideals of spiritual culture that are close to the same
standard, however, they will always be different in proportional
relations within different civilizational systems, but the vector
towards the ideals of humanism should be unchanged.
Kyrgyzstan has a traditional moral culture, and the requirements
of a person’s compliance with his stratum are still strong, since we
maintain indexation by gender and regional characteristics. Despite
the strong influence of globalization, young people, the target
audience of the educational process, bear characteristic features
of their kind within the basis of their mentality. We should note
a global trend according to which universal human positive traits
such as mercy, obedience, hard work, patience and other qualities
are catastrophically declining among 16-23-year-olds. The young
people of today are totally different from those living 30 years ago.
That is why the need is specifically acute while training doctors
as it helps to educate an “aristocratic moral culture” through
subjects of ethics and bioethics. Certain Russian sources reveal
the phenomenon of “aristocratic moral culture, which puts forward
knowledge and faith in human capabilities as the meaning of life”
[21]. It, in our opinion, should be the maxim when teaching medical
students. There is more pragmatism and nihilism in a young
modern Kyrgyzstani, and moral values appear as needed if they
correspond to their goals and objectives. Therefore our teachers
need to develop the best moral human traits in students. We
believe that a teacher himself should be a moral person, since
when forming these constructs in students, the teacher often relies
on own judgments and intuition while analyzing specific medical
cases. The teacher is completely autonomous in his choice and
if he accepts the highest moral imperatives as an axiom, he
becomes an accomplice and co-creator of social moral norms.
In modern publications, it was unreasonably forgotten
that dialectics was considered as a method of developing
critical and logical thinking. In our opinion, the study of the
dialectical method in medical universities will allow students
to apply a systematic approach (in interrelation and dynamics)
in the analysis of not only complex pathological processes
and interacting factors, but also in conflicts of an ethical
and moral nature. In dialectics, it is important not only to
analyze, but also to synthesize data into a single picture of
nosological and ethical phenomena. Critical thinking is being
developed to overcome the contradictions that inevitably arise
in any phenomena that Hegel revealed so well in his time.
The point is that when a combination of factors causing the
disease and body response (two poles) are comprehended
properly, it is obvious that tests fail to display a real picture
of the occurring processes. For instance, low Hb is observed
in the first 20 weeks of pregnancy, which is shown by tests.
However, it doesn’t mean that the Hb level should be boosted
with medicines. There exist numerous similar examples, and
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COBPEMEHHbBIE BUO3STUYECKUE MNMPOBJIEMbl B KOHTEKCTE OCHOBHbIX MPUHLINMOB
BYAANNCKON 3TUKU

E. H. Co6onbHukosa' =2, H. B. [JopoaHesa?

" CaHKT-eTepbyprekuin rocyAapCTBEHHbI XUMUKO-hapMaLleBTuHecKuii yHsepceuteT, CaHkT-Tetepbypr, Poccuisi
2 TIOMEHCKUIA rOCYAaPCTBEHHbIA MEAVLIMHCKII YHUBEPCUTET, TioMeHb, Poccus

