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Abstract :  Given the fact that AI is developing very quickly and penetrating into many areas of public and state life, the 

issue of its legal regulation is becoming more and more relevant. In this regard, the need to develop the most 

optimal model of legal, technical and ethical regulation of the use of artificial intelligence becomes obvious. 

The most " sensitive " for states , and therefore the priority areas for legal regulation are those where the use 

of AI is associated with the implementation of constitutional human rights and, in particular, the right to 

medical care. In this study, the use of artificial intelligence systems to provide medical care in Russia will be 

considered in three aspects: regulatory regulation, technical regulation, and ethical issues. The purpose of the 

article was to describe the optimal model of economic and legal regulation of the use of artificial intelligence 

technologies in the implementation of citizens' rights to medical care, as an element of achieving sustainable 

development goals. The key results of the study were proposals for optimizing legislation in the field of 

regulatory, technical and ethical regulation of the use of AI in the implementation of citizens' rights to quality 

medical care.

1 INTRODUCTION 

The UN resolution on sustainable development by 

2030 contains provisions on universal health 

coverage and access to quality essential health 

services for all (Resolution, 2015). Indeed, the quality 

of life of the population and the sustainable 

development of territories, along with various 

economic and environmental factors, are significantly 

affected by the state of the health care system. 

According to the results of a number of studies, 

the Russian Federation is far from being one of the 

world's leading countries in terms of the level of 

medical care for the population (Rating, 2021), which 

is due to the inequality in the availability of medical 

care and the shortage of qualified personnel in the 

regions of a large country. 

Digitalization of healthcare, telemedicine and the 

introduction of artificial intelligence systems into the 

practice of medical organizations can be used as an 
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effective tool to improve the availability of medical 

care . In support of this thesis, on April 17, 2024, the 

Government of Russia approved the Strategic 

Direction in the Field of Digital Transformation of 

Healthcare (Order, 2024). 

The use of artificial intelligence (hereinafter AI) 

is becoming an integral part of medical practice, in 

particular, AI can help doctors in the following 

activities: 

1. Diagnostics. 

An example of the use of AI in diagnostics is its 

application for the analysis of images and pictures 

(CT, radiography). This kind of software received an 

impetus for development during the COVID-19 

pandemic, when doctors had an urgent need to 

quickly and efficiently diagnose the presence and 

stage of lung disease based on the results of computed 

tomography. Today, programs with AI elements are 

actively used in Russia that successfully solve the 

problems of image analysis, in particular, Botkin.AI ( 

Artificial Intelligence, 2025) , Care Mentor AI» ( 
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Official website of the company 

«KAREMENTORAYAI», 2025) . 
2. Support for decision making. 

This type of AI helps doctors choose the most 

optimal treatment plan for a patient based on the 

analysis of data from the patient's medical history; 

specialized software is capable of anonymizing data 

and creating a digital profile of patients. An example 

is the WEBIOMED system (Platform, 2025). 

3. Design of medicinal products. 

In this case, AI, thanks to algorithms, predicts the 

structure of proteins in order to predict their folding 

(“reaction prediction”), which significantly facilitates 

the search for new drugs and vaccines. The most 

famous analogue of such a program in the world is the 

AlphaFold system ( AlphaFold , 2025) . 
4. Wearable medical devices. 

These are AI systems that are designed to collect, 

transmit and analyze data on human body parameters 

due to the fact that the medical device is wearable 

(rings, bracelets, etc.). Such "gadgets" are useful for 

diabetics and people with cardiovascular diseases. 

This area of AI use is actively developing in the 

Russian Federation, so within the framework of the 

implementation of the experimental legal regime 

"Personal Medical Assistants" (Resolution, 2022), on 

April 13, 2024, the successful results of the 

experiment on remote monitoring of patients with 

hypertension and diabetes mellitus using portable 

devices with AI elements were summed up (EPR, 

2024). 

