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Dear colleagues!

Biomedical research is becoming increasingly extensive, needed and economically justified. 
We are witnessing the advent of novel drugs, medical products and diagnostic techniques, a 
wealth of genetic, regenerative medicine and cellular therapy studies, and the emergence of new 
information, reproductive and other technologies. More concerns are being voiced about possible 
social, moral, psychological, and economic implications of scientific discoveries and findings. 
In Russia, there are ethics committees and councils operating at various levels. They address 
and solve important challenges but their mandate is limited to a range of specific problems. The 
evolution of Russian science and the competitive strength of Russian inventions on the international 
market depend on the harmonization of bioethics requirements in Russia and abroad, as well 
as on the eagerness of Russian researchers to jointly tackle complex problems associated with 
ethical assessment of scientific breakthroughs. In this light, an exchange of expert opinions is now 
essential like never before, and we hope that the Medical Ethics bulletin will become a platform for 
addressing a wide range of issues related to bioethics. 

I am delighted to introduce you to the first issue of the Medical Ethics bulletin and its founders: 
Pirogov Russian National Research Medical University, Yaroslav State Medical University, and the 
Faculty of Global Studies at Lomonosov Moscow State University, the leading partner of the 
journal. The journal will be published online https://medet.rsmu.press/general?lang=ru and in print 
4 times a year. We hope that the interdisciplinary nature of the journal and the significance of the 
questions raised will attract specialists, medical and non-medical researchers, teachers, students, 
postgraduates, clinicians and pharmacists, and will facilitate further development of bioethics in 
Russia. 

It is our pleasure to receive your manuscripts and cooperation. We cordially wish success in 
future endeavors to all our readers.

Editor-in-Chief Alexander L. Khokhlov 
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Дорогие коллеги!

В последнее время биомедицинские исследования становятся более масштабными, 
необходимыми и экономически востребованными. Появляются новые лекарственные 
препараты, медицинские изделия, диагностические процедуры, исследования в 
области генетики, регенеративной медицины и биомедицинских клеточных продуктов, 
информационных, репродуктивных и др. технологий. Всё чаще выражается обеспокоенность 
широких слоёв общественности о возможных социальных, моральных, психологических и 
финансовых последствиях полученной в этих исследованиях информации. В настоящее 
время в Российской Федерации существуют этические комитеты/советы различного 
уровня. Все эти организации решают важные задачи, но сфера компетенции каждой из 
них во многом ограничена определенным кругом вопросов, а также ведомственными 
рамками. Развитие российской науки, обеспечение конкурентоспособности отечественных 
разработок на мировом уровне сопряжено с дальнейшей гармонизацией отечественных 
и международных требований в области биоэтики, объединением усилий отечественных 
ученых для решения сложных задач этической оценки прорывных научных направлений. 
В связи с этим обмен мнениями на профессиональном уровне в области биоэтики в 
настоящее время как никогда актуален, и мы надеемся, что журнал «Медицинская этика» 
послужит площадкой для решения многих вопросов в этом направлении.

Мне очень приятно представить первый номер журнала «Медицинская этика» 
в обновленном составе учредителей: ФГАОУ ВО Российский национальный 
исследовательский медицинский университет имени Н.И. Пирогова Министерства 
здравоохранения Российской Федерации, ФГБОУ ВО Ярославский государственный 
медицинский университет Министерства здравоохранения Российской Федерации, а также 
факультет глобальных процессов ФГБОУ ВО Московского государственного университета 
им. М. В. Ломоносова в качестве ведущего партнера издания. Журнал будет издаваться 
4 раза в год как в электронном виде (https://medet.rsmu.press/general?lang=ru), так и 
на бумажном носителе. Мы надеемся, что междисциплинарный характер журнала, 
актуальность поднятых вопросов вызовет интерес у специалистов разного профиля, 
ученых медицинских и немедицинских специальностей, педагогов, студентов, аспирантов, 
практических врачей и провизоров, будет способствовать дальнейшему развитию биоэтики 
в Российской Федерации.

Искреннее рады вашим публикациям и сотрудничеству с журналом. Желаю всем 
успехов в вашей профессиональной деятельности!

Главный редактор журнала «Медицинская этика» 
Александр Леонидович Хохлов 
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The year 2020 was marked with the 75th anniversary of the 
Great Victory and the subsequent anniversaries of events that 
could not have happened without this historic achievement. 
The war unprecedented in its monstrosity, victim count and 
scale of destruction generated a common desire and firm 
determination to never again allow such a catastrophe and to 
punish the guilty. The desire transformed into the International 
Military Tribunal (IMT) established in 1946 to try the ideologists 
and leaders of Nazism and militarism guilty of the horrific 
crimes. This was a trial by the peoples.

Celebrating the 75th anniversary of these events, it is 
necessary to dwell on the global significance and enduring 
lessons of the IMT's condemnation of the Nazi leaders who 
unleashed the world massacre, and specifically discuss the 
atrocities committed under their leadership, including in the 
field of medicine. This discussion seems especially relevant 
today, in the light of the ongoing processes and emergence 
of the new threats and challenges affecting health, safety of 
people and human rights. 

The International Military Tribunal and subsequent trials 
took place in the Bavarian city of Nuremberg, where Nazis 
held their congresses and declared the insane misanthropic 
ideas and the right of the Germans to dominate the world as a 
superior race. 

The Nuremberg Trials became the starting point of a new 
era in the development of world civilization and global legal 
consciousness. They established the legal foundations and 
principles of the post-war world order, which were adopted 
by the newly created UN and essentially back the current 
understanding of human rights and freedoms.

Nuremberg Trials formulated the concepts of crimes 
against peace and humanity, legally qualified and condemned 
the unprecedented acts by the criminal Hitlerite regime, such 
as the mass extermination of people in the "death factories", 
inhuman treatment of the civilian population and concentration 
camp prisoners, medical experiments involving the prisoners. 

The results of the Nuremberg Trials boosted evolution of the 
international law and lead to a real breakthrough in the process 
of regulations development. They gave rise to the new legal 
culture that enshrined the ideas of peace, prevention of war 
and protection of human rights and freedoms in the national 
legislations.

The lessons of Nuremberg include both the IMT outcomes 
and the results of the twelve Nuremberg trials that followed. 
Since Nuremberg was in the American occupation zone, the 
Allies agreed that the proceedings will be supported by the 
American military tribunal. Among them, the trial of the Nazi 
killer doctors occupies a special place. It lasted from December 
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9, 1946  to August 20, 1947. The hall of the Nuremberg Palace 
of Justice selected for this trial was that where the key war 
criminals of the Third Reich were tried. Twenty most odious 
Nazi criminal doctors, 2 medical officials and 1 lawyer were 
accused at the trial, but that is not the only and, probably, not 
the most important fact underpinning the significance of these 
proceedings. There is an outcome of this trial that is at least 
no less significant, namely, the development of the Nuremberg 
Medical Code. It relied on the proceedings' results and was the 
first document since the works of Hippocrates to establish the 
principles of medical ethics, which remain current to this day. 
There were 1471 documents reviewed and 177 participants 
of the experiments [1] heard at the trial. The evidence and 
the testimonies revealed a horrifying picture of experiments 
that forcefully involved Nazi concentration camp prisoners 
stripped of all rights. Following requests from the air and naval 
forces, the participants were subjected to murderous pressure 
in a pressure chamber, simulating a fall from a great height, 
and immersed in ice-cold water to understand the limits of 
human survival in this environment. They were murdered for 
the purpose of replenishing the collection of skulls justifying 
superiority of the German race; forcibly sterilized, vaccinated, 
infected with typhus and yellow fever; had their limbs cut off 
and implanted to others, which ended in painful death of both 
the donor and the recipient. The effect of chemical weapons , 
phosgene and mustard gas, was investigated on living people, 
same as the medicinal properties of sulfonamides. For the latter 
purpose, test subjects had their bones crushed and phlegmons 
induced, broken glass and rusty nails poured into their wounds. 
The scope of the forced euthanasia program was terrifying. 
This program was aimed at "cleansing" out the people whom 
the Nazis considered unworthy, i.e. the disabled, people with 
chronic diseases, mental and other disabilities. At least 100000 
people were proven violently killed under this program, with 
the predominant kill pattern being phenol injection to the heart. 
However, since most of the documents were destroyed, the 
researchers suggest that the number of victims of this program 
could have actually amounted to about 1 million people and 
more [2].

The only woman among the convicts was Dr. Gertha 
Oberheuser, who, like Dr. Karl Brandt, the main accused, 
Hitler's personal doctor and curator of the inhuman medical 
experiments, justified her actions by orders of the leadership. 
In this connection, the Nuremberg Trials declared it was 
unacceptable to justify the cruelty, inhuman attitude of a medical 
worker to a patient and any person by orders that violate the 
"Do no harm" principle. The code adopted in Nuremberg stated 
that "it is a personal duty and responsibility which may not be 
delegated to another with impunity" [3].

The basic principle formulated by the Nuremberg Tribunal in 
the context of the Nuremberg Trials, is that in order to conduct 
an experiment on a person, a voluntary informed consent 
should be received from this person after he/she has been 
provided with full information about the nature, duration and 
purpose of the experiment, methods of its implementation, 
the alleged inconveniences and dangers associated with the 
experiment, and, finally, about the possible physical or mental 
consequences that may arise as a result of participation in the 
experiment [3]. It was the first time in the history of mankind when 
the principle of voluntary informed consent was proclaimed. In 
the field of medicine, paternalism was replaced by respect for 
dignity and human rights in making health-related decisions, 
this respect ensured by the process of obtaining voluntary 
informed consent (VIC). Medical ethics saw the doctor-patient 
relationship undergo qualitative changes.   

The principles formulated in the Nuremberg Code became 
the basis for many international and national laws in the field of 
medical research involving human beings.

In Russia, part 2 of Article 21 of the Basic Law,  the 
Constitution of the Russian Federation, proclaims that "No 
one should be subjected to torture, violence, other cruel or 
degrading treatment or punishment. No one can be subjected 
to medical, scientific or other experiments without voluntary 
consent" [4]. It follows from this statement that medical 
experiments carried out on a person fall under the category of 
torture, violence, cruelty and treatment that degrades human 
dignity. In Fundamentals of the Russian Federation Law "On the 
Protection of Citizens' Health", the principles of the Nuremberg 
Code are reflected in Article 32, which establishes the need for 
voluntary informed consent to any medical intervention, and in 
Article 43, which requires the same for medical experiments. In 
particular, it reads: "Any biomedical research involving a person 
as an object can be carried out only after obtaining the written 
consent of this citizen. A citizen cannot be forced to participate 
in biomedical research.

In the context of obtaining consent for biomedical research, 
the citizen should be provided with information about the goals, 
methods, side effects, possible risks, duration and expected 
results of the research. The citizen has the right to refuse to 
participate in the research at any stage" [5].

The Nuremberg Code had a significant impact on the 
subsequent development of a number of international 
documents that played an important role in the formation of the 
post-war world order.  One of these documents is the Universal 
Declaration of Human Rights adopted by the UN General 
Assembly on December 10, 1948 [6].    

A year earlier, the global medical community united into the 
World Medical Association (WMA) at its first general assembly in 
Paris (September 1947). A kind of the world medical parliament 
was created, one uniting doctors of the world and setting 
international standards for medical activity, binding on medical 
professionals of all countries. The WMA Code of Medical 
Ethics was influenced by the Nuremberg Code; it includes 
the main provisions thereof. Together with the Nuremberg 
Code, the WMA Code supported widespread adoption 
and application of the principle of VIC. For more than seven 
decades that followed, WMA became the center spreading the 
ethical principles applied in healthcare and medicine. Another 
important milestone is adoption of the Declaration of Geneva, 
a modern version of the Hippocratic Oath, which took place 
at the second general assembly of the WMA in Geneva in 
September 1948. The Declaration of Geneva and the ethical 
principles applied in medicine were supplemented at the WMA 
assemblies in Helsinki (1964), Tokyo (1975), Venice (1983), 
Hong Kong (1989), South Africa (1996), Edinburgh (2000), 
Washington (2002), Tokyo (2004), Seoul (2008), Brazil (2013). 
The mere listing of these assemblies testifies to the importance 
of ethical issues in professional discussions held within the 
world medical community.

The Nuremberg Code and the Universal Declaration of 
Human Rights formed the basis for the development of the 
Universal Declaration on Bioethics and Human Rights, a 
fundamental document prepared by the UNESCO experts 
and adopted at the UNESCO General Conference session of 
October 19, 2005. The Russian philosophers B.G. Yudin and 
R.G. Apresyan made a great contribution to the preparation 
of this comprehensive document. The Declaration considers 
ethical principles quite broadly, reflecting the activities of human 
beings all around. The key principles stated in the Declaration 
are covered in its main articles:
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Article 3 — Human dignity and human rights.
Article 4 — Benefit and harm.
Article 5 — Autonomy and individual responsibility.
Article 6 — Consent.
Article 7 — Persons without the legal capacity to consent.
Article 8 — Respect for human vulnerability and personal 

integrity.
Article 9 — Privacy and confidentiality.
Article 10 — Equality, justice and equity.
Article 11 — Non-discrimination and non-stigmatization.
Article 12 — Respect for cultural diversity and pluralism.
Article 13 — Solidarity and cooperation.
Article 14 — Social responsibility and health.
Article 15 — Sharing of benefits.
Article 16 — Protecting future generations.
Article 17 — Protection of the environment, the biosphere 

and biodiversity.
The sections covering environmental ethics were included 

for the first time. Bioethics includes a variety of human activities 
and their ethical aspects: availability of medical care, clinical 
research, reproductive health, genome editing and human 
cloning, donation ethics, environmental ethics, biotechnology 
and nanotechnology [7]. 

Intergovernmental and expert committees on bioethics 
were established within UNESCO. Their activity is guided by 
the dignity and respect principle formulated in the Nuremberg 
Code. It should be emphasized here that this principle 
underpins each fundamental international document in the field 
of medical ethics. 

Also noteworthy are the ethical principles of scientific 
research developed in the United States of America. In 1974, 
the US National Commission for the Protection of Human 
Subjects of Biomedical and Behavioral Research was tasked 
with defining the fundamental ethical criteria for such research 
efforts. In 1979, the specialists that tackled the task presented 
the Belmont Report, the main provisions of which are: 

1. Respect of persons. 
2. Beneficence. 
3. Justice.  
Currently, the Belmont Report is the key source of ethical 

principles for research in the United States.  
Ethical problems became especially urgent in the 21st 

century. The agenda was extended with the ethical challenges 
peculiar to the present, those related to artificial intelligence, 
human genome editing and the new patterns of parenting. XXI.

The infectious diseases of the 21st century are of particular 
urgency. Human kind faced SARS (2002), MERS (2012), 
COVID-19 caused by SARS-COV-2 for the first time in its 
history. It is believed that coronavirus mutations are behind all 
these vital diseases.  The 2009 influenza pandemic should also 
be mentioned in the list of this century's infectious diseases. 
The causative agent of that influenza was the California strain 
of H1N1. The pandemic was the first time when it was found 
to circulate in the human population. Some other diseases 
causing grave concern are the Ebola fever and the Zika 
disease, the former spread in Africa and the latter in Latin 
America. There is also another topic discussed hotly in the 
same context as the new infectious diseases: re-emergence 
of the "old" infections (smallpox etc). These new challenges 
to civilization highlight human vulnerability and raise questions 
about the moral foundations of the modern society. In the way 
of reaction thereto, in May of 2020 there was published the 
Guide to Informed Consent Compliance [9]. This document 
covers current approaches to the interpretation of the concept 
of VIC.XXI 

The urgency of this matter is also driven by the need for 
large-scale studies triggered by the COVID-19 pandemic. 
The scope and intensity of the relevant research efforts are 
unprecedented. They have to do with infectious disease 
epidemiology, prevention, antiviral therapy, pneumonia therapy 
and intensive care methods, as well as testing of the next 
generation vaccines. There arose a number of ethical questions 
that were widely discussed not only by the professional medical 
community but by the general public, too. In this regard, the 
relevance of voluntary informed consent has come to the 
foreground, emphasizing the need to strictly observe the 
traditional ethical principles of medical treatment: Primum non 
necere! (First of all, do no harm!) Voluntas aegroti suprema lex! 
(The patient's will is the highest law!) Salus aegroti suprema lex! 
(The patient's well-being is the highest law!) 

All activities of all medical professionals should pursue 
interests of the sick person. In this connection, it is also 
necessary to abandon paternalism for the principle of voluntary 
informed consent. Hereafter, we consider the semantic 
component of each of these keywords in detail.

"Voluntary" implies a deep respect for the dignity of the 
human person, his/her rights and freedoms, the possibility of 
independent choice. Article 3 of the Declaration on Bioethics 
and Human Rights addresses human dignity. It is an intrinsic 
value of a person capable of thinking, feeling, communicating 
verbally, choosing freely, independent behavior and creative 
activity. Ethics is the science studying the human being (N.A. 
Berdyaev); human dignity is a goal in itself. Different cultural and 
moral traditions and different types of societies have different 
understandings of the human dignity. In the academic dictionary 
of the Russian Academy of Sciences, dignity's definition states 
it is the person's awareness of his high value as a member of 
a group, which makes this person behave as a member of this 
group should behave. As an ethical concept, "voluntary" also 
includes the legal side. There is but a fine line between right 
and duty, so it is important to return to the interpretation of the 
person's dignity and his/her behavior as a member of the group 
to which he/she belongs.

Voluntary decision-making implies the person making 
the decision is under no external pressure and can make the 
health-related decisions freely. Thus, "voluntary" implies respect 
for the person's dignity, his/her rights and obligations, and for 
the fact that he/she makes his decisions as a free person. 
Analyzing the problem of freedom, Fedor Dostoevsky defined 
it as follows: freedom is not restraining oneself, but controlling 
oneself. N.A. Berdyaev, the philosopher of freedom, relies on 
the Dostoevsky's definition of freedom and adds that ethics is 
the philosophy of freedom. 

Finally, "voluntary" implies person's autonomy and 
individual responsibility. Article 5 of the Declaration on Bioethics 
and Human Rights covers the concepts of autonomy and 
responsibility.  