AKTyanbHOCTb [JaHHOMO WCCNefoBaHUst 3aKloHaeTcs B MEPEOCMbICNEHUN OCHOBHBIX MOOXOAOB K PELUeHNO  O1MOoaTUHecKMX npobneM Ha OCHOBE
PENUMMO3HO-3TUYECKIIX MPUHLMMOB 6yaamnama. Liensto 4aHHOro MccrnefoBaHyis SBAsSIETCs aHanma 6yAanACcKyX MPUHLMMOB, KOTOPbIE MOMYT ObITb MOCNEN0BaTENIbHO
NMPUMEHEHBI K LIeNoMy psiay BUOMEeAVLIMHCKIIX NPobneM (3BTaHa3usi, GOMEANLIMHCKIE SKCNIEPUMEHTbI Haf, XKMBOTHBIMM 1 Ap.). NPeAMETOM HaLLero UCCNeA0BaHNs
SABNAETCH 3TUKA B KOHTEKCTE MeaVLMHbI, a UMEHHO B3aMMOCBSA3b Mexay OyaanM3MOM 1 MEeAULMHCKONM NMPakTUKoi. MaTepuansl UCCneqoBaHnsi OCHOBLIBAIOTCS
Ha onbiTe MHOrOMIETHErO npernodaBaHVst kypca «broatvka» B CaHkT-eTepOyprckoM  roCyaapCTBEHHOM  XUMUKO-(PapMaLEeBTUHECKOM  YHUBEPCUTETE
1 TIOMEHCKOM rocyAapCTBEHHOM MELVLIMHCKOM YHUBEPCUTETE, a TakxKe Ha pesynbraTax Hay4HO-CCNeaoBaTensckor paboTsl, CBA3AHHON C Pa3BUTUEM HayYHbIX
1ncenenoBaHni No BroaTnHeckon npobnematvike. LieHTpanbHbii BONMPOC COBPEMEHHON BMOSTVKM O MpUpOoMde W cTaTyce MopaNibHOro cybbekTa B Oyaavnsme
OCHOBaH Ha MPVHLMMNE MOPasIbHOrO AOCTOMHCTBA BCEX XKMBbIX CYLLECTB: OT XKU3HU YENOBEKa — [0 XKM3HU >XXUBOTHBIX 1, BO3MOXHO, AaXe pacTeHuin. Bepa
B ME>XBWOBOE MNEPEPOXKIAEHNE, YBAXKEHME K XKN3HM XKNBOTHBIX SBMSETCSA XapakTepHON YepTol ByaaMinCKON aTVKN. B coBpemMeHHoN aTvke Byaanam rnoHuMaeTcs
Kak Teneonornyeckas sTvka fOOPOAETENN, KOTOPas MOCTYAMPYET ONpeaeneHHbIN KOHEUHbIN Pe3ynbTaT XKU3HM Kak peanv3aumio YenoBeHecKoro noTeHumana
1N YTBEPXAAET, YTO 3Ta UMb JO/KHA ObiTb peanM3oBaHa MoCPenCcTBOM KySBTUBMPOBAHUS OMpPedeneHHbIX AYXOBHbIX MPaKTVK, YTO MpearosnaraeT otkasd oT
3BTaHa3un, abopToB, NCKYCCTBEHHOMO OMJIOAOTBOPEHNS U APYTUX HOBENLLNX MEAMLIMHCKIMX TEXHOMOMUIA.
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In connection with the development of philosophical
understanding of medical knowledge in modern culture, there
is a need to show the importance of influence of religious
and ethical principles on ways to solve the main problems
of biomedical ethics. The main purpose of this study is
an approach that allows us to rethink the influence of the
basic Buddhist principles applied to solution of a number of

biomedical problems (euthanasia, biomedical experiments on
animals, human birth and death, etc.).

Buddhism highly valued medical treatment, healing and
caring for human health, which was largely determined by
the relationship of religion with medicine, where the Buddha
is a doctor, his teaching is medical treatment, and the monks
are medical personnel. Therefore, each person who suffers is
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a “patient” of Buddha, striving for healing within the framework
of Buddhist teaching [1]. For example, the Buddhist monastic
order (sangha) has been actively involved in treatment of
patients for more than two thousand years: Buddhist monks
developed methods of healing diseases, which formed the
basis for development of traditional Indian medicine (Ayurveda).
In the edict published in 258 BC, the great Buddhist ruler
Ashoka introduced an early form of “state medical care”,
and the Buddhist monasteries of India became the places
where significant discoveries in medicine were made: “The
codification of medical practices within the framework of
monastic rules completed the first systematization of Indian
medical knowledge and served as a model for later medical
manuals; the spread of healing by monks and emergence
of specialized monastic structures performing the functions
of hospices and infirmaries ensured the constant support of
monasteries by lay people; and the inclusion of medicine in the
curricula of large monastic universities made it an academic
discipline” [2]. Nowadays, many traditional forms of medical
knowledge transfer in the monastic environment of Buddhism
are preserved. For example, a Tibetan doctor should receive
special initiations from teachers, transfer medical texts, listen
to teachings of Buddhist masters, observe vows and many
provisions of ethical concepts, whereas the complex of
professional and spiritual training of a Tibetan doctor remains
relevant for modern medicine [3].