In total, according to Roszdravnadzor, at the 

beginning of 2024, 26 medical products with AI 

elements were registered in Russia; in addition to the 

areas listed above , one can note the use of virtual 

assistants, predictive analytics systems and assistive 

surgical robotics by doctors (Gusev, 2024). 

In 2024, the All-Russian Public Opinion Research 

Center (VTsIOM) conducted a survey of Russians on 

the use of AI in healthcare. Based on the results of the 

study (1,600 respondents aged 18 and over were 

interviewed), VTsIOM came to the following 

conclusions: 

- 43% of Russians believe that the use of AI will 

lead to improvements in the health of patients; 

- men (47%) have a more positive view of AI in 

healthcare than women (40%); 

- only a quarter of respondents (25%) have heard 

about the successful use of AI in healthcare; 

- 4 out of 10 respondents (41%) believe that the 

use of AI will reduce the number of medical errors ( 

Neural Network , 2019). 

Thus, we see the presence of broad opportunities 

for the implementation of AI technologies in the 

provision of medical care (and therefore in the 

implementation of the relevant constitutional rights of 

the population), but the widespread use of AI faces 

certain regulatory, technical, socio-economic and 

ethical problems, the solution of which requires 

special attention from scientists and practitioners. 

2 MATERIALS AND METHODS 

In the course of the study, the authors proceeded from 

a system-integrated approach to the problem under 

consideration, the goal was to comprehensively 

dynamically analyze the phenomenon of medical 

artificial intelligence (AI) in the context of its impact 

on the achievement of sustainable development goals. 

The main research methods used in the article are the 

dialectical-materialistic method, as well as analysis 

and synthesis, with the help of which the selection of 

optimal recommendations for selecting an AI 

regulation model was carried out. An array of 

regulatory legal acts, technical regulation documents 

and ethical standards was analyzed by means of the 

formal-legal method and the method of legal 

hermeneutics. The methodology of comparative law 

was used to develop proposals for optimizing the 

regulatory framework for the use of AI in order to 

implement the rights of citizens to quality medical 

care. 

3 RESULTS 

Although trust in artificial intelligence in medicine is 

gradually growing, there are still a number of barriers 

to overcome, including: 

- low quality of data used in AI training; 

- the impossibility of explaining the results of AI 

work; 

- “bias” of the result obtained by AI; 

- imperfect regulatory framework; 

- undeveloped ethical framework for interaction 

between AI and humans; 

- conservatism of doctors; 

- weak digital transformation of medical 

education; 

- poor provision of the regional healthcare system 

with digital equipment. 

In this study, the use of artificial intelligence 

systems to provide medical care in Russia will be 

considered in three aspects: 

1. Normative regulation. 

2. Technical regulation. 

245



DOI: 10.63550/ICEIP.2025.15.42.032 

 

3 
 

3. Ethical issues. 

3.1  Normative Regulation 

Even the philosophers of Antiquity (Zolotareva, 

2019), discussing possible experiments using the first 

"Machines", asked questions about the management 

of "non-living" intelligence and reflected on the 

ethics of its use. However, despite a significant 

technological breakthrough, all the same aspects of 

the interaction of "living and non-living matter" cause 

concern for our contemporaries ( Mindigulova , 

2023). 

There are quite a large number of works on the 

topic of artificial intelligence among foreign 

scientists, the most interesting for us are the works of 

A. Turing (Turing, 2018), F. Fukuyama ( Fukuyama , 

2004), José Ortega y Gasset ( Ortega y Gasset , 1997), 

George F. Luger ( The Pre - History , 2024) , M. 

Fromhold- Eisebith , R. Peters ( Fromhold - Eisebith 

, 2021) , Woo KJ, and C. P. Young ( Woo , 2021) , 

Nils J. Nilsson ( Nils , 2010) and Crevier D. ( Crevier 

, 1993). 