Autonomy is the person's self-determination ability, 
independent decisions, actions and assessments. Autonomy 
implies freedom from paternalistic interference, the person's 
ability to act on the basis of rational principles and rules in 
accordance with how this person understands his own 
good, personal dignity and happiness. According to Kant, 
autonomy is the ability of the will to independently establish 
the law of its action. Under the utilitarian approach, autonomy 
is the ability of a person to act in accordance with his/her 
own preferences.

The second part of Article 5 is about liability.  Responsibility 
is a person's awareness of the duty to make decisions, act 
appropriately to his/her obligations, for example, to parents.
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In ethics, the concepts of autonomy and responsibility are 
interconnected. If there is no responsibility, autonomy turns into 
arbitrariness: making a decision, a person does not take into 
account the interests of others.

Thus, the term "voluntary" should, first of all, mean respect 
for the dignity of the human person, his/her rights and freedom, 
as well as autonomy and responsibility.

The very text of the VIC is what its preparation revolves 
about.  This document should not be considered as a piece of 
paper that needs a signature, i.e. as some formal procedure.  
Naturally, the question arises as to who is the author of this 
document: the sponsor, the scientific leader of the project, 
the organization of sick patients? Initially, the drafting of the 
document is initiated by the sponsor and reviewed at the 
topical expert meeting with participation of the scientific leader. 
The next important stage is the approval of the document.  The 
preference should be given to the science and practice societies 
(several of them, in some cases) that can approve the VIC text. 
However, such a society needs to have a body authorized 
to approve the such a text. In the US, for example, the US 
Food and Drugs Administration (FDA) includes the Institution 
Review Board (IRB), which has approval of VIC texts among 
its duties. The Association of American Physicians also plays 
an important role. Finally, the relevant ethics committee reviews 
the VIC text at a meeting. The ethics committee experts review 
the suggested study as a whole, but they pay special attention 
to the said text. Practice shows that this part of a research 
project is the most vulnerable. The experience of international 
pharmaceutical companies can serve as a benchmark.  As for 
the Russian research projects, in this part they usually contain 
comments from the ethics committee. The reason is that both 
the sponsor and the scientific leaders of the project typically 
lack the required skill, which translates into the need to train 
them to compile the informed consent texts.

The basis element of the informed consent is the part that 
details purpose of the study, its duration and research procedures.

An important section of the VIC is the description of the 
possible adverse reactions. In some studies, it is necessary 
to consider adverse reactions to treatment or instrumental 
examinations. This part of the document should be carefully 
analyzed by experts and explained to the patient in an 
understandable and accessible form. The witness is responsible 
for controlling how clearly the doctor explains the details of the 
VIC to a sick person or to his family members and other persons 
responsible for the sick person. The involvement of the witness, 
as mentioned above, is a relatively new condition for the VIC 
document. The informed consent witness must be convinced 
that the doctor has described the possibility of development of 
adverse reactions in an understandable manner, and that the 
patient has understood them. This is the role of the witness. 
He/she should note in the document that the VIC process 
was carried out professionally and in compliance with the 
established requirements.

When considering a research project, the doctor should 
also discuss with the patient the benefits that the latter receives 
from participating in this research or from application of the 
certain methods of treatment and examination.

The participating person's financial interest occupies a 
special place. Before enrolling, he/she must receive clear and 
concise information regarding the financial compensation for 
the participation. Moreover, the participant should have the 
right to leave the study at any stage thereof.

Current requirements for the text of informed consent 
allow two forms thereof: a detailed text and a short form, with 
declaration of the project itself and the objectives of the study.

In some special cases, a life-threatening disease may 
necessitate VIC acceleration. This is a state-level decision 
made by the healthcare authorities. A case in question is that of 
registration of the new generation vaccines designed to prevent 
spread of SARS-COV-2: the circumstances called for a shorter 
vaccine testing procedure than is usually customary.    Another 
special case is obtaining a VIC from persons who, for various 
reasons, cannot make decisions on their own. First of all, this 
applies to patients with impaired cognitive function.

Ethical issues permeate the entire process of developing 
and passing the voluntary informed consent to practice. The 
ethical aspects of placebo and nocebo must be emphasized. 
The latter problem is rarely covered in Russian literature. The 
nocebo effect is the process of deterioration of the patient's 
health under the influence of information that is communicated 
to him/her by the doctor or medical personnel. There are 
following forms of nocebo distinguished: psychosomatic 
health deterioration caused by the expected adverse reactions; 
psychosomatic deterioration manifesting in the desire to have 
health deteriorating and, finally, actual deterioration of health 
of the patient due to the his/her initial attitude to such a turn 
of events. Unfortunately, current studies do not factor in and 
analyze the effects of placebo and nocebo sufficiently, which is 
especially relevant for the latter.

It is no coincidence that the article emphasizes the 
historical role of the Nuremberg Code, which formed the 
basis of the Universal Declaration of Human Rights, the 
WMA International Code of Medical Ethics, the Declaration 
on Bioethics and Human Rights, which are the documents that 
largely determined the current world order. Highlighting the 
importance of the principle of voluntary informed consent, it is 
necessary to underline the need for state-level consideration of 
the bioethics problems. This is the only way to ensure the unity 
and integrity of state policy and decisions made in this important 
area, which stretches beyond the scopes of responsibility of 
individual ministries and departments.

Apparently, US President Bill Clinton followed similar 
logic when he established the National Bioethics Advisory 
Commission under his auspices in 1996. In 2001, under US 
President George W. Bush, the status of the Commission was 
advanced, its powers expanded. Executive Order 13237 of 
November 28, 2001 transformed the National Commission 
into the President's Council on Bioethics. Its members and 
president, Edmund D. Pellegrino, the famous American scientist 
and theorist of bioethics, were personally appointed by the 
President of the United States. The council was supposed to 
"advise the president on bioethical issues that may arise from 
advances in biomedical science and technology" [9].

Barack Obama's Order 13521 of November 24, 2009, boosted 
the status of the body further up and turned it into the Presidential 
Commission for the Study of Bioethical Issues, which became 
interdepartmental and received powers, outgrowing its purely 
philosophical leadership. Amy Gutmann, President of the University 
of Pennsylvania, was appointed Chairman of the Commission [9]. 
Shortly thereafter, the information on the Commission's activities 
became all but inaccessible to the general public, which, according 
to experts, may indicate the seriousness of the issues discussed 
and the proposals developed for the President of the United States. 

The ethical challenges of the century, having shown the 
relevance of the lessons of Nuremberg, raised the issues of 
ethical education of society and ethical assessment of events 
unfolding in the world. The solution of the problems the society 
faces is largely associated with the development of bioethics that, 
in the conditions of the current changing world, is of particular 
importance to the national security of the Russian state.
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In the middle of the last century, the voluntary informed 
consent (VIC) doctrine emerged against the background 
of both advancing medical practice and evolving clinical 
research [1]. The latter was connected with the Nuremberg 
Code, a document adopted by the international tribunal after 
completion of the Nuremberg Trials in August 1947, which 
proposed principles for conducting medical experiments on 
humans. The first paragraph of the Nuremberg Code reads: 
"the voluntary consent of the human subject is absolutely 
essential" [2]. The Code was not legally binding, but became 
the basis for international and national legislation in many 
countries. The need for VIC was then enshrined in the World 
Medical Association's Declaration of Helsinki "Ethical Principles 
for Medical Research Involving Human Subjects" (1964), which 
introduced the definition of ethical norms for "non-therapeutic 
research" (i.e., research pursuing purely scientific purposes) 
that protect the rights of legally incapacitated persons and 
persons dependent on the researcher. In medical practice, VIC 
as an established concept was reflected in numerous patient 
rights codes: the Patient's Bill of Rights (American Hospital 
Association, 1972); Lisbon Declaration on the Rights of the 
Patient (WMA, 1981); Declaration on Promotion of Patients' 
Rights in Europe (WHO European Office, 1994), etc.

In the 70s of the last century, the need for VIC was 
established in bioethics, which at that time was actively 
developing in the United States. In the same period, two main 
approaches to the problem were shaped in the bioethical 
literature, ethical-philosophical and legal. The approaches 
brought to the center of research thought both the legal 
aspects of failure of inform patients and the responsibility 

associated therewith, and the moral aspects of re-evaluating 
relationships in medicine. The doctrine of informing the patient 
and obtaining consent was theoretically conceptualized in the 
classic work by T. Beauchamp and J. Childress "Principles of 
Biomedical Ethics" [3], and then in the studies by other authors. 
According to T. Beauchamp, autonomous, independent choice 
and voluntariness are central to the concept of consent [4, 55]. 
The independence part is realized through the person's access 
to the VIC process that allows this person to either authorize 
the plan suggested by the doctor or reject it. Beauchamp's 
position is shared by many researchers who argue that it is the 
ability to choose that fills patient's autonomy with meaning [5]. 

However, there are two different but interrelated aspects to 
the answer to the question of association between informed 
consent and autonomy.

First, the voluntary consent requirement of the Nuremberg 
Code lacks any explanation referring either to the independence or 
to the no harm principle ("do no harm") [6]. However, in the 1970s, 
National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research included research ethics 
documents in its scope of work and changed the fundamental 
approach to the matter: it was clearly expressed that the purpose 
of consent of the research subject is to protect autonomy and 
personal dignity. The Commission's Belmont Report (1979) 
argues that "individuals should be treated as autonomous agents," 
and informed consent underpins respect for the individual, so 
that "subjects, to the degree that they are capable, be given the 
opportunity to choose what shall or shall not happen to them" 
[7]. Subsequently, this approach was established in a number of 
national and international documents [8].
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Secondly, many researchers view VIC as an expression 
of the liberal Western tradition that advocates the importance 
of individual freedom and choice [9], as reflected in the 
ethical, philosophical and legal discourses ignited in the US 
in the second half of the past century. "The values underlying 
informed consent — autonomy and concern for human well-
being — are deeply rooted in American culture, in our religious 
traditions, and in Western moral philosophy. It is not surprising 
that informed consent is the cornerstone of the current modern 
medical ethics doctrine and medical law in the United States" 
[10]. From this perspective, the development of the idea of 
VIC is viewed as part of the extended social transformations 
of American healthcare in the second half of the XX century, 
which saw consolidation of individualistic values in various 
social spheres. These processes affected the doctor-patient 
relationship: the doctor's professional authority was no longer 
indisputable, and the hierarchy in this relationship questioned.  
The transformation of paternalism was promoted by economic 
and structural changes that revolutionized the world of 
medicine, suppression of the "traditional" attitudes in the social 
spheres (family, church) that were previously unaffected by 
market values, as well as various civic movements, patient 
movement included. The VIC doctrine not only reflected these 
changes but contributed to them. Thus, the concept of patient 
autonomy has become firmly established in healthcare only in 
the last decades of the XX century. 

Elements of the voluntary informed consent

The typical VIC elements distinguished in the context of 
discussions around bioethics are: 1) competence, 2) disclosure 
of information, 3) understanding, 4) voluntariness and 5) 
consent [11]. Through this lens, the VIC is seen as follows: 
a person gives informed consent to an intervention if this 
person is competent to act, fully informed and understands the 
information received, voluntarily makes the choice and agrees 
to the intervention. However, this approach has been criticized. 
For example, "competence" can be viewed as a necessary 
prerequisite rather than part of the process of informing and 
obtaining consent.  

T. Beauchamp argues that VIC should be considered 
mainly in terms of understanding, voluntariness and consent.  
However, each of these elements should not be absolutized.  
For example, the level of understanding of the situation 
depends on education, age and a number of other factors.  As 
shown in the systematic review by J. Flori and E. Emanuel, 
potential clinical trial participants often do not understand the 
information disclosed to them in the process of obtaining VIC. 
Moreover, there is only a few research efforts that consider the 
ways to improve the level of understanding [12]. 

At the same time, it is important to understand which 
choices can be considered autonomous. According to T. 
Beauchamp and J. Childress, the determining criteria here 
are as follows: 1) intention; 2) understanding 3) lack of outside 
influence that can affect the action [13]. 

Intentional action

An intentional action must be planned and consistent with the 
person's idea of it, although the end result may differ from the 
one expected. T. Beauchamp relies on the intentional action 
model based on the expression of will and not a desire. 
Intentional action includes any action and any effect that occur 
during plan execution. For example, a patient must decide on 
facial surgery that will leave a scar. The only option is to reject 

the intervention. Agreeing to the surgery, the patient accepts 
the scar as a result of the operation. The patient's consent does 
not mean that this patient would like to be scarred, however, 
it is as much a personal choice as agreeing to the operation.  
In many cases, a distinction can be made between intention 
and intentional action. Thus, "...it can be said that someone 
intentionally agreed to be scarred during surgery, but has no 
intention to receive a scar. In other words, an intentional action 
does not necessarily equal the intention the performer of this 
action has" [14].

 	
Understanding

Understanding is the second condition for autonomous 
action. Understanding forms on the basis of the information 
necessary to comprehend the essence of the actions and 
consequences thereof. The latter does not mean thorough 
analysis of the problem but rather an apprehension of essential 
facts. However, in some cases, being unaware of at least one 
fact or misunderstanding some risk can deprive the person of 
adequate understanding. In addition, understanding may 
be limited by the person's illness, unwillingness to dialogue 
with the doctor or other communication problems. A person's 
inability to perceive information as truthful or objective, even if it is 
understood adequately, can jeopardize decision-making [Ibid.].

Voluntariness

Voluntariness is the third prerequisite of autonomous action. A 
person must be free from control exercised either by external 
agents or by internal conditions that hinder self-government.  
However, not all influences may be considered controlling. 
T. Beauchamp focuses on the three types of influence: 
persuasion, coercion and manipulation. The first is about a 
rational effort to persuade that is not necessarily about control. 
By persuading a patient to get tested, the doctor most often 
wants to influence the behavior of but not control that patient. 

Coercion involves force or threats employed to control 
another human being. For example, when a doctor threatens 
to discontinue provision of assistance if the patient does not 
agree to a medical intervention, the doctor seeks to control the 
patient. Treatment in a psychiatric hospital can be compulsory 
if the patient is sent there involuntarily. However, submission 
cannot be considered the result of coercion when someone 
feels a threat in the actual absence thereof. Coercion can 
only be acknowledged if a real and deliberate threat violates 
and alters a person's independent course of action. In case 
of coercion, even deliberate and well-informed actions can be 
involuntary.   

Manipulation is a form of influence that forces someone to 
perform an action the agent of influence needs. In healthcare, 
the most likely forms of manipulation have to do with 
information. In particular, researchers addressing biomedical 
problems are often criticized for hiding important information 
and exaggerating the benefits. Often, overly attractive offers 
of compensation and healthcare services are also viewed as 
manipulative.  

In this context, it is important to highlight the need to account 
for not only external influences but also internal factors that 
limit voluntariness, which can arise from, for example, a mental 
illness. Thus, in the future, there may arise a question about 
inviting an authorized person to participate in the process of 
obtaining informed consent, that person capable of confirming 
the fact that VIC was signed without external pressure and that 
the patient understood the essence of the medical intervention, 
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and the doctor described the actions to be performed in a 
sufficiently informative way.  

Clinical trials: voluntary informed 
consent and patient autonomy

As mentioned above, the Nuremberg Code played a key role 
in the introduction of VIC to clinical research. However, that did 
not mean the end of unethical research activities. For example, 
in 1966, Henry Beecher published an article titled "Ethics and 
Clinical Research" (New England Journal of Medicine), where he 
described 22 examples of dubious research experiments none 
of which had consent obtained from the subjects [15]. Realizing 
that the journal was read mainly by doctors, he warned the 
press about the upcoming publication. It ignited intense public 
debate and led, among other things, to the establishment of 
the National Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research, the first government 
agency to set bioethics policy in USA. 

Another striking and well-known example of a violation of 
research ethics is the Tuskegee Experiment (Alabama): from 
1932 to 1972, researchers studied natural course of syphilis, 
i.e., patients received no treatment.  The study involved 399 
black men, 201 of whom were controls. In 1947, there was 
introduced an effective penicillin-based protocol to treat 
the disease, but the subjects received neither treatment 
nor information about it. As a result, over 40 years of the 
experiment, 28 people died from syphilis, 100 subjects died 
from the associated complications, 40 wives were infected and 
19 children were born with congenital syphilis.  The experiment 
was discontinued in 1972 after a media leak. The outrage 
that followed led to significant changes in the field of medical 
research, development of the requirements for informed 
consent of the subjects, protection of vulnerable persons, 
ethical committee oversight [16], which were recorded in the 
Belmont report. 

Situations restricting autonomy in clinical trials

Situations when a subject voluntarily signs informed consent 
and yet reports forced participation present a complex ethical 
problem in the context of current clinical trials. The reasons 
for such collisions are usually associated with unavailability 
(or limited availability) of medical resources — medicines, 
diagnostic and therapeutic services, — and research 
activities being an important source of income. Free checkup 
or treatment, a monetary reward or stay in the clinic are 
perceived as offers that cannot be refused. Accordingly, the 
participant says that "there is no other choice," referring to the 
circumstances that influence the decision. At the same time, 
formally, the participant makes the choice freely and voluntarily.   
In this case, the coercion perceived by the person making the 
decision is not coercion. Such morally tense situations require 
special attention in bioethics. 

Another ethically controversial issue is the remuneration 
of clinical trial participants. If the amounts paid meet the 
expectations and the risks are comparable to everyday risks, 

the situation is quite clear. However, the incentives generate 
problems 1) as the risks increase, 2) as more appealing 
incentives are introduced, 3) as the economic wellbeing of the 
subjects deteriorates or they lose alternatives or resources [17]. 

The increasing risks people in difficult financial situations 
are exposed to can be viewed as leaving them with no other 
options but to agree to the appealing offers, even if in other 
circumstances they would have refused. In other words, how 
a very attractive offer is perceived greatly depends on the risks 
found in the background. This offer can be manipulative, but 
not coercive, if it does not contain a threat.  