The canonical scriptures of Buddhism (Theravada) are
contained in a collection known as the Pali Canon. It consists
of three separate collections of texts. The sutta, which for the
most part are the teachings and sermons of the Buddha; the
monastic Charter (vinaya), which contains ethical and legal
norms governing the behavior of the monastic order (sangha)
and its members; and scholastic treatises (abhidhamma),
which are later texts devoted to the analysis and classification
of Buddhist teachings. These sources formulate the basic
Buddhist principles that require reflection in connection with
the solution of modern bioethical problems.

One of the modern problems of bioethics, which we
would like to address first of all, is the problem of a human
life beginning. In Buddhism, there is no initial starting point
for a number of lives lived by an individual. Life is perceived
as a cyclical, potentially eternal course of human existence.
[t has no beginning, therefore it will have no end. Buddhism
adheres to the idea that everything that happens at conception
is the rebirth of a pre-existing individual [4]. Some schools
of Buddhism (Theravada) believe that rebirth follows death
instantly, while according to Tibetan Buddhism, there is an
intermediate state that functions as a “buffer” between lives.
According to the Tibetan tradition, an intermediate state is
formed between a person’s life and subsequent rebirth, which
is designated as the “bardo” (“gap”) concept. According to
Buddhist psychotechnics, traces of memory about these
experiences, including the ones of previous lives, are preserved
at a deep level of human consciousness, and monks can recall
and describe a similar experience. Irrespective of the exact
nature of this “transition”, its completion marks the beginning
of a new individual life [5]. In this regard, an abortion or fatal
experiments with an unborn child are completely prohibited in
Buddhism. For example, Lobsang Dolma Khangkar (1935-
1989), the first female doctor in Tibet, distinguished between
three types of an infant death: intrauterine fetal death, death
during childbirth (or immediately after childbirth) and death
of children under one year old. Dolma Khangkar explains
that intrauterine death, which is classified as a spontaneous
abortion by experts, happens because the fetus naturally dies
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in the womb after having lived for a few weeks or months of
the previous life (tshe Ihag). Two other cases of deaths, as well
as an artificial abortion, are due, in her opinion, to the child’s
karma to live a short life. She also notes that for a woman, an
abortion results in severe karmic consequences [6].

Moreover, Buddhist ethics does not allow to use human
embryos for scientific research, especially for testing drugs and
toxic substances, since any experiments with embryos represent
a direct interference with the basic human welfare. This means
that the concept of “life” in Buddhism cannot be considered “in an
abstract way” in the sense in which a utilitarian could imagine
welfare that should be “maximized”. In other words, according to
Buddhist ethics, it is impossible to imagine that one death within
the framework of a scientific experiment could be justified for the
welfare of others, even though it would allow to preserve many
lives subsequently. Two arguments in Buddhist ethics prohibit
any experiments with human embryos. First, there is no way
to determine which embryos have a soul from the point of view
of Buddhism and which don’t have any. This does not detract
from the seriousness of research in this area, because even if the
embryo does not have any soul, it remains a biological person
who should be treated with respect, and not used as an object
of scientific curiosity. The second argument is that compassion
for one person cannot justify causing fatal harm to another, since
it is an example of “selective” rather than “universal” compassion,
which clearly contradicts the Buddhadharma [7].

In modern healthcare, fertility control can be viewed from 2
directions. Fertility control aims to cause pregnancy in a positive
form, and prevent it in a negative form. There is a risk that
a certain type of pills will act more as an aborticide than as
a contraceptive. As for the moral value of those methods that do
not lead to abortion, there is often an opinion among Buddhists
that although the use of interoception methods is wrong, the
use of contraceptive methods is morally acceptable: while
introceptive methods involve destruction of a newly formed
being, the contraceptive method is not responsible for that.
No new life arises when the pills are used and, therefore, no
creature is directly harmed [8]. Thus, it can be said that married
couples that live in accordance with Buddhist principles remain
open to human welfare, providing the opportunity for “rebirth”
to the number of children that local conditions reasonably allow
(personal and national resources, cultural characteristics, etc.).