Russian science also makes its contribution to the 

study of AI in a wide variety of areas of its 

application. It is worth paying attention to the analysis 

of modern trends in the development of AI, reflected 

in the works of I.Yu. Alekseeva (Alekseeva, 1987), 

P.M. Gotovtsev ( Gotovtsev , 2020; Guseinov, 2004), 

B.V. Biryukov (Biryukov, 1985), G.S. Pospelov 

(Pospelov, 1972), Z.V. Nagoeva (Autonomous 

formation, 2020) and others. 

The controversial aspects of legal regulation of 

AI, in the context of its legal essence, the 

consolidation of intellectual property rights and 

public administration in the era of AI, are considered 

in the works of P.M. Morhat ( Morhat , 2017), V.V. 

Blazheev , M.A. Egorova (Legal Regulation, 2020), 

I.V. Ponkin , A.I. Redkina ( Ponkin , 2018; Ponkin , 

2022), R.A. Atabekov (Atabekov, 2023), V.V. 

Arkhipov, V.B. Naumov, K.M. Smironova 

(Arkhipov, 2021) A.V. Neznamov (Neznamov, 2019) 

and A.E. Kirpichev (Kirpichev, 2024), the problems 

of criminal liability of AI are devoted to the studies 

of I.R. Begisheva ( Begishev , 2021). 

The essence of legal regulation, as is known, is 

based on the targeted influence of the state, which is 

built through the provision of rights and the 

imposition of duties. According to N.I. Matuzov , the 

legislator in the process of regulation "determines the 

main areas of activity of members of society, the 

scope of their social opportunities and social freedom, 

the scope of what is permitted and not permitted, 

lawful and unlawful" ( Matuzov , 1972). 

When considering the regulation of the use of AI 

for medical purposes, we must apparently search for 

and analyze a certain homogeneous group of social 

relations “linked” to each other by interaction with AI 

systems. It is obvious that the implementation of legal 

regulation of a particular area of social relations 

implies the presence of a certain object and subject of 

regulation, as well as the identification of a set of 

methods that will most effectively influence the 

behavior of participants in legal relations. Defining 

the subject of regulation in terms of the use of AI 

immediately encounters the lack of a generally 

accepted conceptual apparatus, since this issue has 

not yet found a common understanding in the 

scientific community. 

One of the main barriers to developing a definition 

is that AI is the object of study of many sciences, 

including programming, psychology, linguistics, 

mathematics, physics, physiology, jurisprudence, etc. 

( Morhat , 2018). The specificity of the search for a 

common approach to understanding AI also lies in the 

fact that the content of this concept is directly related 

to the need to interpret such ambiguous terms as 

“intelligence”, “artificial intelligence”, “cognitive 

processes”, “strong and weak AI”, “quality of 

intelligence” from different angles ( Bostrom , 2016). 

It is believed that the first to use the term 

“artificial intelligence” in their works were American 

scientists M. Minsky and D. McCarthy, who in the 

1950s noted that artificial intelligence is essentially a 

machine that has been forced to behave like an 

intelligent person ( McCarthy , 1955). 

Considering the ideas of modern scientists, we can 

distinguish several points of view on understanding 

AI. Some researchers suggest that AI is any 

computerized system that can demonstrate signs of 

intelligence and is capable of rationally solving the 

tasks assigned to it ( Preparing , 2016) . Others 

characterize AI as a hypothetical intelligent agent 

(machine, program) capable of understanding or 

learning any intellectual task that people can perform 

(Grinin, 2023). 

In science, there is also a more technological 

approach to characterizing AI, so I.V. Ponkin and A.I. 

Redkina see artificial intelligence as a complex 

cybernetic system with a cognitive -functional 

architecture and its own computing power ( Ponkin , 

2018). 

Let us also turn to the normative interpretation of 

the concept of AI, according to the Decree of the 

President of the Russian Federation No. 490 of 

October 10, 2019, artificial intelligence is a 

technological solution that allows simulating human 

cognitive functions, while it is separately noted here 
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that AI allows obtaining, among other things, results 

that exceed human capabilities (Decree, 2019). 