There is another aspect to the moral problem of 
research subject remuneration: with the over-the-top profits 
pharmaceutical companies gain, compensations they pay to 
study participants are small and unfair. The possible solution 
to these problems is to have the project sponsor pay fair 
remuneration for participation in moderate risk studies and 
not increase payments to attract participants to the higher 
risk studies [18]. Essentially, there should be an approach 
balancing the two extremes, underpayment and overpayment. 
It may seem that the simplest way to solve the problem is to 
completely ban a particular study, or to ban researchers 
from recruiting subjects from communities where difficult 
financial circumstances may be viewed as coercive conditions. 
However, taking into account that the research subjects make 
their choice independently and voluntarily, albeit with some 
restrictions, any prohibition in such situations looks morally 
questionable.    

CONCLUSION 

The theory linking VIC-related issues to patient autonomy 
reflects the dominant, but not the only, approach to the 
problem found in the scientific literature. Its heuristic potential 
lies not only in the ability to explicate the evolution of ethical 
and legal foundations — legal incidents and moral collisions — as 
prerequisites for reformatting relationships in clinical medicine, 
where adequate provision of information to the patient 
underpins autonomous choice, but also to draw attention 
to a broader sociocultural context. The latter connects 
transformational processes in medicine with the assertion 
of values of individualism and self-determination in society.   
Medicine has been growing more and more technological and 
digital lately, which intensifies these trends through expansion 
of the patient's awareness, fostering the desire to actively 
monitor health indicators with the help of health trackers and 
self-diagnostics devices. Therefore, it is now necessary to 
take into account the new contexts of the rapidly developing 
e-healthcare. While telemedicine entailed procedures designed 
to obtain VIC remotely, advances in genetics and biobanking call 
for rethinking of both the information component and the way 
in which consent is obtained for each study, as genetic data is 
reusable.  Thus, adequate responses to the challenges posed 
by new biomedical technologies, as well as improvement of 
the doctor-patient relationship, require further interdisciplinary 
research addressing VIC theory and practice of its application 
in current medicine. 
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AWARENESS AS A CRITERION OF LEGALITY OF OBTAINING THE PATIENT'S CONSENT 
TO MEDICAL INTERVENTION

The doctrine of patient consent to medical intervention, as a compulsory procedure, emerged in the forties of the twentieth century. However, up until the 

present the problem of obtaining patient consent cannot be considered conclusively resolved. One of the intervention legality criteria is the patient's complete 

(sufficient) awareness of the proposed medical intervention. 
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А. Н. Пищита    , В. А. Алексеев, К. Н. Борисов

ИНФОРМИРОВАННОСТЬ КАК КРИТЕРИЙ ЗАКОННОСТИ ПОЛУЧЕНИЯ СОГЛАСИЯ ПАЦИЕНТА 
НА МЕДИЦИНСКОЕ ВМЕШАТЕЛЬСТВО

Доктрина обязательного получения согласия пациента на медицинское вмешательство возникла в сороковые годы двадцатого века, однако, до сих пор 

проблему регламента получения согласия пациента нельзя отнести к категории окончательно решенной. Одним из критериев легитимности выполнения 

вмешательства является полная (достаточная) информированность пациента о предлагаемом медицинском вмешательстве, рисках и осложнениях 

при его выполнении. Кроме того, расширение прав граждан, получающих медицинскую помощь, в рамах Федерального закона от 21 ноября 2011 г. 
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Awareness is one of the fundamental criteria backing the 
patient's right to give or refuse consent to medical intervention. 
The legal requirement to inform the patient primarily covers the 
following:

–  risks of unfavorable development of the disease (condition) 
in case the patient refuses medical intervention; 

– risks of development of complications associated with the 
medical intervention necessitated by the patient's condition (disease).

It is awareness that allows the patient to compare the 
risks of adverse development of the disease and the probable 
(described in the literature) complications associated with the 
intervention that may arise both during such an intervention, 
immediately thereafter or later. 

The first document to formalize the basic principles of 
sufficient awareness of a person participating in the study 
was the Nuremberg Code of 1947, the international code 
governing human experiments. The code states that a study 
participant should have sufficient knowledge and understand 
the essence of the information presented, these knowledge and 
understanding enabling the participant to make the participation 
decision while clearly seeing the purpose of the research effort 
and the associated risks the participants are exposed to.  

Before being asked for a well-informed decision, the 
candidate participant should receive information about: 

– duration and purpose of the study; 
– means and methods applied; 
– the expected inconveniences and probable harm to the 

participant's health associated with the study; 
– negative consequences for the participant's mental and 

physical health that can, with a certain degree of probability, be 
a result of participation in the experiment.

After the Nuremberg trials, the concept of "informed consent" 
is systematically used in European and US courts in the context 
of medical malpractice cases involving compensation for harm 
caused through inappropriate provision of medical care. 

Around 1950s, the information doctors provided to the 
patients was of a purely professional (medical) nature, but in 
the 1970s, there was introduced the patient-oriented approach, 
which prescribed presenting information in the form the patient 
can comprehend, with the mandatory components thereof as 
follows: 

– treatment purpose description, 
– possible risks,
– existing alternative treatments.
Subsequently, the provisions of the first clause of 

the Nuremberg Code, which determine the amount and 
nature of information mandatorily provided to a candidate 
study participant, were substantially extended. They found 



ОРИГИНАЛЬНОЕ ИССЛЕДОВАНИЕ

16 МЕДИЦИНСКАЯ ЭТИКА   1, 2021   MEDICAL-ETHICS.RU| |

application not only in the context of lawsuits pertaining to harm 
caused in the course of clinical trials, but also in litigations about 
compensations for harm caused through improper provision of 
medical care. 

In 1997, Article 5 of the Convention on Human Rights and 
Biomedicine stipulated that not only clinical trials, but also 
medical interventions require free, awareness-based informed 
consent given by the person offered such interventions.

Upfront, such a person should be provided with appropriate 
information about the purpose and nature of the proposed 
intervention, its possible consequences and risks associated 
therewith [1].

In Russia, the doctor's duty to obtain "the patient's 
consent" was first formalized on December 1, 1924, when 
the National Central Executive Committee and the Council 
of People's Commissars of the RSFSR enacted the Decree 
"On professional activity and rights of medical workers" [2].   
However, this document required obtaining consent only before 
surgery. Declaration of the Rights and Freedoms of Man and 
Citizen adopted by the Supreme Soviet of the RSFSR in 1991, 
the Constitution of the Russian Federation, Fundamentals of 
the Legislation of the Russian Federation on Health Protection, 
the Russian Federation Law "On Transplantation", the Russian 
Federation Law "On psychiatric care and citizen rights 
guarantees in the context of its provision", as well as a number 
of other legislative acts adopted in the 1990s, have significantly 
expanded the personal inviolability rights of citizens (including 
personal information protection rights) in the context of applying 
for medical assistance, including: 

– the right to informed voluntary consent to medical 
intervention (Article 32 of the Fundamentals of the Legislation of 
the Russian Federation on Health Protection);

– the right to refuse medical intervention (Article 33 of the 
Fundamentals of the Legislation of the Russian Federation on 
Health Protection);

– the right to receive information about the person's health 
in an accessible form, including information about examination 
results, presence of the disease, diagnosis and prognosis, 
treatment methods, the associated risk, medical intervention 
options, consequences thereof and treatment results (Article 31 
of the Fundamentals of the Legislation of the Russian Federation 
on Health Protection) [3]. 

The definition of the "patient's informed voluntary consent" 
was adopted in the Russian legislation for the first time ever. This 
definition reflects the patient's right to make an independent, 
awareness-based decision to give consent or refuse medical 
intervention.

The Federal Law 323-FZ "On Basics of Health Protection 
of the Citizens in the Russian Federation" (passed in 2011) 
entitles the patient to receive full information from a medical 
professional, this information enabling the patient to make 
a decision on granting consent to the proposed medical 
intervention.

Although the definition of "informed voluntary consent" has 
not changed, it is only since 2012 that people seeking medical 
assistance at medical institutions have the right to make a 
decision on allowing a medical intervention once they are in 
possession of all the relevant information. 

Any medical intervention that affects physical, mental, 
social components of a person's life can take place only after 
the person such intervention is offered to gives free, informed 
consent for this specific certain medical intervention.   

There is an innovation in the legislative regulation of 
realization of the citizens' right to personal inviolability in the 
context of medical care:

on the one hand, the law entitles the patient to all the 
information a medical institution has about health (diseases, 
complications) of this person; 

on the other hand, the law obligates medical workers to 
fully inform the patient deciding whether to consent to or refuse 
medical intervention, the information provided enabling the 
patient to make the important decision. 

Following is the review of the order observed by the subjects 
of medical relations (legal aspects thereof) as they exercise their 
duly formalized rights and fulfill obligations having to do with the 
need to provide information to the patient before obtaining his/
her consent to the medical intervention. 

Article 20 of the Federal Law "On Basics of Health Protection 
of the Citizens in the Russian Federation" lists the information 
that a medical professional must provide to a patient before 
obtaining his/her consent to medical intervention. 

The informed voluntary consent of a citizen is a necessary 
prerequisite for medical intervention. The consent can be given 
by the patient personally or by his/her legal representative; 
the decision relies on the information provided by the medical 
professional (in full and in an accessible form): 

– about the goals, methods of provision of medical 
assistance, the associated risk, 

– about the possible medical intervention options, 
consequences thereof, and 

– about the expected results of medical assistance [4]. 
Besides, the patient is entitled to get the following information 

from the medical institution in the comprehensible form:
– about the state of his/her health, including information 

about the results of a medical examination, presence of the 
disease, diagnosis and prognosis, 

– about the methods of provision of medical assistance, the 
associated risk, 

– about the possible medical intervention types, consequences 
thereof, and 

– about the results of medical assistance [5].
A medical institution, represented by the attending physician, 

is also obliged to:
– inform citizens about the possibility of receiving medical 

care under the state program guaranteeing free provision 
of medical care to citizens and territorial state-guaranteed 
programs stipulating free medical assistance to citizens;

– provide patients with reliable information about the 
medical care provided, the effectiveness of treatment methods, 
drugs and medical devices used; 

– using communication patterns/channels accessible to 
the citizenry, including websites, inform people about medical 
activities and medical professionals, level of their education and 
qualifications, as well as provide other necessary information as 
prescribed by the rulings of the authorized federal executive body;

– inform patients of the order of gratuitous provision of 
medical assistance as guaranteed by the state program, the 
scope thereof and conditions applicable thereto [6].

In addition, the attending physician, when recommending 
the patient a drug, a medical device, foods for special medical 
purposes or a breast milk substitute, shall inform the patient 
about how he/she can obtain such a drug, medical device, 
foods for special medical purposes or a breast milk substitute 
free of charge, as per provisions of the legislation of the 
Russian Federation [7]. Apart from Federal Law 323, there are 
other federal regulations that govern medical professionals' 
responsibility to provide patients with information. In particular, 
there are consumer protection laws that apply to the cases of 
provision of medical assistance by medical institutions under 
voluntary and compulsory health insurance policies [8]. 
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Article 8 of the Russian Federation Law "On Protection 
of Consumer Rights" entitles the consumer's (patient's) right 
"to request provision of the necessary and reliable information 
about the manufacturer (executor, seller), its work pattern 
and the goods (works, services) sold [9]", and Article 9 of this 
Law clearly obligates the manufacturer (executor, seller), upon 
consumer's request, to provide clear information about itself 
and the maker (seller) (company name, location (address), work 
pattern, legal entity state registration number, last name, first 
name, patronymic (if any), private entrepreneur state registration 
number) [10]. 

Since medical services are licensed and medical professionals 
rendering such should be accredited by the state, under 
the said law the consumer (patient) must be informed of 
the type of activity of the manufacturer (executor, seller), the 
license number and (or) the number of the state accreditation 
certificate, the duration of this license and (or) certificate, and 
provided information on the body that issued this license and 
(or) certificate [11]. 

Under the Law, the above information shall mandatorily be 
provided to the consumer of medical services (patient) even if 
such services are provided outside the permanent location of 
the medical services provider (at home, in a factory, outdoors 
and in other conditions) [12]. 

The medical services provider (medical professional), 
mandatorily and in a timely manner, provides the consumer 
(patient) with the necessary and reliable information about the 
goods (works, services) that enables correct selection of such 
goods (works, services) [13]. 

The Law also lists pieces of information that should be 
conveyed to the patient as consumer of the medical services:

– information about the main consumer properties of goods 
(works, services);

– information about contraindications relevant in the 
presence of certain diseases;

– the price in rubles and the goods (work, services) purchase 
conditions, including post-payment situations, when the goods 
(work, services) are paid for after a certain time following their 
transfer (performance, provision) to the consumer, and the 
full amount payable by the consumer, as well as the payment 
schedule covering this amount;

– warranty period, if any; 
– rules and conditions ensuring effective and safe use of the 

goods (works, services);
– service life or shelf life of the goods (works), as established by 

the Russian Federation Law "On Protection of Consumer Rights"; 
– information about the actions the consumer needs to 

take once the specified periods are over, and the possible 
consequences of refusal to take such actions in case the goods 
(work), when expired, are dangerous for life, health and property 
of the consumer or become unsuitable for use as intended;

– address (location), company name of the manufacturer 
(executor, seller), authorized organization or authorized private 
entrepreneur, importer; 

– mandatory confirmation of the conformity of goods 
(works, services) specified in paragraph 4 of Article 7 of the 
Russian Federation Law "On Protection of Consumer Rights"; 

– rules of sale of goods (execution of work, provision of 
services);

– clear indication of a specific person who will perform the 
work (provide a service), and information about this person, if it 
is relevant from the point of view of the nature of work (service) [14]. 

The Law holds the executor (medical organization) 
responsible for provision of inappropriate information about the 
work and/or service offered to the patient.

A medical organization, as a service provider that did not 
give the patient complete and reliable information about the 
medical procedure/treatment, is responsible for the faults 
associated with the said service (work) manifesting after its 
completion and resulting from the patient not being provided 
the reliable information in full.

Having discovered deficiencies in the results of the service 
provided (work performed), the patient has the legal right, at 
his/her discretion, to demand from the medical organization:

1) gratuitous elimination of the said deficiencies, including 
complications arising during or after medical intervention;

2) an appropriate price reduction, if the medical service 
(work) is rendered (performed) for a fee;

3) gratuitous fabrication of another item (for example, a 
denture) from the same material and of the same quality, or 
refabrication. In this case, the consumer (patient) shall return 
the item previously transferred to him/her by the provider;

4) reimbursement of the costs the patient incurred to 
eliminate the faults of the provided medical service (work 
performed), such elimination done himself/herself at his/her 
own expense or with the help of third parties at their expense.

Under Article 29 of the aforementioned Law, a patient, as a 
consumer, has the right to claim compensation for poor results 
of both the work performed and the services rendered. This 
is not an exhaustive list of information a medical professional 
should provide to a patient before obtaining consent to medical 
intervention.

Current legislation of the Russian Federation assumes 
administrative, civil, and criminal liability for medical professionals 
(medical organizations) if they fail to provide the patient, as 
a consumer of services, with sufficient, reliable, complete 
information about the service offered.

Federal Laws lack clear definitions of characteristics of 
information (complete, sufficient, reliable), which makes conforming 
to such requirements problematic and enables some patients, i.e., 
consumers of medical services, to abuse their rights. 

CONCLUSIONS

1. The terms used in federal regulations, i.e., "complete, reliable, 
sufficient information", do not have clear legal definitions.

2. The vagueness of the list of pieces of information that 
must be provided to the patient prior to the registration of his/
her consent to medical intervention, such consent relying on 
complete awareness, creates difficulties in the exercising of the 
patient's right to personal integrity.

3. It is necessary to legislate the list of pieces of information 
that medical professionals are obliged to provide to the patient 
in order to obtain his/her consent based on sufficient and 
reliable information, relying on the current legislation of the 
Russian Federation, as applied to court cases of violation of 
patients' rights in the context of provision of medical services 
under voluntary and compulsory health insurance policies. 

4. Clear legislation that would regulate obtaining patient's 
consent to medical intervention will enable full realization of the 
patients' right to personal integrity and also help avoid holding 
medical professionals (medical organizations) legally liable on 
formal grounds, in cases not involving harm to the health and 
life of the patient.
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THE INHERENT RIGHT TO MAKE A MISTAKE (ON INFORMED CONSENT)

The Informed Consent (IC) procedure is considered as a legal construct, a product of liberal economics. As such, IC is a tool for shifting responsibility for the choice 

of intervention from the seller of health care services to the consumer and is a binding contract to avoid legal liability and all sorts of losses on both sides. The set 

of problems surrounding the IC can be explained by the significant difference between an experimental procedure (for which it was originally created) and everyday 

clinical practice. The application of the IC law has no mechanisms for its individual application because it fails to take into account the psychology of decision-making. 
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Н. А. Зорин

НЕОТЪЕМЛЕМОЕ ПРАВО СОВЕРШИТЬ ОШИБКУ (ОБ ИНФОРМИРОВАННОМ СОГЛАСИИ)

Рассматривается процедура добровольного информированного согласия (ДИС), как правовая конструкция, продукт либеральной экономики. В этом 

качестве ДИС является инструментом перекладывания ответственности за выбор вмешательства с продавца медицинских услуг на потребителя и 

является контрактным договором, позволяющим избежать судебной ответственности и всевозможных потерь с обеих сторон. Комплекс проблем 

вокруг ДИС можно объяснить существенным различием ситуации эксперимента (для которой оно создавалось первоначально) и повседневной 

клинической практики. Закон о ДИС не имеет механизмов индивидуального применения, ибо не учитывает вопросов психологии принятия решений.

Ключевые слова: биоэтика, добровольное информированное согласие (ДИС), индустриальное развитие медицины, либеральная экономика, психология 
принятия решений
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“...Securing agreement on general claims (like “respect human beings”) is easy but securing 
agreement on the meaning of these claims is not”. 