If conception, the beginning of the embryo’s life, is
characterized from the point of view of Buddhism as “the
beginning of integrated organic functioning characterizing the
life of an ontological individual,” death is often understood
in the opposite aspect, as “loss of integration in the human
body,” i.e. the disintegration of the spiritual and biological
unity of the individual. Old age and death are two aspects of
suffering (duhkha), which are constantly referred to in Buddhist
sources. All forms of organic life have a nature of origin, since
they arise as integrated entities at a certain point in time,
namely at the moment of conception. They are composite
entities as such, and according to Buddhist ethics, they
eventually lose coherence and disintegrate. Death contains
the entire dissatisfaction (duhkha) with the human condition,
since it shows impermanence of an individual life, as well as
pain and suffering accompanying a person. The problem of
death is paradigmatic for Buddhism, because it symbolizes
all the troubles of the karmic life. It is no coincidence that in
Buddhist mythology, death and its accompanying troubles
are associated with Mara, the Buddhist “devil”, who is often
depicted in art either as death or as time symbolically holding
the world in its arms. Buddhist teachings emphasize the
inherent impermanence of things (anicca): “Everything that has



ORIGINAL RESEARCH

the nature of origin has the nature of cessation” [9]. Therefore,
it is no coincidence that the most important bioethical problem,
which is also rethought by Buddhist ethics, is the problem of
the “criterion” of death, which would be as “objective” and
“consistent” as possible in the context of the worldview of both
an individual and a cultural and religious tradition as a whole.

In Buddhism, there are four key terms associated with the
functioning of living organisms: vitality (ayus), heat, physical
vitality (Rapajivitindriyam) and respiration (prana). According
to Wang Lung, “a personality dies when the higher cognitive
functions associated with volitional thinking are irrevocably
lost or destroyed beyond the possibility of restoration” [10].
Although Buddhism regards life as the basic welfare, it does not
mean that it must be preserved at all costs. Death is a natural
part of the samsara cycle and must be accepted as such.
Death is not the end, but the door to rebirth and a new life.
When we realize that it is so, we reject medical treatment. From
the point of view of Buddhist ethics, doctors are not obliged
to support the lives of patients at any cost. It is much more
important to develop the right psychological attitude of the
elderly or end-stage patients towards death, rather than trying
to deny or postpone it. However, the goal of the doctor here is
to eliminate the pain, not the patient.