It is also advisable to develop a concept of 

artificial intelligence used in medicine; such an 

approach will allow us to more clearly define the area 

of social relations that need to be regulated by legal, 

ethical and technical norms. By artificial intelligence 

in medicine, we propose to understand the use of 

software with a certain set of algorithms, in order to 

collect data on the state of the patient's body for the 

purpose of their intellectual assessment for the 

subsequent development of the most optimal 

treatment and preventive tactics. 

Thus, the subject of legal regulation in the context 

of the use of AI in medicine will be a group of social 

relations associated with the use of intelligent 

software for the purpose of collecting data on the 

condition of patients and subsequent evaluation of 

treatment and preventive tactics for their 

management . 

As for the methods of legal regulation (methods 

in this case are understood as a set of techniques and 

means by which the results of legal influence are 

achieved), the optimal model for regulating relations 

involving AI should depend on the goals that the state 

wants to achieve, as well as the characteristics of the 

subjects involved and the grounds for the emergence 

of legal relations ( Boshno , 2014). 

The strategic planning document for AI 

development in Russia is the National Strategy for AI 

Development until 2030 (hereinafter referred to as the 

Strategy). This document has established as the main 

objectives of AI development in Russia the growth of 

welfare and quality of life of the population. 

According to the Strategy for AI Development in 

Russia, a regulatory system should be formed to 

ensure the safety of all participants in the processes of 

its development and application. One of the priorities 

of such a regulatory system should be the protection 

of human rights and freedoms and the inadmissibility 

of using AI for the purpose of intentionally causing 

harm to individuals and legal entities (Decree, 2019). 

According to the Strategy, the main principles of 

regulatory policy in the field of AI development and 

application should be: 

- safety; 

- humanism ; 

- non-discrimination ; 

- risk-oriented approach. 

The strategy also establishes the principle of 

safety, which should form the basis for legal 

regulation of the area under consideration. In 

accordance with the principle of safety, artificial 

intelligence cannot be delegated the making of 

decisions that can affect human life or health, and 

responsibility for the consequences of AI's work is 

always borne by an individual or legal entity, but not 

by the artificial intelligence itself . We believe that the 

implementation of this principle in healthcare is 

possible only on the basis of creating such a 

mechanism of legal regulation, thanks to which an 

optimal balance of rights and legitimate interests of 

patients and doctors will be maintained. At the same 

time, no technical shortcomings of AI should become 

the basis for exempting from liability persons guilty 

of causing harm to the life and health of patients. 

Despite the fact that the Decree of the President of 

the Russian Federation No. 490 in 2019 appeared in a 

legal vacuum (in terms of AI regulation), it 

immediately had a positive impact on the 

development of this technology in our country. We 

agree with the thesis of A.V. Neznamov that the 

Strategy for the first time defined a number of 

important terms, enshrined the basic principles of AI 

development, and also “highlighted” the main areas 

for improving the current legislation (Neznamov, 

2019). 

It is also important that, according to the Strategy 

for the Development of AI in Russia, legal regulation 

is being created, thanks to which the development and 

use of AI will be provided with a favorable 

investment climate. At the same time, this strategic 

planning document proclaims the protection of the 

rights and freedoms of individuals and legal entities 

involved in working with artificial intelligence 

systems as a priority. 

Despite the positive trends in regulating the AI 

sector, we note the presence of many unresolved 

problems: 

1. So far, no effective mechanisms for assigning 

(distributing) responsibility for the “harmful” 

negative results of AI activity have been developed 

anywhere in the world. 

There are three prevailing views in science on 

responsibility for AI actions, namely: 

- the AI itself (or rather its carrier, as an 

individual) is responsible for its actions; 

- the responsibility lies with the AI carrier, but it 

is given a status similar to that of a legal entity; 

- responsibility lies with the developers, producers 

and operators of AI. 