Xavier Symons [1]

Background1

The informed consent (IC) is justly regarded as an achievement 
in social development that has been established during 
transition from “medical” to “social” model of medicine. PD 
Tishhenko writes the following: “In the space, open to the public 
eye, the idea of human rights as the attribute of individual’s 
unique personality and citizenship is beginning to dominate, 
the implementation of which in biomedicine shows up in the 
fact, that the main principle concerning the doctor-patient 
relationship is the principle of voluntary informed consent. 
Moreover, this concerns both scientific research and daily 
medical practice” [2]. However, the further development has 
demonstrated significant differences between the experimental 
procedure (for which the subjects’ IC was originally created and 
used)2 and the daily clinical practice, whereas there has been 
no substantive change in IC3.

A notable difference between the subject’s “problem of 
choice” and the patient’s choice is the fact that the choice 
of participation/non-participation (in the experiment) is joined 
by the treatment option selection, which is most commonly 
the selection not between two options, but between multiple 
options. Moreover, the patient is cornered by the disease; 
refusal to make a decision or fear of “bad decision” inevitably 

gives rise to the feeling of guilt and does not contribute to 
recovery. This distinction was the reason for mutual irritation 
of physicians and patients (specifically in Russia). They started 
living in a world, where the statement “What gave you the right 
to tell me about it?”, attributed to Z. Freud, who was told by 
his physician that he had cancer, was replaced by the nearly 
forcible knowledge about the disorder4. After all, biopower (M. 
Foucault) then “took the form of caring about the quality of 
human life, its health and effectiveness” [2]. 

Where does the conflict come from? This would be the 
focus of our report.

Ethics and market economy 

Apparently, the Nuremberg Code moral and legal standards, 
just like the subsequent Declaration of Helsinki, that gave 
rise to contemporary IC used in daily clinical practice, were 
successfully seized by the Market, and IC was absorbed in the 
industrial, market-oriented, and economic environment serving 
the interests of those. 

IC has nothing to do with medicine. It is a legal construct, 
the product of market economy that includes medicine as a 
health care services production industry. It is a product of a 
contractual arrangement between the seller and the consumer 
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1 All the emphasis marks to the text are made by me, NZ, unless explicitly stated otherwise.
2 «First of all, the subject informed consent is essential, which means that the person engaged in the experiment has a legitimate right to give such consent and is free 
to choose, without any violence, deception, fraud, trickery, or any other forms of covert coercion; has adequate knowlege allowing him/her to grasp the experimental 
concept and to make an informed decision. The latter requires the subject to be informed about the nature, duration and objective of the experiment;experimental 
methods; all possible inconvenience and risks; the consequences of the experiment for the health and moral well-being before submitting the consent”.[ibid.]
3 Another variant of such mismatch is the use of IC to euthanasia. However, the details of the issue fall outside the scope of our study.
4 One female patient said: “I was offered to submit IC; after a conversation I felt like I had been molested” (private message to NZ). Yes, the patient has a right to refuse 
to be informed and to choose. However, this right is usually realized after conversation with the physician …
5 By the way, regardless of the “freedom”, VV Vlasov does not like such a choice: “Unfortunately, the wretched Russian law provides for “consent to intervention” and “refusal 
to intervention”. Thus, the patient is forced into synthetic situation of choosing between treatment and no treatment. The fact in concealed (?NZ) that consent submission is a 
form of treatment option selection, which  is provided for by the law, pointing out the necessity to inform the patient about “other treatment options”. (?NZ) [Ibid.].

of services, and, in many ways, a consequence of judicial 
precedents. At times of complete and utter mind games, 
overwhelming mutual blackmail and clarification of claims in 
court, the existence of IC is reasonable and necessary.

The objective of IC is to allow both parties to avoid judicial 
responsibility and to deter all kinds of losses. The origin of IC 
is market (economy). IC is a legal structure. This is indirectly 
confirmed by the fact, that the ideas of IC are actively promoted 
either by non-physicians, or by those, who have not requested 
any consent from the patient for a long time… The mechanism 
for IC creation is convention, the process agreement “sanctified” 
by the actions making it lawful: for example, by “internationality” 
(i.e., the global segregation), and “collectivization” of guilt and 
liability.

Everything else (discussions about “rights”, “freedom”, etc.) 
has turned into political and ideological “noise”, which allows a 
certain range of people to use the listed mechanisms to control 
the actions of others [3]. In her article “How Neoliberalism Is 
Damaging Your Mental Health”, Ruth Cain (lecturer in law, 
University of Kent) tells of “an economy of non-stop distraction, 
in which attention is repeatedly grabbed at and financially 
exploited“ [4].

There are various mechanisms of finger-pointing and 
shifting the responsibility as a form of protection against judicial 
responsibility (consequences of harsh actions, accidents and 
occasions) both in medicine and in other areas related to 
contractual arrangements: 

• IC
• Conflict of interest disclosure 
• Assisted suicide (“risk mutualization”)
• Writing prescription containing just the international 

nonproprietary name (the patient can select an affordable drug)
• Warning about potential health hazard of harmful 

addictions (smoking, alcohol consumption, etc.)
• Warning about unacceptability of certain actions (about 

washing a dog in a washing machine, drying a cat in a 
microwave, the possibility to burn one’s hands with hot coffee 
in a paper cup, and other “instructions for imbecile”; almost all 
of them result from judicial precedents) [5].

These mechanisms work even in the realm of outright 
fraud: after his release from prison, SP Mavrodi gave us 
a “groundbreaking” warning: “Be careful! It’s a pyramid 
scheme!”… I.e., he gave a clear warning, telling the public 
he was a thief! And then? And then it’s our fault that we have 
agreed to participate after such a warning… [ibid.]

The closest thing to IC is the customer’s decision to 
purchase or not to purchase a product after the seller has told 
him straight all the pros and cons of the product. 

Therefore, the majority of Russian physicians do not like 
the IC requirements. These destroy the physician’s identity. The 
physician ceases to be “hippocratic”: the one, who has been 
formerly responsible for intervention decision making, becomes 
a service worker. Ultimately, the physician cares only about the 
stakeholders’ signatures on the IC agreement.

The concept of having “a right to be informed” is put above 
the concept of benefit and harm. The patient has a right to 

make a wrong choice (not to choose, as it is called, the most 
optimal option), and the physician has to bend before this 
right contrary to his original intent (to “nonmaleficence” and 
other “old-fashioned” virtues of classical medicine)… Unless 
the patient selects the “option” not to be informed, prohibition 
to push the patient for decision paradoxically deprives the 
physician his right to give a qualified advice, and forces the 
physician to play sort of a game with the patient, similar to “yes 
and no not to speak”, “black and white not to take…”.

The liberal colleague writes the following: “When informing 
the patient, we have to consider the fact that it is not us who 
make a treatment decision, but the patient. Moreover, it is 
extremely important to keep in mind that the decision to be 
treated or not to be treated, as well as the treatment option 
selection, is not at all a medical decision” [6].

In terms of classical medicine, it sounds like sacrilege. All 
right, the patient’s decision to be treated/not to be treated is 
really not a medical decision5. However, why do we consider 
the decision non-medical when shifting the responsibility to 
select the treatment option onto patient? Because shifting the 
responsibility to make a medical decision onto incompetent 
person requires “legal cleanup” to avoid judicial responsibility 
for such shifting. And then the treatment method (!) becomes 
the “non-medical” issue.

Within the bounds of “old-fashioned” classical “hippocratic” 
medicine, the principles of which are being taught at the 
medical higher education institutions by inertia along with the IC 
principles, shifting the responsibility onto patient is considered 
immoral. There is a “cognitive dissonance”. Therefore, the 
opposite process aimed at removing the conflict is going on. 
The “tenets” of classical medicine (Hippocratic Oath, etc.) are 
revised, rethought and destroyed in a logical manner, being 
considered as outdated [7], [8].

The concept of morality is also being revised; it can transform 
into its opposite in accordance with economic viability. It is 
something like the Xth revision of Ten Commandments [3].

The Sicily statement for some reason firmly tied “the round 
and the sour”, and namely IC and evidence-based medicine 
(EBM). The statement stipulates: “Decisions should be made 
by those receiving care, informed by the tacit and explicit 
knowledge of those providing care, within the context of 
available resources» [9]. This link (IC=EBM) appears to be a 
discouraging political chicanery, very much like the link between 
homophobia and fascism. This paralyzes any criticism. Who 
wants to be perceived as being a retrograde or a rascal?

In the context of modern economic liberalism of medicine 
the responsibility not only of the intervention selection, but also 
of his health, has been shifted onto patient under the pretext 
of Freedom (Free will). “Neoliberalised healthcare requires every 
patient <….> to take responsibility for her own state or behaviour. 
<… > Neoliberal states divest themselves of the costs of care 
by individualising and privatising care duties. People displaying 
troubling symptoms are divided into the “dangerous”, against 
whom punitive or authoritarian containment methods may be 
used, and those left to cope with what resources they or their 
families have left” [4]. 
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6 «While understanding the psychological aspects < … > interests did not always coincide, i.e. have the same objects. That is why those, who try to prove the 
coincidence of interests on the basis of the human nature unity, fail to achieve the desired goals» [11] (p .466).
7 Unfortunately, you can be sure that the issue of euthanasia legalization in Russia would be raised….

Actually, unless someone is unaware, real patients (in case 
of no serious life threat) are being affected by various illnesses 
and use the treatment options as they see fit [10]. 

And now, let’s imagine the impossible. There lives an 
intelligent, conscientious and honest physician, who “has the 
knowledge about all the proposed interventions”, even the 
knowledge no one else has (i.e. knowledge about the COVID 
vaccines). He has no unconscious mind, but only conscious 
awareness. Perhaps, he may also have a natural skill to talk to 
other people in a way that his words are understood by every 
person (regardless of daily learning of lessons that all people 
do is fail to understand each other…). There also lives an 
awesomely smart, honest and “motivated” patient, who is free 
of unconscious processes, two-facedness and ulterior motive, 
just like the physician… For some reason, his disorder has not 
affected his ability to hear kind and supportive words. And both 
of them, motivated by mutual affection and the desire “to inform 
and to be informed”, meet in the extraordinary space; they also 
have more than enough time to talk about everything. After all, 
let's ask ourselves: “Is that free choice really possible?”  

It is a suitable time to recall the words from the epigraph: 
“...Securing agreement on general claims (like “respect human 
beings”) is easy but securing agreement on the meaning of 
these claims is not”. That is, the general principle “the patient 
has a right to be informed” is not (and cannot be) satisfactorily 
implemented in private manner. 

And we’re back to the fact that the existing form of IC 
explicitly or more often implicitly suggests that all people are 
the same6. In other words, psychological aspects of decision 
making (to accept/not to accept) are not taken into account by 
the law. That is why the diversity and complexity of the internal 
picture of the disease together with understanding the purpose 
of patient’s visit to the doctor [10] are replaced by the process 
agreement. All the technological clarifications concerning 
the interaction between the parties (“delicately”, “gradually”, 
“amply”, “in simple terms”, etc.) appear to be the flirty smile of 
the Market towards humanism and good intentions.

“It is enough for the physician to one day become a medical 
practice's customer to experience firsthand the illusion of the 
declared medical “moral progress”, as well as the pharisaical, 
hypocritical nature of requirements for the customer stated 
in the listed above declarations: “to have adequate (?NZ) 
knowledge” in order to «make an informed free choice”. 
“Adequacy”, “mindfulness”, etc., are the fundamentally non-
operationalizible terms (either being non-verifiable, or being 
verifiable in theory through specific conventional long-term 
psychological research). And, if so, once spoken aloud these 
words immediately become mottos. In the contemporary 
medical education arrangement system there are no physicians 
having “adequate knowledge”, to “make informed decisions” 
while acting as a patient, in case the issue goes beyond their 

narrow specialization, not to mention the non-physicians, and 
the fact that in an era of the Fourth Estate no decision could 
be called free. Freedom has been successfully substituted by 
mottos about Freedom” [12]. 

Makes you wonder if anybody knows this. Many physicians 
are well aware that the “free choice” is simply impossible. For 
example, by definition, as “life constrained in its freedom” (K. 
Marx) can't possibly be free to choose. At their best, physicians 
and patients are left to rely on intuition, and in the worst case 
they are left to mimic sort of mutual agreement. 

This looks especially cynical and prominent in case of 
obtaining the IC to mercy killing (euthanasia). For example, a 
12-year-old adolescent (Netherlands) is expected to be aware 
of the meaning and consequences of the situation, and certain 
physician (usually psychiatrist) is thought to be able to ascertain 
this. Situation of IC in mentally disabled patients is no better [ibid.].

A few implicit self-deprecating assumptions can be 
discerned in the reform efforts of Russia, suffering from the 
national inferiority complex since ancient times: that society 
together with ethics always develop progressively; that the 
Western medicine is obviously by all accounts better than 
other kinds of medicine; that it is scary to have a reputation 
of retrograde and supporter of “undemocratic solutions”, as 
well as of paternalism supporter, etc. With that attitude of the 
situation we are in danger of losing our autonomy.

Conclusion

First, the experimental procedure (for which the IC process 
was originally created) differs significantly from daily medical 
practice, whereas there has been no substantive change in IC. 
This is one of the reasons why a large number of physicians 
reject IC. Perhaps, the fundamentally different IC forms should 
be developed for different situations: for clinical trials (CT), for 
disorders (IC to intervention), for euthanasia7, etc. 

Second, the IC Law “for every person” in used in Russian 
clinical practice, i.e. it is a part of the species survival strategy. There 
is no (and, perhaps, there cannot be any) satisfactory mechanism 
of the Law implementation under the individual survival strategy, 
i.e. the application of the Law to a certain individual.

Third, we have a reason to believe that nowadays the 
problem of IC in certain patient has no other solution than to 
remain the legal construct servicing the market economy. As 
such, this is reasonably necessary. We should treat declarations 
on freedom and desired voluntary bounds accordingly. We 
have to admit that the only truly free patient’s choice is the 
choice of refusal to be informed and shifting the responsibility 
onto physician.

Fourth, it's quite possible that the future attempts at 
improving the IC Law would require getting back with “obsolete” 
values of classical medicine.
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INFECTIOUS DISEASES 

Stages of the informed consent (IC) process, being the instrument for protecting the rights and dignity of the research subjects, ideology and essence development 

during the crises in medicine have been studied on the example of the infectious diseases. Special emphasis has been placed on the 100-year national history 

of the informed consent ethical and legal principles development. The review of information process content and logistic improvement (individual, public, delayed 

and broad IC) during vaccine testing and vaccination in emergency settings has been provided. Implementation of the WHO programmes aimed at eradication of 

preventable infections (polio, measles) illustrates the coherence of adherence to awareness-raising ethical standards with the success of epidemic control. The 

development of preventive vaccination ethical algorithm and the practice of its use during the epidemic crises have a significant predictive value for organization 

and control of using the vaccines during the pandemic.
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О. И. Кубарь    , М. А. Бичурина, Н. И. Романенкова

КОНЦЕПЦИЯ ИНФОРМИРОВАННОГО СОГЛАСИЯ ОТ ИСТОРИЧЕСКИХ КОРНЕЙ ДО КРАСНОЙ ЛИНИИ 
СОВРЕМЕННЫХ КРИЗИСНЫХ СИТУАЦИЙ В ИНФЕКЦИОННОЙ ПАТОЛОГИИ

Проведено изучение этапов процесса развития идеологии и содержания информированного согласия (ИС) как инструмента защиты прав и достоинства 

участников исследований и в кризисных ситуациях в медицине, на примере инфекционных заболеваний. Специальный акцент сделан на более чем 

100–летний период отечественной истории становления этических и правовых принципов формирования информированного согласия. В отдельном 

разделе дан обзор совершенствования содержательной и логистической характеристики процесса информирования (индивидуальное, общественное, 

отсроченное и широкое ИС) при испытании вакцин и проведении вакцинации в чрезвычайных ситуациях. На примере реализации глобальных 

программ ВОЗ по ликвидации управляемых инфекций (полиомиелит и корь) продемонстрирована сопряженность следования этическим стандартам 

информирования и достижения успеха противоэпидемических мероприятий. Создание этического алгоритма вакцинопрофилактики и опыт его 

применения в кризисных эпидемических ситуациях имеет важное прогностическое значение при организации и контроле применения вакцин в период 

пандемии.
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Responsible adherence to the norms of law and morality 
(ethics) is a historically justified constant of public health 
system management and regulation. However, we need to 
acknowledge that adherence to normative and ethical principles 
is essential in the context of logistic changes resulting from 
new challenges related to scientific progress or global health 
emergencies. In the circumstances, due respect to human 
dignity, rights and fundamental freedom truly plays a crucial 
role, and the ethics reaches the level of the conflict of interest 
resolution and the benefit/risk/damage balance criterion. The 
priority role of ethics, in turn, requires continuous improvement 
of multidisciplinary and pluralistic dialogue between all parties 
concerned based on objectivity, openness and trust.

Achieving the doctor-patient mutual understanding, where 
special responsibility belongs to information exchange and 

the parties’ consent, is the universal instrument that ensures 
protection of human dignity throughout many centuries of the 
history of medicine. 

The cultural diversity features importance for the 
information process building led us to appeal to the base of 
this phenomenon documentation in Russia, as well as to the 
dynamic changes in development in the specific context of 
extreme pressure on the healthcare systems associated with 
control and management of infectious diseases.

METHODS

Methodological approach used in our study consisted in 
exploratory research and consistent reporting of the informed 
consent development and implementation in Russia covering 
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the periods of imperial Russia, USSR and modern Russian 
Federation. Archival documents, legal acts and printed matter 
issued from 1902 to date were revised 1, 2]. The national and 
international legal acts, including the guidelines for good clinical 
practice (GCP), UNESCO and WHO documents developed 
with the author (having the status of the WHO expert and the 
UNESCO IBC member) assistance, were analyzed in order to 
demonstrate the dynamic changes in the informed consent 
development and implementation features during clinical trials 
and the use of vaccines [3, 4, 5]. Special attention was paid to 
investigation of the WHO programmes aimed at eradication of 
polio, measles, rubella and congenital rubella [6, 7, 8, 9]. The 
section on assessing the IC role in eradication of preventable 
infections is based on methodological resources of the 
WHO guidelines and direct experience of such programmes 
implementation within the framework of managing the polio/
measles/rubella WHO subnational laboratory [10, 11, 12].