The above principles of Buddhist ethics do not only help
us to understand the problems of human life and death, but
also the approach to solving the problem of euthanasia. It
is significant that there is no single view on the problem of
euthanasia in Buddhism, since opposite opinions are found
in Buddhist literature. For example, Nakasone believes that
Buddhists recognize the “right to death”, while a number of
other researchers (Kapleau, Ratanakul and Keown) consider
euthanasia as a violation of the principle of ahimsa, which is
non-harming not only others, but also themselves from the
point of view of Buddhist ethics [11]. From the point of view
of Buddhism, euthanasia is an intervention in karma, since
euthanasia uses doses of drugs that put the patient into
a comatose state, depriving him of a conscious understanding
of what needs to be done. Thus, Buddhism opposes
euthanasia, since putting death above life by “making death
your goal” or by “praising death” and so on means denying
that life is the basic welfare. The ultimate goal of Buddhism is
to help a person to overcome death once and for all, and any
affirmation of death or choice in favor of death is a rejection of
this idea of basic welfare. Since such a denial is significant to
any form of euthanasia, it means that no form of euthanasia,
whether active, passive, voluntary or involuntary, can be morally
acceptable. However, when asked about euthanasia, the 14"
Dalai Lama (born in 1935) replied in one of his public lectures
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The article is devoted to the issues of clinical research: their ethical and legal regulation at the present time, the history of ethical expertise in the Russian Federation
and at Kazan State Medical University. The role of ethical committees as a structure responsible for quality of scientific research and a guarantor of compliance
with the principles of ethics, protection of the rights, safety and well-being of research participants is considered. The article presents the working experience
of the local ethics committee of Kazan State Medical University on ethical examination of research projects with human participation and analysis of the most
common mistakes in preparation of research documentation made by young scientists of clinical departments. The digital information showing typical errors and
inaccuracies in the formation of a package of documents for ethical examination, based on the analysis of 284 initiative papers of PhD candidates from clinical
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OEATENIbHOCTb JIOKAJIbHOIMO 3TUHECKOIO KOMUTETA MO MOBbILLEHNIO KAHECTBA
BUOMEOULIMHCKUX UCCNEAOBAHUA MONOABIX COTPYAHUKOB YHUBEPCUTETA
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CraTbsi NOCBSILLIEHA BOMPOCAM KIIMHWUHYECKMX WUCCNEeLOBaHWA: X STUKO-MPaBOBON pernaMeHTauyin B HacTosiLLee BPeMsi, UCTOPUM CTaHOBIEHWUS STUHECKOW
aKcnepTn3bl B Poccuiickor Peaepavim n B KazaHCKOM rocyfapCTBEHHOM MEAULIMHCKOM YHMBEPCUTETE. PacCMOTPEHA POSb STUHECKIMX KOMUTETOB Kak CTPYKTYPbI,
HecylLLiei OTBETCTBEHHOCTb 3a OOecrneveHne kadecTBa HayYHbIX MCCNefOBaHWn 1N rapaHTa COOMOAEHWS MPUHLMNOB 3TVIKW, 3alluTbl npas, 6e30macHoCTy
1 6naronofy4mns y4acTHUKOB WCCnepoBanns. B ctaTbe npedcTaBneH OnbiT paboTbl SIOKANIbHOMO 3TUHECKOro KommuTeTa Kal3aHCKOro rocynapCTBEHHOMO
MEOVUVMHCKOrO yHVBEpCUTETa MO STUHECKOW 9KCMEpPTU3e MCCNeaoBaTeNbCKMX MPOEKTOB C y4acTheM YenoBeka 1 pa3bop Hambonee 4acTo BCTPEHatOLLMXCH
OLLMBOK MK 0OPMAEHNN [OKYMEHTALMN K UCCNEA0BAHMNIO, KOTOPbIE AOMYCKAOT MOSoAble yHeHble KNMHUYeckUx kadenp. MNMpeacTasneH umdpoBoi Matepuan
CBUAETENBCTBYIOLLMIA O TUMMHHOCTU OLLMOOK 1 HETOYHOCTEN MPK (hOPMUPOBaHUM MakeTa AOKYMEHTOB AN STUHECKON SKCMEepTU3bl, OCHOBaHHbIA Ha aHanu3e
284 yHUUMAaTVIBHBIX PaboT AMCCEPTAHTOB KIIMHNHECKMX Kadeap: KaxkablA NATbIA NpoTokon TpeboBan AopaboTky B COOTBETCTBUN C 3TUKO-MPaBOBOW 6a30i,
npuHsToln B Poccuiickon ®eneparin, B 1,5% cnyvaes AOKyMeHTaLWs Obina npeacTaBneHa Ha y>ke NpoBeAeHHbIe 1ccrnenoBaHns (T.e. post factum), korpa Hrkakve
VN3MEHEHWS1 ero amsaiHa y>Ke HEBO3MOXHbI. TUMMYHBIMK OLLMOKaMK SIBUAMCE CReayloLlve: HeyMeHe (DOpMUPOBaHKS MCCNefoBaTeNbCKON M KOHTPOMBHOM
rpynn, pacyera pPenpes3eHTaTmBHOMO 4Y1cna Yy4aCcTHUKOB, HamvcaHve amcta WMHPOPMaLWOHHOMO IMCTKA YYaCTHUKA KIMHUYECKOrO WCCNeAoBaHUs 1 nucTa
MHOOPMUPOBAHHOIO COMfackisl, BbIXOL 3@ PaMKM CreumanbHOCTW, XKenaHne Ha3HadeHUst mpenapaToB 3a pamkamy 3apervcTprpOBaHHbIX MoKasaHuii 1 ap.
MpeanoxxeHbl MyTV MOBbILLEHNS Kak MHOPMUPOBaHHOCTI MOSIOABIX UCChefoBaTeNel, Tak U ka4ecTsa MpPOBeLeHNsT STUHECKON SKCMepTu3bl creLpanmctamm
3TUHECKOro KoMmUTETa.
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Clinical trials (CT) in the Russian Federation have been
regulated for less than a century and are based on the best
international practices. Ethical recommendations for CT were
laid down by the Nuremberg Code (1947) [1] and the Helsinki
Declaration of the World Medical Association (1964) [2]. Each
country had its own unique rules for this process and in order
to register a foreign medicinal product (MP), full-scale tests on
the territory of this country had to be conducted. The unification
of requirements to CT was initiated in 1996 with the release of
the first harmonized rules of Good Clinical Practice (ICH GCP),
which set out the agreements in Europe, USA and Japan on
the harmonization of legislation in the field of CT and elimination

of obstacles to register drugs in different countries, which led to
a cheaper product for the consumer due to mutual recognition
of the CT results [3].