In this regard, there is also a debate in scientific 

and professional circles about who should bear 

responsibility for erroneous conclusions of medical 

AI that lead to adverse health consequences for 

patients. Examples of such a situation are the cases 

recorded in the United States in 2018 (when doctors’ 

use of the predictive capabilities of an IBM 
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supercomputer led to several incorrect 

recommendations for the treatment of cancer patients 

( Brown , 2018)), or in France in 2020 (when a 

research group at Nabla discovered that the language 

model GPT-3 from OpenAI advised patients to 

commit suicide to alleviate suffering ( Riera , 2020)). 

2. The question of the legal status of AI 

developers, as well as technical intermediaries who 

support the daily operation of such technologies 

(providers, service companies), also remains open. 

Today, if harm is caused to a patient due to a 

doctor's error, the victim has the right to seek 

compensation for harm from a medical organization, 

which is directly regulated by the Civil Code of the 

Russian Federation and Federal Law No. 323 

(Federal Law, 2011), that is, civil liability for damage 

caused in the process of providing medical services 

falls on the medical organization. The doctor also 

bears disciplinary and criminal liability for his actions 

(inactions) in certain cases, but the legislation does 

not directly impose on him compensation for damage 

caused to the patient. 

If artificial intelligence, as well as its developers 

and technical staff, are implemented into the system 

of relationships between a medical institution, a 

doctor and a patient, many questions immediately 

arise. As E.P. Tretyakova rightly notes, the lack of 

legal certainty may lead to patients filing lawsuits 

against doctors and their employers, while those 

actually responsible for causing damage (developers 

or exploiters of AI) will remain in the shadows 

(Tretyakova, 2021). 

3. The specifics of using generative AI (language 

models, chat bots) presupposes the presence of 

queries entered into the program, thanks to which the 

machine understands the task set before it. Such 

queries are called " prompts " (from the English " 

prompt ") and the correct result of the machine's work 

often depends on how understandable the prompt is 

entered for the AI. Thus, in the context of establishing 

the foundations of legal regulation in the field of 

medical use of AI, the task of determining the legal 

nature and classification of prompts is also relevant 

(Kirpichev, 2024). 

4. Unfortunately, today in practice there is a 

discriminatory approach to the contractual 

consolidation of rights, obligations and 

responsibilities between consumers of services and 

developers of AI systems. As an example of such an 

approach, we can consider the Agreement (offer) on 

the use of the GigaChat service (Agreement, 2024) ( 

a neural network language model developed and 

operated by Sberbank of Russia). 

Thus, there is a clear disproportion in the 

distribution of responsibility between the user of the 

AI service and its developers, which is intended to 

protect the latter from any risks of being held legally 

liable for using this language model. In particular, 

clause 7.3. of the Agreement states that the Bank does 

not provide any guarantees, results of use and 

compliance with the expectations of the Client (user), 

and clause 7.7. establishes the full responsibility of 

the client for all risks associated with the use of AI. 

And although, according to paragraphs 3.1.2., 

3.1.6. of the Agreement, the use of AI services for the 

purpose of carrying out illegal activities, as well as 

for providing medical consultations, is prohibited, 

unfortunately, compliance with these points is not 

supported by any legal mechanisms today, in 

connection with which the risks of self-medication of 

citizens using neural networks remain quite high. 

It seems that the transfer of such discriminatory 

practices to consumers of medical services is 

unacceptable, in connection with which not only 

public-law aspects of the use of AI require special 

attention from the legislator, but civil-law norms also 

need to be supplemented. 

In our opinion, the solution to the listed problems 

will be facilitated by a gradual increase in public 

confidence in AI services used in medicine, which 

will occur due to an increase in the level of citizens' 

awareness and their digital literacy. In this sense, we 

believe it is important to legislatively establish the 

obligation for patients and their representatives to 

sign a separate written informed consent for the use 

of AI systems in the process of their examination and 

treatment. 