RESULTS

Examining the origins of the informed consent institutions 
formation in Russia was the initial phase of our study, which 
defined our interest to understand the dialectic of relationship 
between law and ethics in medicine. The task ahead was to 
assess the contingence and mutual influence of historical 
moral foundations underlying national bioethics based on the 
experience of implementation in critical epidemic situations. 
These developments had a special resonance and were of key 
relevance in the context of the COVID-19 pandemic, under 
which both national sovereignty conflicts and specific morality 
of national consciousness had become apparent [13]. 

In that regard, it is extremely important to note the moral 
high ground of the medical profession peculiar for Russian 
statehood that is reflected in a series of historical and cultural 
papers [14, 15, 16, 17]. Of particular note is some written 
evidence of moral and legal regulation of communication, which 
has been presented earlier in a special series of reviews [1, 2].

According to chronology of the research, the first available 
publication was concerned with the moral regulation of health 
activities based on the example of the trial of Dr. Modlinsky, who 
was found guilty of “failure to ask the patient for consent” by the 
Criminal Cassation Department of the Senate of the Russian 
Empire [published in the “Legal Drama” magazine, 1902, No. 2]. 
This example suggests that it was legally recognized obligation 
to obtain the patient’s consent to medical intervention in Russia 
in the early 20th century, and the regulatory framework existed 
for sanctions related to non-compliance with this legal rule. 
The principle of morally graded attitude to the fact of patient’s 
was obligatory too, as was clear from the comment given by 
professor of criminal law Tagantsev: “the patient’s consent is 
powerless to grant impunity in all cases of healing” (published 
in the “Law” magazine, 1902, № 12) [1, 18, 19]. 

The truly unique paper by Dr. B.V. Dmitriev “Thyroid Gland 
Transplantation Case and Legal Issues Related to Such 
Transplantation“, published in 1917, is the irrefutable proof of 
the legal recognition of the medical research involving human 
subjects in the imperial Russia [20]. This paper presents the full 
list of major ethical requirements for conducting such surgical 
interventions, among which is the obligation to inform both 
donors and recipients about all the potential consequences of 
medical intervention. The requirements for the donor’s physical 
and mental health are also emphasized, as well as the need 
for the “transient and mild nature of injuries”, guaranteed by 
the doctor. The text of the note written by the female patient 
E.P., presented in the paper by Dr B.V. Dmitriev, is of historical 

value. The note is blatantly obvious to be contingent with the 
current standards for the ethically acceptable elements of the 
contemporary IC process [20, p. 628]. The original text of 
the note contained the list of items common to all up-to-date 
international instruments on bioethics, such as confidentiality, 
respect for autonomy, risk awareness, respect for freedom and 
voluntariness of decision-making, and the need to consider 
the social and psychological maturity of the person being the 
research subject. All of the above defines our point of view that 
this note is essentially the first fully valid example of the patient 
informed consent form, possibly not only in Russia [2].

Legal sufficiency and completeness of this fact are 
substantiated by the concept developed by A.F. Koni, one of 
the most respected Russian lawyers, who stated that there 
was no criminal activity in selling organs for medicinal purposes 
[20, p. 629–630]. The legally recognized contract between the 
donor and the recipient, containing provisions for exclusion of 
“minors, mentally retarded people, and people being in the 
state of artificially induced excitement”, was indispensable 
for the legality of such an action; furthermore, the concept 
stipulated that the decision on participation had not had to be 
provoked by “psychological coercion, deception, seduction, 
profit, or authoritative suggestion”, i.e. in modern terms the 
decision had to be free and informed.

Thus, the analysis of the relationship between ethics and law 
in the early 20th century Russia suggests that the humanistic 
ideas of voluntary, confidentiality, and informed nature of the 
research subject decision-making took place together with 
the responsibility and mercy of the physician-scientist and 
regulations in force. This highlighted the rich moral heritage and 
bioethics potentiality of Russia [14, 17]. 

When discussing the historical perspective, we should 
highlight the ethical and legal regulation of medical and biological 
research in the former USSR. Studying the legal instruments 
available revealed that already in the first years of the Soviet 
power's existence the Act of the RSFSR dated December 
1, 1924, “On the Professional Work and Rights of Medical 
Workers” clearly specified the need for “the patient’s consent, in 
particular when conducting surgical procedures”, and the fact 
that “in individuals under 16 or mentally disabled individuals” 
the “consent of their parents or guardians” was essential. The 
Resolution of the Scientific Medical Council of the People’s 
Commissariat of Health Care of the RSRSF “On the Conduct 
of Study of New Medicines and Medical Methods Associated 
with Risk for the Life and Health of Patients”, issued in 1936, 
was unique [21]. The reasons and grounds for such instrument 
development and acceptance were explained in detail in the 
paper by private associate professor IYa Bychkov “On the 
Issue of Legal Regulation of Medical Experiments Involving 
Human Subjects” [18]. It is important to note the compliance 
of experimental procedure with modern requirements in terms 
of scientific data validity and preliminary survey on animals; 
informed consent of the research participant; requirements for 
high physician-scientist qualification and his/her responsibility 
towards the study participant. Among the historic documents 
reviewed, the USSR legislation in the area of “crimes against 
humanity” applied during the trial of the former military officers 
of the Imperial Japanese Army, charged with the development 
and use of bacteriological weapons, conducted by the Military 
Tribunal of the USSR in December 1949 in Khabarovsk (Article 
1 of the Decree of the Presidium of the Supreme Soviet of the 
USSR of April 19, 1943), deserves special attention [1]. 

In general, historical recollection suggests that in varying 
political and socio-economic situations during the studied 
period, national health care was based on the sense of morality 
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and responsible approach to scientific research involving 
human subjects. Later, in the course of improving the research 
and educational potential, as well as the harmonized integration 
of modern Russia in the development of global bioethics, the 
full-fledged legal framework for ethical issues in medicine and 
biology was formed [17]. 

This provision is extremely important at the current stage 
of the health care development, especially in emergencies 
requiring accomplishing the goals of global interaction and 
solidarity, such as elimination of infections and epidemic 
management during the pandemic. In both situations, 
preventive vaccination and the associated element of “dual 
loyalty” to the rights of the individual and of society are of 
key importance [9]. In this regard, correct presentation of 
the complex of ethical awareness and actions in the above-
mentioned conditions requires understanding of contemporary 
structure and conceptual changes in the informed consent 
process with the focus on testing and using the vaccines.

Investigation and analysis of contemporary informed 
consent framework was the next important stage of the study. 
The existing standards of the informed consent as a primary 
mechanism for the protection of the rights of biomedical 
research participants include a number of essential elements, 
such as the fact of obtaining the voluntary IC, guaranteed 
accessibility of information, as well as objectivity and specific 
nature of the process in vulnerable populations. The other 
essential factors ensuring protection of the research subject 
rights are as follows: review/approval by the ethics committee 
(EC), and conformity with national law [4, 5, 23-27]. 

Since this paper directs by testing and using the vaccines, 
the significant elements of the informed consent process 
specific for this area are especially important. In general IC 
protects the freedom of individual choice and ensures respect 
for the individual’s autonomy. These qualities assume special 
importance during studies showing no immediate and direct 
effects, which include vaccine trials. Under the circumstances, 
the IC should provide clear and true information not only about 
the study, but also about the possible alternatives. IC should 
ensure the possibility of dynamic discussion of the questions 
raised by the study participants (before/in the course of/after 
the study). During the vaccine trial, potential participants have 
the right to receive the advice about the risk of infection and any 
steps that could be taken to reduce the risks. The correctness 
of this fact has been unequivocally confirmed by testing the 
vaccines against such infectious diseases as COVID-19. 

The social aspect of the perception that the informed 
consent is a two-way communication process that also 
involves voluntary consent, given by the participant, and the IC, 
received by the researcher, is very important. The structure of 
the IC information block should be discussed in detail, which 
includes, but is not limited to information about the goals, 
methods, funding sources, possible conflict of interest, and 
institutional affiliation of the researcher, expected benefits, 
potential risk/discomfort, and access to study results. 
The IC process should not be considered as one-off and 
static process, since the researcher must once again provide 
the up-to-date information and obtain the new IC from the 
participants in case of significant changes occurring at any 
stage of the study. Certainly, it is necessary to ensure the 
potential participant’s ability to understand the information, 
which is directly related to the presentation of characteristics 
mentioned in the IC (in the mother tongue, with no medical 
terms), to the person’s maturity, educational level and beliefs, 
as well as to the researcher’s ability and willingness to create 
an environment of trust. 

When conducting contemporary research, introduction of 
the new format, the so-called “broad” IC, should be taken into 
account. Broad IC involves consent to storage/future use of 
biological specimens that remain after the study and are used 
for other purposes. Broad IC stipulates that it can be withdrawn 
using the informed refusal procedure, which in turn includes a 
number of issues discussed below. Prior understanding of the 
refusal acceptability by the participants is required; moreover, 
the information sufficient to make such a decision should 
include the possibility to withdraw the previously submitted 
broad IC, and confidence in the participant’s availability for the 
refusal procedure. There are special provisions for individuals 
unable to submit the IC at the beginning of the study (e.g., 
children). In this case, the procedure of obtaining the individual 
IC or the refusal of the previously submitted by the children’s 
guardians broad IC is specified for the situation of acquiring full 
legal capacity in the future. The fact of the broad IC acceptance 
must necessarily be reviewed and approved by the EC. There 
are several exceptional situations where the ethics committee 
might not necessarily require the individual IC to the future use 
of the retrospective study data. Such situations are as follows: 
the study is impossible in case of refusal; the study is of great 
social significance; the study poses minimal risk for the subject 
or the community, the subject belongs to. However, even in 
these situations, safeguards for information confidentiality 
protection ensured by anonymized or encoded data exchange, 
or limited access to data for the third parties, is an essential 
component. 

For international studies, it is necessary to take into 
account the developer/sponsor obligation to return all 
specimens/data to the country of research, as well as to share 
all the potential results and benefits. It should be noted that 
the broad IC is also applicable in cases, when the materials 
collected could be potentially used for the common good 
during the subsequent research, the exact nature of which is 
usually unknown at the time of collecting the materials. This 
does not allow for the information block specifying, and makes 
broad IC the acceptable alternative [5]. The latter issue is no 
doubt substantial from the social and epidemiological point of 
view; therefore, it might be applicable in emergencies, such as 
elimination of infections and the pandemic. 

In the format of this discussion, it is significant that the 
broad IC to storage of biological specimens envisages certain 
limitations concerning their future use, and must include 
information about the goals, conditions and period of storage, 
as well as the details of the access policy and the means of 
raising awareness about the use of biomaterial (i.e., the use for 
the subject’s health with subsequent destruction, the use for the 
well-known research projects, or storage for the inconclusive 
purpose). Such alternatives provide basis for introduction 
of the new term, the “tiered” IC, allowing one to choose the 
appropriate setting for the storage of his/her biomaterial. 

Thus, in view of the foregoing, it is obvious that, when 
performing ethical review of the new vaccine trials, special 
attention should be paid to the issues of the collected biological 
specimens and/or data carriers (medical records) future use. 
As mentioned above, the researcher’s responsibility extends 
to obtaining the appropriate IC. Responsibility of the EC 
extends to reviewing supplementary or broad IC, as well as to 
ethical evaluation of the fact and the grounds of the biological 
specimens collection (including the commercial purposes), 
storage period, broadness and the terms of acceptability 
during the future research projects. 

The issue of the researcher and sponsor obligations to 
ensure the subject’s right to compensation or necessary 
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additional medical care merits a separate discussion. 
Furthermore, the procedure and the measure of compensation 
for study (e.g., new vaccine trial) participation should be 
reviewed, justified and explained to participants. It should be 
emphasized that the compensation does not provide for the 
mandatory financial component, and can be implemented via 
free medical care during the study, as well as via access to a 
number of services: insurance, examination, health education. 
Special types of compensation are possible when conducting 
research involving volunteers. However, it must be borne 
in mind that the compensation cannot be used as a means 
of pressure or coercion for decision making during the IC 
process anyway. A solution to the issue of the fact and form 
of compensation (or the fact of no compensation) is a subject 
of ethical review performed by the EC. It should be taken into 
account that the participants have a right to free treatment and 
compensation in the event of harm (physical, psychological or 
social), directly related to participation in the study. The nature 
and measure of the compensation, including the cases of 
disability and death, should be detailed in the IC information 
block and are the special subject to review by the EC. It should 
also be emphasized that the right to compensation for caused 
damage/harm is, on top of everything else, of great moral 
importance in maintaining the clinical trials credibility. 

The fact that all the aforementioned data are fully applicable 
to individuals capable of making decisions independently due to 
their mental status, age and social background is an important 
logistical issue. When dealing with vulnerable populations, 
the IC process is addressed to the study participant’s legal 
representative (parent, guardian or other authorized person). 
According to GCP ethical standards, the research involving 
vulnerable populations can be conducted only on behalf of 
such individuals provided that the research is aimed at getting 
immediate or potential benefits, the study cannot be conducted 
in other populations, and the risk and discomfort related to 
study participation are insignificant compared to the expected 
benefits. Special regime of conducting the studies involving 
various vulnerable populations is defined in each case based 
on the universal ethical principles, which include respect for 
cultural and social diversity, and are recognized by law allowing 
for special conditions for protection of individuals unable to give 
the informed consent. The arguments  advanced here may 
produce a significant resonance when testing and using the 
vaccines during the epidemic crises, when the high coverage 
levels of vaccination with potential enrollment of individuals with 
different social status have to be achieved [5, 24].

It is evident from the above that within the focus of this 
study aimed at defining the features of IC in case of infection 
outbreaks in order to prevent or eliminate the outbreaks by 
vaccination, the socially significant aspect of the studies 
involving large populations (among them the vulnerable 
groups) is particularly important. Such studies make it possible 
to accomplish important tasks of fast knowledge-building, 
building public trust, and overcoming practical difficulties 
in specific circumstances. However, these tasks should be 
carefully balanced against the scientific validity of the study 
and the guarantee of respect for the participants’ rights. The 
facts of speeding up the review, and application of EC action 
priority evaluation in emergency situations are envisaged and 
permitted under these circumstances [13]. 

Cluster studies may be considered an acceptable form of 
the research. Such studies provide for enrollment of distinct 
groups (for example, schools, hospitals, other institutions or 
departments, i.e., the clusters) that are subject to randomization 
in order to investigate various means and methods of medical 

interventions. Conducting such studies requires specifying 
ethical approaches: clearly defined individual study participant, 
defining the nature of the influence on other individuals or 
community, the need to obtain the IC from the community 
representatives, as well as consideration of the degree, to 
which the IC or refusal to give the IC can justify or compromise 
the study results. Arrangement of such studies always faces 
the need to address the ethically significant issue of the control 
group eligibility, and the need to discuss the project with 
independent experts. An example of specific ethical conflict can 
be introducing the new infection control procedure (vaccination) 
in one cluster without modifying the procedures in the control 
cluster; this situation is analogous to the use of placebo, which 
could trigger the need for post-marketing surveillance of the 
vaccines. Meanwhile, there are always the conditional measure 
and the level of decision making capacity. For instance, when 
a school is selected as a cluster, the students’ parents cannot 
give the consent to randomization of the school, attended by 
their children, for the vaccination programme, or to exclusion of 
the school from the cluster. However, they can accept or reject 
their children’s participation in the vaccination programme [5]. 

In the current context of conducting research and practical 
arrangements for the preventive vaccination, it is necessary 
to take into account the new technologies, such as Internet 
(social media, websites, chat rooms), which, apart from the 
clearly considerable benefits (accessibility, communication 
speed), pose additional risks for establishing and maintaining 
confidentiality. The need for confidentiality primarily extends 
to keeping secret information, making it possible to determine 
the participant’s identity, and other information subject to non-
disclosure provisions from the unauthorized persons. Moreover, 
when conducting the study results analysis in terms of potential 
data disclosure impact on the possibility of the data use for 
discrimination of certain groups and human communities, it 
is essential to follow the principle of confidentiality. Assurance 
of confidentiality during epidemiological research involving the 
use of Internet (both for mailing and research data acquisition/
storage, depending on the specific conditions and levels of 
protection) requires mandatory inclusion in the text of the IC 
with subsequent approval or refusal both of the designated 
authorities together with the ethics committee, and the used 
website owners [4, 5, 12].

In spite of the fact that our study is focused primarily on 
the crucial role of the informed consent being a vital force in 
the protection of the rights of the research subjects, it should 
be strongly emphasized that this goal can be achieved only 
under the full complex of ethical support, which includes, 
in addition to the IC, independent review by the EC, and 
the recently developed third element, public accountability. 
Negative, inconclusive, and positive results must be published 
or made available to public in any other way. Such format is 
intended to maximize the research benefits, reduce social 
tension by disclosure of risk/harm, reduce the time required 
for decision making, increase the resource allocation efficiency, 
avoid overlapping, conduct an independent evaluation, and 
contribute towards building trust on the part of the society as 
a whole [5]. 

Therefore, only the three-component ethical element of 
vaccination that includes IC, and independent social feasibility 
recognized by society, demonstrates openness, timeliness, 
objectivity and relevance. In view of the above, we must point 
out that this exact supranational and interdisciplinary approach 
largely determines current trends in the development of 
biomedical ethics; it also allows for seeking justice in distribution 
of benefits/damage/ costs/risks, resulting from scientific and 
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technological progress in biomedicine, among countries. In 
this context, the trends in global bioethics become more and 
more evident. Global bioethics focuses not only on individual, 
but also on social values, intended to reveal the ethical nature 
of socially significant settings and situations, which should 
obviously include preventive vaccination.

In terms of ethics, the area of using the vaccines during 
health emergencies is the most important focus of creating 
the unified ethical approach. Extreme conditions during such 
situations are comparable to research, as they are related to 
unknown and unpredictable circumstances. In such a case 
the issue of providing authoritative information, as well as of 
conscious acceptance and response to information both in 
the individual and the society as a whole, becomes crucial for 
success.