After adoption of general rules, the process of harmonization
of the legislations of different countries was accompanied
by the appearance of documents of the Interparliamentary
Assembly of the Confederation of Independent States (Eastern
Europe and Central Asia); UNESCO; WHO [4-6].

Russia has actively joined the global process. In our
country, the legislative framework in the field of CT and drug
registration has been fully formed by the end of the last
century [7]. For the sake of fairness, it should be noted that
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before adoption of the ICH GCP in the USSR, there was
a pharmacovigilance system that functioned from 1969 to
1991 and regulated, among other things, the field of clinical
research, perhaps even more strictly than the international
standard [8]. A significant milestone in development of ethical
and legal support for biomedical investigations (BMI) was the
creation of a system of ethical expertise with the participation
of ethical committees (EC), whose legitimacy was recorded in
1993 in Federal Law No. 5487-1 “Fundamentals of Legislation
of the Russian Federation on public health protection”. The
first ECs at the level of hospitals and research centers (local
ethical committees, LEC) were established in the mid-90s. In
1998, the Ethics Committee at the Federal Agency for Quality
Control of Medicines under the Ministry of Health of the Russian
Federation began to function. The Central EC was actually part
of the control and licensing system of the Ministry of Health of
the Russian Federation, since in order to obtain permission
from the Ministry of Health to conduct a clinical trial, a positive
conclusion of this Committee was required. Later, this role was
taken over by the Federal Service for Surveillance in Healthcare
(Roszdravnadzor), and in 2004, a committee was established
within the body issuing approvals for the planned multicenter
research.

Since 2010, according to the law “On the Circulation of
Medicines”, permission for the entire turnover of medicines
in the country was provided by the Ministry of Health of the
Russian Federation.

Thus, a vertical appeared: federal EC — local ECs. For local
ECs, our country has adopted the European model, in which
they have a public character and advisory powers [9].

The next step in development of the system of ethical
committees was adoption of legislative acts that consolidated
the basic principles of CT, standards for planning and
conducting BMI, registration and presentation of their results
at the state level. It guarantees protection of rights, safety,
well-being of research subjects and ensures BMI quality. Today,
these ethical structures exist in all major research centers where
BMI of different levels are conducted (multicenter and local,
initiated by foreign and domestic sponsors, initiative research),
they ensure compliance with the GCP rules. The EC activities
are based on three principles:

— respect for the personality and rights of the patient;

— predominance of benefit over risk and risk minimization;

— the correct selection of patients to participate in the

study.

The first and most important right of the human involved in
scientific research represented by voluntary informed consent
is enshrined in Article 21 of the Constitution of the Russian
Federation, all principles are reflected in current Federal laws
such as Federal Law No. 323-F3 “On the Basics of Protecting
the health of Citizens in the Russian Federation” (2011), No.
61-FZ “On the Circulation of Medicines” (2010) and others [10].

The history of the EC emergence in the Republic of
Tatarstan, a subject of the Russian Federation, is as follows:
in 1998, the republic adopted its own law “On the protection
of Citizens’ Health”, where article 14 referred to the possibility
of creating an ethics committee (commission) in the healthcare
system, which gave rise to the development of a package of
documents related to the creation of the EC, and in 1998,
by order of the rector of the Kazan State Medical University,
the first EC appeared in the Republic of Tatarstan, which was
given the republican status in 2003. This committee set goals
not only for the ethical examination of BMI conducted at its
bases, but also for the protection of patients’ rights in the
practical healthcare system, under conditions of compulsory
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medical insurance and availability of the private medical
services market (in fact, it combined tasks and functions of the
research and hospital committee based on the experience of
foreign countries), and also pursued the task of uniting ethical
structures in the republic, personnel training according to GCP
standards adopted by our country. In 2006-2008, our EC
successfully passed the accreditation procedure by the World
Health Organization with a three-stage program “Recognition”
(Inspection WHO and program the recognition for the ethics
committee), which included both an educational component by
WHO experts, and an audit of internal documentation (standard
operating procedures), an inspection of the work of the EC
and its certification. It should be emphasized that we have
become the first ethics committee in the Russian Federation
to receive such recognition. Later, when Russia broke into the
international Cl market, with the increase in the number of BMI
at the bases of the Kazan State Medical University, committees
were divided by functions into republican and newly created
local ones (2009) [9].