In our opinion, the doctor and the patient should 

have a legally enshrined right to receive up-to-date 

and reliable information about what kind of AI is used 

in the process of their interaction. In addition, the 

regulation of the content of contracts for the provision 

of telemedicine services and offers for the use of AI 

systems, which should be regulated by analogy with 

contracts for the provision of face-to-face paid 

medical services, is of significant importance for the 

proper implementation of the right to receive medical 

care ( Dzhikiya , 2024). 

3.2  Technical Regulation 

The system of legal regulation of AI is built, among 

other things, on the basis of technical standards, 

which are designed to establish the specifics of the 

use of complex technological products, taking into 

account the regulation of all processes of its life cycle 

(from design to disposal). 
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The foundations of technical regulation and 

admission of medical devices (hereinafter MD) to the 

market are laid down by Law No. 323 “On the 

Fundamentals of Health Protection of Citizens in the 

Russian Federation” (Federal Law, 2011), as well as 

the relevant Resolutions of the Government of 

Russia, which define what a medical device is, what 

the procedure for its state registration is, as well as the 

safety parameters of MD, its quality, requirements for 

clinical trials and much more. 

These regulatory legal acts, along with various 

documents of the Ministry of Health of the Russian 

Federation and the Federal Service for Surveillance in 

Healthcare (Roszdravnadzor), also apply to MI that 

operate with and/or based on artificial intelligence. 

Information on duly registered MI with AI elements 

is posted in the specialized register of 

Roszdravnadzor (Electronic Services, 2025). 

For a long time, in practice, the classification of 

certain computer programs with AI elements as 

medical devices caused serious problems, but in 

2020, Roszdravnadzor in its letter No. 20-297/20 

(Letter, 2020) explained that the following criteria 

must be used to classify products as medical devices 

with AI: 

- MI is a computer program with AI elements; 

- MI is not an integral part of another product; 

- the result of the operation of such a product is the 

automatic interpretation of parameters and a set of 

data for the purpose of providing medical care. 

In turn, Order No. 4n of the Ministry of Health of 

Russia dated 06.06.2012 approved the classification 

of computer programs recognized by MI by classes in 

accordance with the potential risks of their use 

(Order, 2021). 

Despite the existence of a prescribed procedure for 

testing and registering medical software products 

with AI elements, for further progressive 

development and activation of entrepreneurial 

activity in the area under consideration, scientists 

propose reducing the duration of clinical trials, 

introducing post-registration monitoring of programs 

into practice, and developing quality management 

systems in Russia among artificial intelligence 

developers (Gusev, 2021) .  

As a guarantee of the safe use of medical devices 

(including those with AI), the Russian Federation has 

established a ban on the introduction of unregistered 

medical devices into medical practice; such violations 

entail administrative (Article 6.33 of the Code of 

Administrative Offenses of the Russian Federation) 

and criminal liability (Article 238.1 of the Criminal 

Code of the Russian Federation). 

An important part of the mechanism for 

implementing the right to health protection and 

medical care is also the establishment of technical 

standards responsible for the safe, effective and 

scientifically based use of artificial intelligence in the 

healthcare system (Since January 1, 2025). Standards 

act as part of the life cycle of MI with AI elements 

and are designed to guarantee their technical 

compatibility and reliability. 

An example of GOSTs used in work with medical 

products operating on the basis of AI can be - GOST 

R 71738-2024 - "Artificial Intelligence Systems in 

Radiation Diagnostics" or GOST R 71671-2024 - 

"Systems for Supporting Medical Decision-Making 

Using Artificial Intelligence" (Standards, 2025). It 

should be noted that in accordance with Art. 26 of the 

Federal Law of 29.05.2015 No. 132-FZ (Federal Law, 

2015), documents of the national standardization 

system are used in Russia on a voluntary basis, but we 

believe that, along with ethical codes (which will be 

discussed below), GOSTs play a positive role and 

contribute to the creation of a self-regulation system 

for the professional community of AI developers. 