DISCUSSION

Examining the role of the informed consent in the WHO infection 
elimination programmes is the key element for understanding 
the informational aspects of the research. The authors’ direct 
participation in the WHO programmes aimed at eradication of 
a number of preventable infectious diseases (polio, measles, 
rubella, and congenital rubella) made it possible to determine 
the true role of the correct information process development, 
as well as to identify the features of the IC structure and forms 
in the context of the large-scale international events. May 
13, 1988, the date of the 41st World Health Assembly (WHA) 
Resolution adoption, should be considered the official start 
of the polio eradication programme. The Resolution urged 
all countries to coordinate their efforts in order to eradicate 
polio by the end of 2000 [6–8]. Since the programme was 
considered critically important, the requirements for high-
coverage vaccination against polio, conducting clean-up 
immunization in populations with low immunization coverage, 
and maintaining highly effective polio surveillance until the 
end of the programme entered into force. The global efforts 
great force was ensured by the following: involvement of 200 
countries, territories and regions; participation of 20 million 
volunteers; vaccination coverage of more than 2 billion children. 
In terms of ethics, it was important that the polio eradication 
programme sociopolitical and economic components were 
based on the principles of international solidarity, social 
responsibility, and respect for cultural, historical and religious 
diversity. We conducted comprehensive study of the ethical 
algorithm for global infection elimination and presented the 
results in a series of papers [10–12]. Within the framework of 
this study, it was important to examine and define the predictive 
value of the ethical block information component.

Thus, correct and successful implementation of the 
programme, apart from coherence at the global level, correct 
recording, and the use of scientific and economic resources, 
was definitely impossible without the civil society support. 
Engagement with society necessitates the implementation of 
appropriate educational measures, equal access to training 
of personnel, and availability of specific public information. All 
decisions and acts should target different audiences and groups 
of people, different in social, cultural and religious composition. 
Efforts in education and raising public awareness during 
implementation of the infection elimination programme dictate 
adherence to the ethical principles of openness, objectivity, 
honesty and accessibility. Moreover, rapid investigation 
of the population reaction to measure implementation is 
required, together with the rapid response. Such type of 
monitoring is intended to restore a just information risk-benefit 

balance, prevent misinformation and confusion, and, as a 
consequence, ensure mutual trust and solidarity with society. 
Shaping the population attitudes by sensitizing to objectives 
and methods of the polio eradication programme worldwide 
can be considered a good example of adequate information 
policy. This is conclusively demonstrated by the modalities of 
the Polio National Immunization Days implementation in India. 
A huge amount of operational activities took place during 6 
immunization days officially declared by the country, including 
opening of 640,000 vaccination centers, involvement of 
2.3 million vaccinators and 137,000 curators, visits to 191 
million households, which ensured vaccination of 172 million 
children [10, 11]. In terms of ethics, when implementing such 
large-scale measures, special attention should be paid to 
development of the information block, as well as to efforts to 
obtain the informed consent to participation of general public 
using a differentiated approach to vulnerable populations 
and guaranteeing the right to the protection of privacy and 
confidentiality. During implementation of the whole range of 
global measures aimed at polio eradication, adaptation and 
actualization in different countries and populations were 
achieved through country visits and the analysis of follow-up 
data obtained for acute flaccid paralysis, as well as through 
comparison with data of regional reference laboratories 
and communication with national technical partners. The 
inclusion of the “Institutional Memory and Lessons Learned” 
programme mechanisms was essential. The programme 
provided for information types differentiation, as well as 
screening of quality and significance of information blocks 
by the use of more detailed subnational database containing 
data on epidemiology of other preventable infections. Only 
the whole range of the listed above measures could ensure 
transparency and accessibility of information about the 
organizational and operational efforts of the national system 
in the course of polio eradication. 

Thorough review and analysis of events, that took place 
at the stage of acceptance and implementation of the new 
WHO global measles, rubella and congenital rubella elimination 
initiative, provided extensive and convincing data supporting 
our previous conclusion made after investigation of the 
polio eradication programme ethical algorithm [9, 12]. The 
compulsory measures to provide the two-time postponement 
of implementation of the WHO strategic plan for elimination 
of these infections at national, regional and global levels (from 
2010 to 2015 at the first stage, and from 2015 to 2020 at 
the second stage) owing to non-synchronous preventive 
measures clearly demonstrate the fundamental importance 
of the joint efforts of all systems of information management, 
governance and control of epidemic process for achieving 
the effect. Implementation of measures in various parts of the 
world in the populations with different cultural, social, religious, 
economic and psychological status requires commitment 
to the ethical principles of human vulnerability recognition, 
respect to cultural diversity and inviolability of the person, 
as well as equality, justice, equal rights and pluralism. This 
resource of ethical filling should clearly be taken into account 
and should dominate in achieving the public and individual 
informed consent with guaranteed free informed decision 
making. At the same time, data integrity ensures efficient 
functioning of all scientific research elements, both in laboratory 
practice and in vaccine improvement [12]. The tangible 
achievements may be based on the ethics of transnational 
interaction practices, the compliance with which contributes 
to sharing new technologies, as well as on professional 
training and bioethics data [3]. 
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CONCLUSION

Thus, ensuring the humanitarian success of the infection 
elimination measures requires building the ethical component 
of the programme and inclusion of this component into plans 
and operational documents as an integral part in order to 
achieve ethical integrity of decisions and actions at all levels 
of governance. The existence of ethical standard obliges all 
the parties involved to maintain and develop the relationship of 

solidarity, personal and social responsibility, justice, openness 
and accountability within the civil society at the professional, 
state and interstate levels. 

In general, summing up the interdisciplinary analysis of the 
informed consent value for achievement of epidemiological 
welfare, there should be a clear recognition of the feasibility 
of compliance with its humanistic essence together with 
recognition of the need for considering the best ways to follow 
the IC process during the pandemic crises. 
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Introduction 

In March 2020 the WHO reported on the new global pandemic 
of COVID-19 [1]. To date, the pandemic has affected most 
countries in the world and almost all constituent entities of the 
Russian Federation. In addition to restrictions on freedom of 
movement, quarantine measures cause considerable economic 
damage, especially to small and medium-sized enterprises, 
and result in economic downturn and rising unemployment 
[2, 3]. People fall out of the real economy in some way due 
to self-isolation. The basket of goods is changing, and there 
is a growing demand for personal protective equipment and 
hygiene items. The costs to the health system are increasing 
[4]. The decline in tourism, transport industry, and entertainment 
industry is evident. In some instances, social stress and 
psychological discomfort are responsible for people’s failure to 
comply with the quarantine regime [5]. Some people easily fall 
into panic [6].

That is why the main tactics used for prevention of the novel 
coronavirus infection should be both quarantine measures and 
the large-scale vaccination of the population. However, people 
experience difficulties with navigation in the flow of information, 
as well as with selection of reliable information, including 
information on developing, testing, and applying the vaccines. 
This does raise many ethical issues related to obtaining 
informed consent in biomedical research and clinical practice.

RESULTS AND DISCUSSION

The legislative framework for the ethical reviews during 
development, testing, and using the vaccines, is provided for by 
the Constitution of the Russian Federation (passed by popular 
vote on December 12, 1993, with modifications adopted in the 
course of all-Russia voting on July 1, 2020). Part 3 of the Article 
55 stipulates: 

“1. The listing in the Constitution of the Russian Federation 
of the fundamental rights and freedoms shall not be interpreted 
as a rejection or derogation of other universally recognized 
human rights and freedoms.

2. In the Russian Federation no laws shall be adopted 
cancelling or derogating human rights and freedoms.

3. The rights and freedoms of man and citizen may be limited 
by federal law only to the extent necessary for the protection of 
the fundamental principles of the constitutional system, morality, 
health, the rights and lawful interests of other people, for ensuring 
defence of the country and security of the State” [7]. 

The legislative framework for ethical reviews of vaccine 
testing and use in the Russian Federation is also regulated 
by federal laws and regulations, as well as by the orders 
of the Government and the Ministry of Health, and by 
recommendations of Rospotrebnadzor.

From an ethical point of view, preventive vaccination usually 
entails the need to resolve the conflict of interest. It is known 
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that during the development and testing of new vaccines, the 
two matters, often contradictory, are to be resolved: 

1) obtaining credible evidence of the vaccine efficiency and 
safety;

2)	 protecting health and lives of the clinical trial participants.
Currently, the ethical aspects of the vaccines against 

the novel coronavirus infection clinical trials are under 
active discussion both in Russia and worldwide. Getting 
comprehensive and reliable scientific information about such 
vaccine efficiency and safety goes hand-in-hand with the 
need for adherence to fundamental ethical principles and 
standardization of ethical reviewing of vaccine clinical trials. 
This is a mandatory requirement for the new drug registration 
and manufacturing.

There are some additional risk factors, which make this 
process more difficult. Vaccination can potentially involve much 
of the world’s population (up 70% of the population), which, in 
fact, gives the researchers no room for error. There is also some 
fair criticism, and founded complaint from vaccine refusers. It is 
an impermissible miscalculation to ignore their vision. 

Mandatory compulsory vaccination is a crucial social and 
political issue that affects public life, economy, and finances of 
all countries. Furthermore, safety standards and ethical review 
issues, set out during the vaccine clinical trials, are usually 
more complex than those set out during investigation of other 
medications. These features underlie the multi-layered nature of 
the conflict of interest, and require development of the legal and 
ethical framework, as well as appropriate training of members 
and experts of the Ethics Committees of different countries.

The first international instrument, outlining the ethical 
principles of clinical trials involving human subjects, is the 
Belmont Report, introduced by the National Commission for 
the Protection of Human Subjects of Biomedical and Behavioral 
Research [8]. The report identifies three basic ethical principles:

• The principle of respect for persons calls for voluntary 
participation in the vaccine testing. To this end, potential 
participants or their legal representatives should be provided all 
the necessary information about the trial, and should make an 
informed decision. The researchers shall obtain the participants’ 
written consent prior to experiment. 

• The principle of beneficence implies two rules: do not 
harm, maximize possible benefits and minimize possible harms. 
Hence the need for assessing the balance between benefits and 
risks. In certain cases, participation in the clinical experiments 
can contribute to the increased risk of the disorder in the future 
or produce the immune response not strong enough.

• The principle of justice (fairness in distribution): the benefits 
and burdens of research participation should be fairly distributed 
among all groups involved, irrespective of age, gender, location, 
ethnic or racial background, etc. The potentially vulnerable groups 
of experimental subjects are identified, for example, individuals 
fostering an excessive sensitivity to the harmful effects (pregnant 
women, elderly people, disabled persons), individuals incapable 
of giving informed consent (children, mentally disabled people), 
and individuals, whose informed consent could be called into 
question (military personnel, migrants, prisoners). 

The Council for International Organizations of Medical 
Sciences, together with the World Health Organization, 
defines the concept of vulnerability as the relative (or absolute) 
incapability of protecting the person’s own interests. Vulnerable 
groups are those having an increased likelihood of being 
wronged or of incurring additional harm, often abused by those 
who have a capacity to harm [9].

The informed consent given on a voluntary basis is a 
basic guarantee of the rights, and respect for the dignity of 

any biomedical research participant. In order to maintain the 
benefit-risk balance, the information provided should include 
the description of all benefits and risks related to research 
participation, alternative protection methods, medical and 
social consequences of participation and refusal to participate, 
insurance and state guarantees, etc. The essential principle of 
the new vaccine trial ethical review is protecting the confidentiality 
of participants' information and experimental results.

In fact, the informed consent is an informed decision 
concerning the proposed treatment option made by competent 
patient on a voluntary basis based on the full, objective and 
comprehensive information about the forthcoming treatment, 
possible complications and alternative treatment options [10, 11].

This process stresses the ethical value of the patient’s 
participation and personal autonomy. It is necessary to explain 
the interventions of certain protocol to potential participant, 
teach him about his rights as a clinical trial participant, explain 
the essence of the studied scientific question, the experimental 
method, as well as the trial potential benefits and risks. The 
procedure must be thoroughly recorded [12, 13].

The Ministry of Health of the Russian Federation (the 
letter dated December 9, 2020, № 17-о/и/2-18965, and the 
letter dated January 15, 2021, № 1/И/1-155) has issued the 
Standard Operating Procedure “The procedure for COVID-19 
vaccination in adults” [14, 15]. The first officially registered Gam-
COVID-Vac vaccine is to be used, the combined vector vaccine 
for prevention of coronavirus infection caused by SARS-CoV-2. 

Annex № 5 is referred to as “Informed consent to vaccination 
or refusal of vaccination” [16]. Having signed that document, 
the patient demonstrates that the physician has informed his/
her about the following:

1) preventive vaccination involves administration of 
immunobiological medicinal product in order to generate 
the specific unresponsiveness to novel coronavirus infection    
(COVID-19) in adults. The vaccine employs biotechnological 
methods, which do not use the   SARS-CoV-2 virus pathogenic 
for humans. The medicinal product consists of two components;

2) the need to perform preventive vaccination in two phases 
and contraindications to vaccination;

3) possible post-vaccination reactions: systemic (short-
term flu-like syndrome, characterized by fever, arthralgia, 
myalgia, asthenia, general feeling of malaise, headache), and 
local (soreness around the injection site, hyperemia, swelling), 
which can occur during days 1–2 after vaccination and resolve 
during the next three days;

4) compulsory medical examination before each stage of 
vaccination (medical survey if required);

5) compliance with the prescriptions of medical professionals.
Then, the document declares, that the patient was 

provided an opportunity to ask any question and received a 
full reply, which was properly understood. That is indicative of 
the informed consent to vaccination (in this case, using Gam-
COVID-Vac, the combined vector vaccine for prevention of 
coronavirus infection caused by SARS-CoV-2).

CONCLUSION

Ethical review of vaccination against the novel coronavirus 
infection entails improving preventive immunization and general 
achievements of scientific and technological progress. Such full 
and adequate ethical review can be provided only subject to 
ethical aspects of voluntary informed consent. Without that, it 
would be impossible to control the quality, efficiency and safety 
of the vaccine, and, consequently, the patients’ vaccination 
and its results. 
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Introduction. Today the state is investing increasingly in the 
construction of new hospitals, upgrading medical equipment, 
standardizing medical care, improving medical education, 
and transitioning to P4 medicine. However, it may still be 
challenging for the physician to establish an ethically and 
legally ideal relationship with their patient, the patient’s family 
members or legal representatives, especially if the disease 

has a profound societal impact or the patient comes from a 
vulnerable social group. 

Communication between society members is regulated by 
ethics and law. In Russia, the doctor-patient relationship has 
been traditionally and legislatively paternalistic. Only healthcare 
workers had access to intensive care units, and what was 
happening behind closed doors never went public [1]. 
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EDUCATING RELATIVES OF ICU PATIENTS FOR BETTER COMPLIANCE: OUR EXPERIENCE

To reduce the risk of postoperative complications among elderly and senile patients, intensive care units can engage patients’ family members in delivering 

bedside care and assisting in their rehabilitation after completing a nurse skills training course. The aim of this study was to analyze the legal and ethical framework 

pertaining to ICU organizational practices, survey the family members of ICU patients and develop a nurse skills training course for family members at the Clinic 

for Anesthesiology and Intensive Care of Tatarstan Clinical Cancer Center. We analyzed ICU regulations and surveyed 35 family members of ICU patients using 

a specially designed questionnaire. In 2017–2019, 185 individuals took the proposed training course; 32 ICU patients received additional care from their trained 

relatives. The mental state of the patients was assessed on the Mini Mental State scale; their physical condition was also assessed (the presence of bedsores, 

enteral nutrition). 71% of the respondents accept the restrictive policies of ICU, 97% believe they are ready to take care of their family member in ICU, 66% do not 

have the necessary experience. A 3-h long interactive training course was designed to teach family members nursing skills. A total of 185 volunteers completed the 

training course, and 32 ICU patients received additional care from their trained relatives. As a result, the quality of their enteral nutrition, skin condition and mental 

state improved. Engagement of trained family members in the care and rehabilitation of ICU patients creates a friendly atmosphere and promotes positive changes 

to the patient’s condition, their emotional and cognitive state. 
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ОПЫТ РАБОТЫ С ПАЦИЕНТАМИ РЕАНИМАЦИОННОГО ОТДЕЛЕНИЯ И ИХ РОДСТВЕННИКАМИ 
ПО ИНФОРМИРОВАНИЮ И ОПТИМИЗАЦИИ КОМПЛАЙНСА

Актуальность проблемы: для снижения риска развития послеоперационных осложнений у пациентов пожилого и старческого возраста ОАРИТ 

предложено привлекать к уходу и ранней реабилитации подготовленных и информированных родственников. Целью работы явился анализ источников 

этико-правового регулирования работы ОАРИТ, социологический опрос родственников пациентов и разработка образовательной программы для 

их обучения на базе клиники анестезиологии и интенсивной терапии РКОД МЗ РТ. Материалы и методы. Изучена правовая база работы ОАРИТ в 

РФ, проведено анкетирование 35 родственников пациентов ОАРИТ по специально разработанной анкете. В 2017–2019 гг. обучено 185 волонтеров-

родственников, 32 пациента получили их дополнительный уход, после чего был оценен психический статус больных (шкала Mini Mental State) и физическое 

состояние (наличие пролежней, энтеральное питание). Полученные результаты: 71% респондентов с пониманием относятся к ограничениям по общению с 

больным в ОАРИТ, 97% считают себя готовыми к участию в уходе за больным родственником, но не имеют такого опыта 66%. Поэтому для них была 

разработана и апробирована 3-х часовая интерактивная программа обучения. Было обучено 185 волонтеров, к уходу за 32 пациентами допущены 

их обученные родственники. Предварительные результаты: улучшение энтерального питания, состояния кожных покровов и психического статуса 

больных. Вывод: предложенная система привлечения волонтеров из числа родственников пациентов ОАРИТ для ухода и реабилитации больных создает 

доброжелательную атмосферу, обеспечивает положительную динамику физических и когнитивно-эмоциональных нарушений. 
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This study analyzes the existing ethical and legal framework 
for intensive care units (ICU) at Russian healthcare facilities and 
the possibility of refining it by pursuing the policy of transparency 
and engagement of family members in the bedside care and 
early rehabilitation of postoperative ICU patients. 