We are proud to note that Kazan State Medical University
was one of the twenty most involved in international
multicenter clinical trials (IMCT) research centers in Russia
(fourth in 2015, third in 2016 and 2017, fifth in 2018 and 18th
by the end of 2019). Even during Covid 2020 pandemic, our
republic demonstrated an increase in the number of studies
of new IMCTs (101 in 2020 against 71 in 2019, an increase
of 42%) conducted on its territory, and the Republican Clinical
Oncology Dispensary of the Ministry of Health of the Republic
of Tatarstan (Kazan) took the 11th place in the TOP 20 medical
organizations in terms of the activity of participation in the
IMCT approved in 2020. In recent years, due to the difficult
geopolitical situation in the Russian Federation, multicenter
clinical trials of foreign sponsors have practically not been
conducted, the BMI market has been reoriented to local
research, mainly represented by bioequivalence studies of
generics and biosimilars, which is implementation of the state
import substitution program announced by the president of
the country. The relevance of initiative research has increased
many times. In this regard, the activities of the LEC of the
Kazan State Medical University are largely reoriented towards
them [11].

Over the 15 years of our EC work, the number of initiative
research projects has not changed significantly and amounts
to an average of 60-75 projects per year. A significant failure
occurred only during the Covid 2020 pandemic, which was due
to restrictions in contacts between researchers and patients.
Most of the university’s initiative research is traditionally
carried out by young researchers during the postgraduate
training, which provides for the acquisition of research skills
by applicants. In preparation for the exam in the history and
philosophy of science, where bioethics issues are discussed,
students at our university are taught questions of research
ethics — the ethics of working with an experimental animal
(mainly for postgraduate students of theoretical departments)
or with a human participant in a clinical study (for postgraduate
students of clinical departments). Young scientists are taught
to choose the design of the study, calculate the number of
participants in the experiment so that the results obtained
could be representative and meet the requirements of
evidence-based medicine, choose methods and strategies for
data collection, draw up a protocol, issue patient information
sheets and informed consent sheets for study participants,
select statistical analysis methods according to the tasks and
features of scientific material, ensure the quality of research,
identify key procedures, work in a team, manage the data
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obtained, prepare reports and publications, properly prepare
documentation at all stages, etc. Writing a research protocol
with discussion and defense in a group of colleagues is part of
the training. We are experienced in interacting with researchers
in the framework of additional professional education under the
GCP (Good Clinical Practice) and Good Biomedical Research
Practice (GBRP) programs, organized by WHO, the Regional
Training Center for Scientific Research in Healthcare (RC NIH,
Astana, Kazakhstan) and the Kazan State Medical University
(Russia). We offer the best available practices to young
scientists [11].

After approval of the topic of the dissertation research and
graduation, postgraduate students bring their research projects
to the LEC, which examines the package of documents for
the planned research and approves or justifiably rejects it. The
results of internal quality control of the educational process
showed 89% satisfaction of postgraduates with this issue.

Unfortunately, unlike commercial research projects written
and verified by professionals, initiative research often reveals
certain inconsistencies with the ethical and legal standards of
this field of activity. In 2023, we analyzed 284 initiative works
of PhD candidates of clinical departments of the Kazan State
Medical University, identified errors and shortcomings in the
documents and established the following: every fifth study, or
rather 21.1% of the packages of clinical research documents
submitted to the LEC, planned at the university as theses, does
not meet the requirements accepted in our country. About
1.5% of the work is submitted to the EC after completion of the
study, when no changes to its design are possible. Among the
works reviewed during the specified time period, LEC rejected
one work on this basis.