Thus, in Russia a hierarchy of normative and 

technical acts is gradually being formed, designed to 

regulate the specifics of the development, circulation 

and use of artificial intelligence systems for the 

implementation of high-tech and safe medical care to 

the population. 

3.3  Ethical Problems 

Another layer of problems associated with the use of 

artificial intelligence in general, and specifically in 

medical practice, is the ethical issues. 

The fact is that since the creation of the first AI 

prototypes, people have been asking themselves 

whether it is morally and ethically correct to use 

technology that to some extent replaces humans? Is it 

really right to hand over cognitive activity to a 

computer program, the result of which are decisions 

that are important for small and large social groups? 

A person tends to be guided in his actions not only 

by cold calculation, but also by emotions, conscience, 

moral and religious principles, but this is precisely the 

part of mental activity that AI does not possess, at 

least not yet. 

The views of scientists on ethical issues are 

reflected in many studies, among which the works of 

S. Nyholm D., Gordon ( Gordon , 2021), V. Muller ( 

Muller , 2020), and K. Darling ( Darling , 2021) stand 

out. An important issue for legal scholars is raised by 

E.V. Skurko and A.R. Atabekov, noting that a global 

ethical challenge is how the use of AI can affect 
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fundamental rights and the transformation of basic 

legal values (Atabekov, 2024; Skurko, 2021). 

If we synthesize the main scientific views on the 

ethical issues of using artificial intelligence, we can 

identify the following problems: 

1. Ensuring data confidentiality; 

2. Moral and ethical responsibility for the actions 

of AI; 

3. Presence/absence of value systems in AI 

systems; 

4. Potential perception of AI as a human. 

A fairly large layer of moral contradictions opens 

up before us if we consider the use of AI to perform 

socially important functions (nursing care; care for 

the elderly; care for people with disabilities using 

robot assistants) that traditionally imply the 

manifestation of empathy , compassion, as well as 

taking into account the gender and age characteristics 

of a person. 

Will robots be able to properly understand the 

elderly and disabled? Is it true that people who are 

being cared for will interpret the motives of AI? In 

this context, various aspects of establishing a trusting 

relationship between the patient and the doctor are 

relevant, because it is believed that AI is not capable 

of establishing friendly or amicable relationships, 

which means that the communication process suffers 

as a result, and, ultimately, the establishment of the 

correct diagnosis. Here we should agree with J. Loh, 

who mentions the tendency of a person to become 

attached to someone who helps him, including when 

it comes to robot assistants ( Loh , 2019). 

To overcome the ethical problems of using AI in 

the international arena, attempts are being made to 

agree on common basic principles of work. Examples 

of such interstate cooperation in search of ethical 

compromises on the topic of AI include: 

- the European Union's Artificial Intelligence 

Regulation (2024 Regulation), which aims to 

"promote the deployment of human-centred and 

trustworthy AI"; 

- Interstate declaration of the EU countries 

emphasizing the consideration of human dignity, 

justice and equality in the process of working with AI 

(ROC, 2021); 

- The Bletchley Declaration, which proclaimed 

the principle of "AI conformity with human 

intentions" ( The Bletchley , 2021). 

In the Russian Federation, within the framework 

of the concept of self-regulation (Legal means, 2024) 

, The AI Alliance, business representatives, scientists 

and government bodies have developed and 

voluntarily adopted the “AI Ethics Code”. 

The main provisions of this code are based on the 

development of AI solely in the interests of protecting 

human rights, the priority of a responsible attitude to 

the creation of AI, and also taking into account 

maximum transparency and truthfulness in the 

publication of information about the level of 

development of this technology and the potential risks 

of its use (Code, 2024). 

For the purposes of medical activities, the expert 

community, with the assistance of the Russian 

Ministry of Health, developed a code of ethics for the 

use of AI in medicine in 2024. The purpose of 

developing this document was to increase public 

confidence in AI technologies, as well as to develop 

a responsible approach for doctors and patients to 

working with such intelligent systems (Ministry of 

Health, 2024). 