Legal issues. Since the transformation of Russia into a 
rule-of-law-based state was declared and the law on the 
Fundamentals of Healthcare Legislation was passed in 1993 
[2], a lot has changed in the legislation, but not in the mentality 
of the Russian population. The Federal Law № 323 on the 
Fundamental Principles of Public Health Protection passed in 
2011 articulates the rights of the patient, including the right 
to receive full information about their health, provide informed 
consent to a medical intervention and have visitors while being 
in hospital, given that the current epidemiological situation is 
favorable [3]. 

However, up to this day the tradition remains strong, and 
it is only medical personnel who have access to patients in 
ICU, although time dictates the need for a different approach. 
In 2018, the Committee on Public Health Protection ratified 
a number of amendments to the Law 323, allowing visits 
to ICU patients from their close relatives. The Committee 
recommended that the State Duma adopt the amendments in 
the first reading [4].

Similar to any other law, the law 323 defines the rights of 
the patient but does not describe how these rights should 
be implemented. Implementation is regulated by secondary 
legislation, i.e. rules established by local healthcare facilities 
that determine how the visit must be organized. 

After a barrage of complaints to the President, the Russian 
Ministry of Healthcare issued an explanatory document 
(Information Letter) in 2016 [5] clarifying visitation policies for 
family members of ICU patients and accompanied it with an 
information leaflet for visitors, which they are expected to read 
before the visit. Being a list of recommendations, the Letter is 
not legally binding. However, it specifies 

– who can visit an ICU patient (family members, including 
the parents, spouse, and adult children); visitors who are not 
related to the patient are allowed into ICU only if accompanied 
by a close relative of the patient; no more than 2 people at a 
time are allowed in the ward; 

– visitor’s age (above 14 years), 
– time of visit is specified indirectly (no visits are allowed 

during invasive manipulations, like intubation, vascular catheter 
placement, dressing change, cardiopulmonary resuscitation, 
etc.), 

– the visitor is expected to take off their outermost clothes 
and don an isolation gown, a surgical mask and a cap; shoe 
covers must be worn; the visitor must wash their hands before 
entering the ward;

– mobile phones and other electronic devices must be 
turned off;

– the visitor is expected to be quiet and compliant, stay 
away from medical equipment and refrain from obstructing 
care delivered to other patients. 

The duration of the visit is not specified, although the Letter 
implies the engagement of family members in patient care (they 
can voluntarily assist in bedside procedures and keep the ward 
clean after being instructed by ICU personnel).

The Letter highlights the importance of epidemiological 
safety: visitors cannot enter ICU if they have symptoms of 
acute infection (fever, signs of respiratory infection, diarrhea). 
No medical documents confirming the absence of disease are 
required. This does not contradict but instead complements 
the Order No. 44 signed by the Chief Public Health Officer 

on December 24, 2020, which ratifies sanitary requirements 
2.1.3678-20 (Sanitary and Epidemiological Requirements 
for Buildings, Premises, Facilities, Equipment, Transport 
Vehicles, and Businesses involved in the Selling of Goods, 
Providing Services or Conducting Works) and allows visits to 
ICU if the visitor does not obstruct therapeutic or diagnostic 
manipulations, make the hospital stay distressing for the 
patient or pose a threat to occupational safety of healthcare 
workers [6].

In order to harmonize local legislation with the Federal Law 
323 and clarify some of its provisions, the Russian Ministry 
of Healthcare issued Order 869n on August 19, 2020, which 
established general hospital visitation policies for the family 
members of ICU patients; the order has been registered with 
the Ministry of Justice but has not taken effect yet [7].

Unfortunately, this Order does not regulate every aspect 
of visitation (the possibility of visiting an ICU patient in a TB 
hospital or a closed medical institution, time and duration of 
visits, etc.). At the same time, the Order gives the physician an 
exclusive right to make decision about allowing or prohibiting 
access to ICU to family members of friends if the patient is 
unable to give informed consent. The Order 1177n of the 
Ministry of Healthcare dated December 20, 2012 establishes 
the Procedure of Giving Informed Consent to or Refusing a 
Medical Intervention for Certain Types of Interventions, Forms of 
Informed Consent and Forms of Refusing a Medical Intervention  
[8] and requires healthcare workers (attending physicians) 
to obtain voluntary informed consent from the patient (if 
the patient is able to articulate their will) to the disclosure of 
information about their health to their legal representatives of 
any other chosen individuals in writing; other options are not 
specified in the Order. 

Ethical issues

Today, there are 2 effective models of doctor-patient relationship. 
The first is based on the paternalistic approach and the passive 
role of the patient. This approach normally applies to elderly 
or emergency patients. The second approach is based on 
the cooperation between the doctor and the patient. It is 
usually supported by young and middle-aged patients, at the 
prehospitalization stage, or in the case of planned admission 
[9]. In the first model, informed consent signed by the patient 
is a mere formality, because most elderly or emergency 
patients do not read the informed consent form and do not ask 
questions about it, although according to the current legislation 
[3] informed consent is mandatory and must be obtained before 
any medical intervention; healthcare providers must comply 
with this mandate in order to keep their license. Informed 
consent forms were designed by the Ministry of Healthcare 
and provide valid and comprehensive information about the 
intervention. At the same time, according to a research team 
from Perm, only one-third (33%) of patients admitted to the 
City Hospital understood what a voluntary informed consent 
was; 27% thought it was not mandatory, and only 21% could 
recall what the form said. Among the respondents receiving 
therapeutic injections, 3% thought they had not given their 
consent to injections, and of those who had, 85% did not know 
what medications they were receiving [10]. This suggests that 
the bioethical model has failed to become the leading model in 
the Russian public healthcare system and a lot is to be done 
to educate our patients about the legal and ethical aspects of 
medical care. 

On the other hand, the medical community understands 
that the paternalistic approach to treatment has no future, 
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Table 1. Age of respondents (family members to take care of their relative in ICU)

Age Number of respondents %

25–35 years 6 17,1%

35–45 years 4 11,4%

45–55 years 6 17,1%

55–65 years 16 45,7%

above 65 years 3 8,6%

Table 2. Sex of respondents (family members to take care of their relative in ICU)

Sex Number of respondents %

Male 10 28,6%

Female 25 71,4%

especially when it comes to ICU, and focuses on critical care, 
emphasizing the positive international experience of the open, 
family-centered approach to patient care. Family engagement 
in intensive care at the early postoperative period significantly 
improves treatment outcomes [11].

Thus, despite the Federal Law 323 and some other normative 
documents, not every aspect of doctor-patient communication 
is regulated by the current legislation. This encouraged us to 
characterize the need and willingness to overcome the existing 
tradition of doctor-family (legal representative) relationship and 
engage the family in postoperative patient care in ICU. We were 
also motivated by the international experience of engaging 
family members in the rehabilitation of ICU patients [12, 13, 14]. 

The aim of this study was to understand the willingness 
and preparedness of families to participate in the medical care 
and rehabilitation of ICU patients, evaluate their knowledge of 
postoperative patient care and develop a training course for 
family members in order to teach them skills and psychologic 
tolerance needed to care for ICU patients at the Clinic for 
Anesthesiology and Intensive Care (Tatarstan Clinical Cancer 
Center). 

Methods 

Thirty-five relatives of patients transferred to the ICU of Tatarstan 
Clinical Cancer Center were surveyed (Tables 1-3) 

The following degrees of kinship to our ICU patients were 
identified: father (17.1%), mother (14.3%), daughter (5.7%), 
sister (8.6%), spouse (28.6%), other relative (25.7%). Thus, 
patients in ICU were mostly visited by their spouse, parents 
and other close relatives. 

The study found that 71.4% of the respondents accepted 
the restrictive visitation policy; 20% thought radical changes 
were needed and relatives should be given access to ICU, 
similar to other hospital departments; 8.6% had never thought 
about it. 

All the respondents (100%) were very concerned about 
their critically ill relatives, phoned the doctor repeatedly to find 
out about the condition of the patient and were ready to visit 
the patient in ICU any time. 

Of all the respondents, 97.1% believed they were ready to 
take care of the patient in ICU, and only 2.9% were not sure 
about it. 

Visits were considered a great physical and psychological 
support for the patient by 85.7% of the respondents; 8.6% 
thought the opposite (they were worried about distracting ICU 
personnel); 5.7% reported they had never thought about it. 

No previous experience of caring for a critically ill patient 
was reported by 65.7% of the respondents. 

The quality of medical care in ICU was assessed as quite 
high by most of the respondents (high: 18.6%; good: 52.9%; no 
negative feedback was reported); the openness and willingness 
of the medical personnel to communicate with family members 
was also appreciated (high: 27.1%; good: 50%; no negative 
feedback was obtained). The majority (60%) of the respondents 
did not know what rights the patient is entitled to and could not 
name them without a prompt. According to the respondents, 
the patient has the right to know the diagnosis, the right to be 
taken care of by a family member, the right for medical care 
in general, constitutional rights, the right for a clean bed and 
good care, the right to have a second pair of shoes, the right 
for meals, the right for a friendly attitude, the right to choose a 
doctor, the right for confidentiality, and the right to use a mobile 
phone.

Having analyzed the completed questionnaires, we 
concluded that despite the vast legal framework, most 
of the respondents (relatively young people with a university 
degree) did not know about patient rights. They felt they were 
responsible for the patient (100%), most of them (97.1%) were 
willing to visit the patient in ICU and engage in bedside care, 
although only one-third (34.3%) of the respondents had the 
necessary skills and experience. The respondents assessed 
the quality of patient care delivered by the medical personnel 
as high; they also appreciated the willingness of the healthcare 
workers to cooperate with the relatives. Therefore, we 
concluded that a training course for family members could be 
organized to teach them skills needed to perform bedside care 
of critically ill patients and that trained family members could 
be engaged in bedside care in ICU under the guidance of ICU 
personnel. A decision was made to try this model at the Clinic 
for Anesthesiology and Intensive Care.

 We developed the criteria for selecting family members 
who were willing to participate in the medical care and early 
rehabilitation of ICU patients and designed a training course 
to teach them patient care skills. Selection was based on 
the results of interviews with family members. The following 
eligibility criteria were applied: 

–  being cooperative but not obtrusive;
– being adequate: understand the leading role of ICU 

staff and strictly follow their instructions; understand their 
responsibility for the patient; admit that there are no perfect 
treatments and outcomes may be negative. 

– being smart (understand the applied therapeutic 
technique, assess the situation and how it may progress);

– being tactful.
The training course was 180 min long and consisted of 3 

steps (30 min each): 
 Step I was conducted by the head of ICU and the chief 
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Table 3. Education of respondents (family members to take care of their relative in ICU)

Education Number of respondents %

Higher 17 48,6%

Secondary 10 28,6%

College 5 14,3%

N/A 3 8,6%

nurse and covered the following theoretical problems: 
• legal and organizational issues; 
• sanitary and epidemiological requirements for working 

in ICU; 
• general information about anesthesia and pain relief; body 

and mouth cavity anatomy;
• asepsis and antisepsis;
• nutrition in the perioperative period; 
• bedsore prevention and respiratory exercise; 
• emotional and cognitive characteristics of ICU patients; 

measures for psychological support. 
This information was provided in plain words, without 

unnecessary scientific terms, using illustrations, presentations 
and educational films. 

In step II, the chief nurse was joined by a resuscitationist. 
The group was taught bedsore prevention measures. For that, 
a life size nursing skills manikin was used. Mouth hygiene was 
explained using a head training manikin. 

In step III, the trainees were allowed into ICU, where they 
practiced the acquired skills on their ill relatives under the 
guidance of the chief nurse. 

From 2017 to 2019, 185 family members of ICU patients 
took the training course. The training was interactive and 
involved the use of medical simulators, guidebooks and other 
materials. 

After completing the training course, the trainees were 
allowed to perform bedside care on 32 postoperative ICU 
patients. This resulted in improved enteral nutrition (the volume 
of the consumed enteral mixture) and improved serum albumin 
dynamics (albumin is a universal serum marker of malnutrition) 
[16]. Bedsores were few [15] and mild; this was associated with 
good skin care. The patients’ mental state was assessed using 
the Mini Mental State (MMS) scale on days 1–6 days following 
surgery; the scores indicated positive dynamics. 

During the COVID-19 pandemic we had to shut down the 
project, but its positive outcomes are prompting us to initiate 
an open prospective study to look into the efficacy of care and 
rehabilitation of ICU patients performed by their trained family 
members and compare it with the traditional rehabilitation model 
of ICU patients; this will allow us to implement the analogue 
of the nurse-led family support intervention in Intensive Care 
Units [17] I our clinic and perhaps promulgate our experience 
to wider audiences. 

CONCLUSION

The engagement of family members in the care and rehabilitation 
of ICU patients creates an atmosphere of friendliness and trust 
between the doctor, the patient and the patient’s family. This 
fosters social adaptation of the patient and promotes positive 
changes to the patient’s emotional and cognitive state.

We are planning to create a digital platform that will 
contain information for family members and other caregivers. 
Using the platform, the caregiver will have 24/7 access to 
the medical personnel and make notes on all manipulations 
he/she performs, i.e. keep a digital diary. Information on the 
website will remind the caregiver of the correct massaging 
technique against bedsores, proper nutrition diet, etc. 
Besides, the platform will help to shorten the duration of 
rehabilitation, improve its quality and save money on non-
emergency cases. 

 The study found that relatives of ICU patients are very 
concerned about the patient’s health (100%), willing to assist 
medical personnel in delivering care to and rehabilitating the 
patient (97.1%), but usually do not have the necessary skills 
(65.7%). The study proposes the criteria for selecting family 
members for the medical care training course and the program 
for the course.
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The article talks about the ethical dilemmas of diagnostic and prognostic disclosure in oncology. Below, we discuss the principles of diagnostic and prognostic 

disclosure to curable and terminally ill patients proposed by Soviet medical deontology. Despite its evolution, the principle of benevolent deception applied to 

incurable patients in the USSR still persists into the present. The article discusses the cons and pros of withholding the diagnosis from terminally ill patients and 
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Keywords: informing, informed consent, oncology, deontology, "benevolent deception", diagnosis

Correspondence should be addressed: Helena V. Vvedenskaya
Ostrovityanova st. 1, Moscow; vvedenskaya.elena@gmail.com

1 Pirogov Russian National Research Medical University, Moscow, Russia 
2 INION RAS Moscow, Russia 

Received: 12.02.2021 Accepted: 26.03.2021 Published online: 31.03.2021

DOI: 10.24075/medet.2021.005

Author contribution: Vvedenskaya EV — studying literature, writing an article; Lepkova NV, Egorova AV — contribution to the concept and structure of the article, editing

Е. В. Введенская1,2       , Н. В. Лепкова1, А. В. Егорова1 

ЭТИЧЕСКИЕ ПРОБЛЕМЫ ИНФОРМИРОВАНИЯ ОНКОЛОГИЧЕСКИХ ПАЦИЕНТОВ В РОССИИ

Статья посвящена этическим проблемам информирования пациентов в онкологии. Анализируются принципы информирования онкологических 

больных, в том числе инкурабельных, разработанные в советской медицинской деонтологии. Отмечается, что принцип «доброжелательного обмана», 

принятый в отношении инкурабельных больных в СССР, претерпевает эволюцию в отечественной онкологии, однако не преодолен в полной мере к 

настоящему времени. Рассматриваются аргументы «за» и «против» сокрытия врачами онкологического диагноза для неизлечимых больных, а также 

требования российского законодательства в отношении соблюдения прав пациента. Особое внимание уделено информированию пациента и тактике 

сообщения неблагоприятного диагноза в современной российской онкологии.

Ключевые слова: информирование, информированное согласие, онкология, деонтология, «доброжелательный обман», диагноз

Для корреспонденции: Елена Валерьевна Введенская, 
ул. Островитянова, д. 1, г. Москва, 117997; vvedenskaya.elena@gmail.com

1 Российский национальный исследовательский медицинский университет имени Н. И. Пирогова, Москва, Россия 
2 ИНИОН РАН Москва, Россия

Статья получена: 12.02.2021 Статья принята к печати: 26.03.2021 Опубликована онлайн: 31.03.2021

DOI: 10.24075/medet.2021.005

Вклад авторов: Введенская Е. В. — изучение литературы, написание статьи; Лепкова Н. В., Егорова А. В. — вклад в концепцию и структуру статьи, 
редактирование.

For an oncologist, the ability to establish rapport and achieve 
cohesion with a cancer patient is just as essential as the high 
level of competence. According to eminent Soviet oncologists, 
“any disruption of this cohesion can have a tragic effect on the 
patient’s life” [1]. One of the most complex ethical dilemmas 
faced by oncologists is whether to withhold or disclose the 
diagnosis, prognosis and difficulties associated with treatment, 
including surgical interventions, to a cancer patient.

Deontological ethics in Soviet medicine and 
full disclosure in oncology

Prognostic and diagnostic disclosure in oncology was 
extensively debated in the Soviet medical deontological 
literature. One of the key works on this problem published 
during the Soviet period was a scholarly monograph Questions 
of surgical deontology by Nikolai N. Petrov, the member of the 
Soviet Academy of Medical Sciences, which enunciated the 
basic deontological principles of Soviet surgery. “A patient is 
not a faceless case but an individual with complex feelings”, 
Petrov wrote; therefore, physicians “should look for a treatment 
suitable for the patient instead of looking for a patient suitable 
for a therapeutic intervention” [2]. Petrov argued the need for 
a personalized approach to treatment. The essence of this 

approach was articulated in 4 Preoperative Conclusions: 1 —
motivated diagnosis; 2 — indications for surgery; 3 — surgery 
plan; 4 — anesthesia. Obviously, the conclusions had to be 
drawn based on the meticulous study of the patient’s personality 
and in his/her best interest. In other words, a few decades 
before the science of bioethics emerged, Petrov had defined 
its fundamental principle: respect for patient autonomy. The 
Soviet surgeon recommended that physicians should discuss 
the available treatment options with the patient and let the 
patient decide whether the proposed surgical intervention was 
worth-while. Petrov held the opinion that “by adopting a tactful 
and friendly attitude to the patient, the surgeon can engage 
them into decision making about surgery” [2]. However, the 
“respect for patient autonomy” rule did not apply to incurable 
patients, who were taken care of in a paternalistic fashion. 