According to experts, when conducting an ethical
examination of initiative projects, the same type of errors was
encountered. The most frequent comments of EC experts
were related to the fact that the presented protocol does
not substantiate or insufficiently substantiates the sample of
patients, comparison groups are carelessly formed (according
to the analyzed parameters — age, gender, social status,
etc.), which reduces the value of the work and significantly
affects its conclusions. Researchers often describe their
work as non-interventional trials, but actually work with the
documentation of a medical institution retrospectively and/
or their research is purely observational/non-interventional.
And conversely, a young scientist has a great desire to test
a well-known medicinal product off-label, in a dose or in
a mode different from that prescribed in the leaflet.

Although such a study may pose a danger to its participants,
such initiative projects, as a rule, do not provide insurance for
Cl subjects and strict reasonable health monitoring. In fact,
this is a phase Il Cl, and strict GCP requirements are imposed
onit[12]

Errors are often found in the registration of the patient’s
informed consent to participate in the study. The young
scientist does not share the standard of medical care provided
in a medical organization (MO) and his clinical investigation (Cl),
believing that if he needs standard hematological or biochemical
health indicators of the observed patient for analysis, then
this is all about the research work. At the same time, when
hospitalized in the MO (inpatient) or during an outpatient visit
(polyclinic), the patient signed an informed consent for standard
medical care, and repeated consent is not necessary.

About 6% of young researchers believe that if blood
sampling for their project is combined with the collection
of biomaterials (for example, blood) of a patient according
to a standard treatment protocol, then the consent of the

participant to take an additional sample is not required. The
standard of treatment of a patient in a medical institution and
participation in scientific research are different things. Each
participant in a clinical trial should be clearly understand that he
is offered the procedures that are not included in the standard
of medical care, and that he agrees to them voluntarily, without
coercion, understanding the value of this research for himself
and the development of science. Accordingly, the information
sheet of the Cl participant should contain in an accessible form
all information about the planned work and clearly prescribe
each step of the study, and informed consent should contain
only information that relates to this initiative study, and not to
all procedures that await the patient/patient at this stage of
receiving medical care.

In a number of works, the researcher decides to cross
the threshold of his competence and, being, for example,
an obstetrician and gynecologist, decides to investigate
the cognitive functions of the patient. As a result, he makes
a judgment about the presence of the disease and even
suggests its correction [12], which is fundamentally wrong and
unacceptable.

It is particularly noteworthy that every year more and more
comments relate not to the substance of the work, but to
its design: negligence in writing documents, when different
numbers of expected participants are indicated on adjacent
pages of the same document or in different documents of the
same package; the criteria for including and excluding patients
from the study do not match; in protocols and information
leaflets, manipulations with biomaterial are described in different
ways, etc. We can also see that postgraduate students have
a formal attitude to obtaining LEC approval: they copy other
people’s documents without understanding the essence,
which results in comments from experts and request to finalize
documentation. But this is no longer a question of knowledge
of principles, rules and standards, but a question of attitude to
the work performed [12].

Thus, the local ethics committee sees its mission in
improving the quality of research conducted on the territory of
its supervision in the education of young people (educational
component) and in protecting the rights of patients (thorough
examination of submitted projects). The first is carried out
by improving the quality of teaching bioethics and medical
law at the pre-graduate stage, research ethics issues at the
postgraduate stage, involving students in the process of
participating in Olympiads, grant events on medical ethics
and biomedical research. The second is to improve the
skills of the experts of the ethics committees both through
internal training based on the materials of clinical databases
and external training based on GxP cycles. In the last year, it
has become extremely useful to conduct the School of Ethics
of Scientific Research, an initiative non-profit educational
project for young Russian researchers and members of
ethical committees aimed at creating a high level of research
culture necessary to achieve national goals and scientific and
technical development of the Russian Federation, initiated by
the Rector of the Yaroslavl State Medical University Kokhlov
AL and Chairman of the Interuniversity Ethics Committee,
Chairman of the Independent Interdisciplinary Committee for
the Ethical Examination of Clinical Trials Volskoy EA on the
basis of the National Research Institute of Public Health named
after Semashko NA” The project has not been completed, it
will continue during the next academic year. It is attended
by leading experts in the field of clinical research, and their
recorded lectures are invaluable material for the younger
generation.
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