One way or another, the search for an ethical 

framework for interaction between humans and AI 

will continue. 

4 DISCUSSION 

The choice of the optimal model for regulating AI in 

medicine is directly related to the discussion about the 

most effective model for regulating artificial 

intelligence as a technology in general; in this case, 

we are talking about the so-called “soft” or “hard” 

regulation option. 

"Soft" regulation ( soft " law - English) implies the 

use of a large number of non-binding norms (or norms 

that have less legal force than the law), principles, 

codes and standards. Apologists of "soft" regulation 

(the concept developed in the Western European legal 

doctrine of the second half of the 20th century) in the 

person of J. Gold , J.P. Burgess , P. Cottrell ( Gold , 

1983) believed that self-regulation and the 

encouragement of subjects to voluntary compliance 

are the most important principles for the 

implementation of effective state influence on social 

relations. 

Other scholars, for example, P. Weil, in the 80s of 

the 20th century, disagreed with this formulation of 

the question and called “soft law” a source of 

“disorder” and “blurring of boundaries” between 

generally binding and voluntary norms. 

We, for our part, while paying tribute to the means 

of self-regulation, nevertheless agree with those who 

question the possibility of completely delegating the 

process of regulating the use of AI to the level of 

corporations and entities ( Arzamasov , 2023). 

Different and more traditional For Russia , the 

approach to regulating AI is called “ hard ” law – 
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English ), is based on the classical system of 

influencing the behavior of subjects through 

generally binding prohibitive and obligatory legal 

norms (primarily through laws, by-laws and 

standards). 

Apparently, the scientific discussion about which 

regulatory model is more suitable for a particular 

branch of law will continue for a long time (Popova, 

2017; Glebova, 2023, however, the most universal 

option in relation to AI should be the use of a “mixed” 

model, which synthesizes all the best practices of 

“soft” and “hard” regulation. 

5 CONCLUSION 

International competition in the field of AI, the 

internal needs of modern society, as well as the 

accelerated development of technologies, leave states 

no time to "get going", in this regard, the creation of 

an effective mechanism for implementing the right to 

medical care and health protection using artificial 

intelligence systems must be addressed today. 

The system of legal and technical acts governing 

the use of AI in medicine is designed to provide a 

regulatory environment for the active and safe use of 

the latest technologies. The expert community should 

pay special attention to mitigating the risks of 

personal data leakage and delineating responsibilities 

between doctors, medical organizations, patients, and 

AI developers. Regulation of this area in Russia in the 

interests of achieving sustainable development goals 

should be built taking into account the constitutional 

rights of patients and on the principles enshrined in 

Presidential Decree No. 490 of October 10, 2019. 

We consider it important to continue the search 

for universal definitions related to AI. In this regard, 

artificial intelligence in medicine is proposed to be 

understood as the use of software with a specific set 

of algorithms, in order to collect data on the state of 

the patient's body for the purpose of their intellectual 

assessment for the subsequent development of the 

most optimal treatment and preventive tactics. 

The subject of legal regulation in the context of 

the use of AI in medicine will be a group of social 

relations associated with the use of intelligent 

software to collect data on the condition of patients 

and the subsequent assessment of treatment and 

preventive tactics for their management. 

The authors of the study express confidence that 

in the context of the digital transformation of 

healthcare (with all the accompanying ethical and 

technical challenges), the patient and doctor should 

have a legally enshrined right to receive up-to-date 

and reliable information about what AI is used in the 

process of their interaction. 

As a measure to increase patient awareness, it is 

proposed to legislate the requirement for patients (and 

their representatives) to sign a separate written 

informed consent for the use of artificial intelligence 

systems in the examination and treatment process. 

In conclusion of this study, I would like to note 

that the digital transformation of healthcare and the 

use of artificial intelligence capabilities make it 

possible to solve a number of problems aimed at 

achieving sustainable development goals, especially 

in the context of organizing universal access of the 

population to medical care. 
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