According to the ethics of the Soviet medical practice, 
physicians were expected to have a lot of consideration for 
the mental health of cancer patients and avoid using words 
like cancer, sarcoma or metastasis in their presence so as to 
reduce the probability of reactive psychiatric disorders, distress 
and hysterical fits. It was recommended that the diagnosis 
should not be disclosed to the incurable patient and the patient 
should be given the impression that he/she was receiving some 
therapy, i.e. the patient was told they had “gastric ulcer” or a 
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“tumor” and was prescribed unrelated long-term therapy [2]. 
When dwelling on the communication between the doctor and 
the patient, Petrov said that although it is impossible to predict 
how the conversation with the patient might go, an experienced 
physician with good knowledge of deontology can find the 
right words, imagining that their patient is “someone special 
they seek to give relief to by all means, but not a faceless 
uninteresting case” [2]. 

In Petrov’s monograph written a few years before the 
Nuremberg Code (1947), there is a chapter proposing the 
concept of informed consent. The bioethicist E.P. Mikhalovska-
Karlova observed that “requirements formulated by Petrov 
almost mirrored the content of informed consent as we know 
it today” [3].  Petrov believed that the doctor should talk to the 
patient about the diagnosis and surgery in simple unintimidating 
terms, providing some prognostic details and information 
about mandatory prophylaxis. If a surgical intervention is 
necessary, the surgeon must insist on it and yet mention a 
few possible risks, like the risk of infection or injury; however, 
the surgeon must emphasize that the risks far outweigh the 
benefits of surgery. Importantly, Petrov recognized the need for 
full disclosure only in cases when there was no other way to 
obtain informed consent from the patient. 

According to Petrov, if a patient is inoperable or surgery is 
associated with significant risks, the surgeon should explain to 
the patient in plain language that surgery may be fatal or lead to 
grave complications. Besides, the patient should be informed 
of preoperative preparations and anesthesia in order to avoid 
“counterproductive debate or rude altercations in the operating 
room that discredit surgery as such” [2].    

Rules of communication between the doctor and the 
terminally ill patient formulated by Petrov are based on 
the principle of benevolent deception, which prescribes to 
conceal a true terminal diagnosis and tell the patient they have 
something much less terrifying than cancer.  “Not only so-called 
uninitiated persons but also distinguished surgeons, when they 
take seriously ill and become patients themselves, believe a 
skillful well-intentioned lie, find comfort in it and die peacefully 
with it”, Petrov wrote [2]. Alternatively, the doctor may tell the 
patient the diagnosis is inconclusive and thus let the patient 
find comfort in doubt. Petrov believed that physicians should 
maintain the illusion of recovery in an incurable patient for the 
good of the patient; therefore, the doctor does not have the 
moral right to tell the patient that their cancer is inoperable and 
that there is no cure: “It is not advisable to tell a terminally ill 
patient that he/she is inoperable; instead, the physician should 
plant a thought in the patient that surgery is not necessary at 
this stage. Under no circumstances should the physician tell 
the patient that the medical science has not yet come up with 
a treatment for their disease and thus deny the patient any 
treatment. This kills all hope and aggravates suffering” [2].  

Deontological principles formulated by Petrov were 
expanded upon by another member of the Soviet Academy of 
Medical Sciences, Nikolai N. Blokhin, in his work “Deontology 
in oncology” (1977). Blokhin addressed a wide range of ethical 
issues, including the significance of direct communication 
between the doctor and the patient, the need for full disclosure 
to patients that can potentially be cured and their close relatives, 
and the importance of eradicating fringe medicine to which the 
patient may turn to and thus lose precious time.

Following the ancient principle “first, do no harm”, which 
is ascribed to Hippocrates and prompts the doctor to shield 
the patient’s psyche from a blow, Blokhin echoed Petrov’s 
words by saying: “A doctor must not tell a terminally ill patient 
the whole truth, although there may be other options in other 

cases” because “the doctor cannot predict what may happen 
after the patient hears the truth” [4]. 

Benevolent deception of incurable patients: evolution of 
opinions in Russian oncology 

Relying on the idea of a kind and caring attitude toward a 
patient, Petrov and Blokhin advocated the principle of benevolent 
deception in diagnostic and prognostic disclosure to patients 
with terminal cancer. In the Soviet time, withholding a dreadful 
diagnosis was part of adherence to the “patient confidentiality” 
rule. During the first State-wide USSR Conference on Medical 
Deontology (1969), Prof. F.V. Gulyaev spoke about the 
commitment of Soviet physicians to this principle: “We abide 
by the rule of concealing a cancer diagnosis from the patient, 
although it is becoming increasingly difficult due to the spread 
of non-academic medical journals” [5].

The principle of withholding diagnostic and prognostic 
information from an incurable patient is predicated on the 
following assumptions. Full diagnostic and prognostic disclosure 
to a terminally ill patient contradicts the injunction “first, do no 
harm”. It is not rare that a patient, unable to cope with the truth, 
commits suicide after finding out about their diagnosis. There 
is a belief that a false benign diagnosis mitigates the course 
of the disease. Besides, there are diagnostic and prognostic 
errors. Insisting on the truth, the patient usually wants to hear 
something optimistic. Telling a terminally ill patient the whole 
truth suggests professional inadequacy. Russian laws and the 
Declaration of Lisbon on the Rights of the Patient declare the 
patient’s right not to know.

At the same time, truth is a manifestation of respect for 
a human being, human dignity and autonomy, i.e. the right 
for self-determination. Truth is the starting point for making 
choices about treatment, refusing treatment and dealing with 
other challenges in life. It is currently held that lying to the 
patient about the positive outcome is immoral. According to 
the psychologist A.V. Gnezdilov, such deception does harm to 
the patient because it is inconsistent with the actual dynamics 
of the disease. There are patients who realize or intuitively feel 
that they are being lied to and suffer from the lie even more 
as the disease progresses. This was brilliantly described by 
Tolstoy in his novella The death of Ivan Ilyich: “What tormented 
Ivan Ilyich most was the deception, the lie, which for some 
reason they all accepted, that he was not dying but was simply 
ill, and he only need keep quiet and undergo a treatment and 
then something very good would result. He however knew that 
do what they would nothing would come of it, only still more 
agonizing suffering and death. This deception tortured him —
their not wishing to admit what they all knew and what he knew, 
but wanting to lie to him concerning his terrible condition, and 
wishing and forcing him to participate in that lie. Those lies —
lies enacted over him on the eve of his death and destined to 
degrade this awful, solemn act to the level of their visitings, 
their curtains, their sturgeon for dinner—were a terrible agony 
for Ivan Ilyich…This falsity around him and within him did more 
than anything else to poison his last days” [6]. 

The incurability of some cancer patients brings up the 
question: “Could it be that by defending their privilege to lie 
to terminally ill patients some oncologists reveal their own 
fear of death and therefore cannot maintain their professional 
attitude with dying patients?”. Prof. J. Klaesi once made a 
fair observation that the ultimate mission of the doctor begins 
when chances of curing the patient have run out. Expanding 
upon Klaesi’s thought, V.Frankl, a Nazi camp survivor who had 
witnessed the suffering of those sentenced to death, wrote that 
the doctor should care for the patient’s soul and help them 
endure their ordeals. “It is not about recovering the ability to 
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work or enjoy life, for these abilities are irreversibly lost, but 
about developing the ability to endure suffering” [7]. 

In the West, the ethical dilemma of diagnostic disclosure 
to a cancer patient has been almost completely solved. 
Oncologists are obliged by the law to tell the truth to their 
patients, otherwise the patient may sue the healthcare provider 
for withholding information. The first legal document protecting 
the rights of the patient was the Patient’s Bill of Rights adopted 
by the American Hospital Association in 1973. One of the key 
provisions of the Bill was the patient’s right for “relevant, current, 
and understandable information about his or her diagnosis, 
treatment, and prognosis” [8]. However, Declaration of Lisbon 
adopted in 1981 ruled that “exceptionally, information may be 
withheld from the patient when there is good reason to believe 
that this information would create a serious hazard to his/her 
life or health” [9]. In 1994, the European Consultation on the 
Rights of Patients adopted the Declaration on the Promotion 
of Patients' Rights in Europe. This document declared the 
patient’s right for exhaustive information about their health, 
including information about possible risks and advantages of 
alternative treatment options [10].  

In the 1990s, full diagnostic and prognostic disclosure was 
advocated by Nikolai N. Trapeznikov, director of Blokhin 
National Medical Research Center of Oncology. Owing to 
scientific and technological advances in cancer treatment, 
the word “cancer” was no longer perceived as a synonym of 
painful death. The Constitution of Russia adopted in 1992 now 
guaranteed and protected human rights, which, in the context 
of public health, meant protection of patients’ rights. 

Article 41 of the current Constitution proclaims the right 
for health protection and medical care, including protection 
against adverse yet inevitable consequences of treatment. 
This obliges the doctor to inform the patient about all 
possible side effects of treatment, its effectiveness, the right 
to refuse therapy, and disease progression in the absence of 
treatment [11].  

In Russia, the doctor-patient relationship is regulated by 
the Federal law № 323 On the fundamental principles of public 
health protection № 323 passed in 2011. Article 19 of this Law 
guarantees that the patient has the right to obtain information 
about his/her rights, responsibilities, and health condition and 
to choose a representative to receive information about the 
patient’s health on his/her behalf [12]. 

 Article 20 prohibits performing any healthcare intervention 
on the patient in the absence of informed consent obtained 
from the patient or their legal representative. Informed consent 
is based on the patient’s understanding of information provided 
to the patient or their legal representative by the healthcare 
provider about treatment goals, methods, risks, consequences, 
options and outcomes [12].  

However, contrary to legal requirements, diagnostic and 
prognostic disclosure is not always practiced as it should be. 
Disclosure is still a moral dilemma for the doctor who is the 
one to decide whether to tell or not to tell the whole truth to a 
terminally ill patient. Oncologists have to consider the physical, 
mental, and emotional states of their patients and determine if 
the later are ready to hear the truth. According to Article 22 of 
the Federal Law № 323, information about the patient’s health 
cannot be delivered to the patient against their will [12]. The 
existing solution to the ethical dilemma of full disclosure is 
ambiguous: the patient has the right to know and the right to 
refuse information regarding their health. Not every patient 
wants to know about their diagnosis, and so keeping the 
patient in the best possible health, both physical and mental, 
should be the physician’s top priority.

Diagnostic and prognostic disclosure and communication 
strategies in contemporary Russian oncology

The conversation between the doctor and the patient is a 
crucial moment. The more experienced the doctor, the less 
the patient struggles with understanding and accepting the 
diagnosis and the more confidence he/she has in the positive 
outcome. According to the Federal Law No.323, every patient 
has the right for full and understandable information about 
their diagnosis, results of diagnostic tests, treatment options, 
risks and prognosis. This information is provided by the 
attending physician or another healthcare worker involved in 
diagnosing and treating the patient. If the patient is underage 
or legally incapacitated, the physician discloses diagnostic and 
prognostic information to their legal representative. 

Because Soviet deontology had been following its own 
idiosyncratic path and due to the specific features of the 
Russian mentality and the way of life, Russian oncologists take 
a very subtle, personalized approach to breaking bad news to 
the patient. According to Irina M. Starovoytova of the Russian 
Medical Academy of Continuous Professional Education, 
a Russian oncologist “has to undertake the grueling task of 
conveying the diagnosis in a way that will give the patient hope, 
mobilize them for radical treatment and yet be truthful but not 
blunt” [13].

Patients respond to bad news differently, depending 
on their higher nervous activity type [14]. In their practice, 
Russian oncologists use the classification of personality 
types first proposed by Hippocrates (the 5th century BC) and 
later expanded upon by Galen (the 2nd century BC). In the 
20th century, the outstanding Soviet scientist Ivan Pavlov 
proved that the higher nervous activity type is the biological 
basis of temperament [15]. According to the temperament-
based classification of personality types, a sanguine person 
is characterized by frequent mood swings, short duration 
of impressions, and fast response to the environment; this 
personality type easily reconciles with failures and troubles. 
A phlegmatic individual is usually composed, persistent, 
steadfast, calm and does not show their emotions and feelings 
much. Sanguine and phlegmatic individuals are not difficult 
patients. They take their diagnosis calmly and forge ahead to 
recovery if their doctor maintains good contact with them and 
informs them of all diagnostic and therapeutic steps that need 
to be taken. 

Choleric and melancholic individuals are more difficult 
patients. A choleric person is quick, impulsive, passionate, 
volatile, easily tired, and has frequent mood swings and 
emotional outburst. When conversing with a choleric patient, the 
doctor should be very attentive, calm and level-headed. Such 
patients need to be repeatedly reminded of the importance of 
diagnostic and therapeutic manipulations. 

A melancholic individual is very vulnerable, anxious, and 
weakly responds to the environment. This personality type 
cannot hold back their asthenic feelings by willpower alone and 
is very sensitive. The physician should not be straightforward 
about the diagnosis with a melancholic patient; it is advisable 
to arrange for a candid and intimate conversation with the 
patient and then calmly and confidently tell the patient that in 
order to recover he/she needs therapy. It is important to show 
tact and patience, to use synonyms instead of direct medical 
terms when talking about the disease. The primary goal of the 
conversation is to help the patient accept the diagnosis and 
motivate them to undergo treatment despite the hardships 
associated with it. The more positive attitude the patient has, 
the more effectively their therapy will work. But if the patient 
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refuses to know the diagnosis, the doctor has no right to force 
this information upon them. Instead, the diagnosis should be 
tactfully communicated to the patient’s representatives.

Understanding what the patient wants and being ready to 
help them digest the bad news is conducive to a successful 
conversation. The doctor should listen to and hear the patient. 
Gnezdilov writes: “When engaging in a dialogue with the 
patient, the doctor should be the listener and give the patient 
the opportunity to take an active lead. Sometimes the patient 
simply needs to vent their emotion but one should not forget 
that the patient always watches closely the doctor’s response 
to it” [16].

It is important to give information to the patient in small 
chunks. This will help the patient get ready for hearing the 
truth in its entirety. A sensitive physician will know when the 
time is right for full disclosure. According to Gnezdilov, every 
successive conversation will be more open and detailed. He 
writes: “For example, a cancer patient is initially in blissful 
ignorance; so, the physician should start by explaining them 
what a neoplasm is; in the next conversation the doctor can 
bring up the term tumor, then a malignant tumor, then cancer 
and metastasis, and so on” [16].

Another thing to consider when communicating with 
a patient is the cycle of acceptance. It consists of 5 stages 
identified by the Swiss-American psychiatrist Elisabeth Kübler-
Ross (1969). There is no particular deadline for any of these 
stages [17]. They can be briefly described as follows:

Stage 1: shock or denial. At first, the patient cannot grasp 
the reality of what has happened. At this stage, the patient 
should not be left on his own. The physician should explain 
that the diagnosis is not a death sentence. Reassurance and 
emotional support should be provided. Often, the shock is 
followed by panic and overwhelming fear. To cope with the fear, 

the patient often goes in denial, which is not a positive sign 
because disbelief delays treatment. 

Stage 2: anger. On the one hand, anger is a normal response 
to a life crisis; on the other hand, it may be destructive and 
dangerous for the patient. 

Stage 3: bargaining. At this stage, the patient tries to come 
to terms with the situation by striking a deal with god or himself/
herself. 

Stage 4: depression. Almost all patients experience 
depression to a greater or lesser degree because the disease 
interferes with their plans for the future. The hardest part for 
both the doctor and the patient is when the patient gets stuck in 
depression. The doctor should find the right words to convince 
the patient that their plans may still be workable and advances 
in cancer treatment may help them fulfill their hopes.

Stage 5: acceptance and reassessment. Accepting a 
grave diagnosis is not the same thing as putting up with 
it. Acceptance implies understanding. A patient who has 
accepted their diagnosis and reassessed their priorities will 
agree to treatment, take it with dignity, and possibly become a 
role model for others. 

A patient can quickly go through any of these stages, or 
skip it, or even get stuck in it; the most important thing is to 
forge ahead, reach acceptance and initiate therapy without 
delay.

Oncologists communicate with their patients as the later go 
through the cycle of acceptance and various diagnostic and 
therapeutic procedures. The doctor should pay attention to all 
nuances of the patient’s physical and emotional state and their 
response to the information about their diagnosis, treatment 
and prognosis. The knowledge of psycho-oncology techniques 
might be invaluable in managing and rehabilitating a cancer 
patient [18].   
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Mylnikova IS

INFORMED CONSENT IN RUSSIA: MISUSE AND ABUSE

Even T. Beauchamp and J. Childress, the founders of ethical principlism, noted that in practice the principles of bioethics, which they might have formulated, may 

conflict, and adherence to one principle may violate the other. To date, the conflict between the principle of autonomy and the doctrine of informed consent, and 

the principle of vulnerability formulated ten years later (one of the principles introduced by P. Kemp) and the necessity to take care of the patient is one of the major 

irreconcilable conflicts. This conflict is especially severe in Russia, where the informed consent was immediately enshrined as a statutory provision without prior 

discussion with the medical and non-medical communities, which gave rise to numerous opportunities for misuse and abuse, and stepped up the bureaucratic 

pressure both on patients, who became more vulnerable, and the physicians, who started using the informed consent to their advantage, sometimes being openly 

market-oriented. The growth of mutual mistrust, sometimes reaching the level of aggression, forces one to find a remedy for this situation. In the author's view, 

this requires revision of the patient’s autonomy concept and the concept of informed consent considering the acceptance of the patient’s intense vulnerability and 

the patient’s need for the healthcare specialists’ (physicians and nurses) personal involvement and care. It may be helpful to consult the writings of the ethics of 

care, feminist ethics and other ethical trends representation, as well as the results of field research aimed to combine principles of freedom and patient care in a 

given situation.
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И. С. Мыльникова

ИНФОРМИРОВАННОЕ СОГЛАСИЕ В РОССИИ: ИСКАЖЕНИЯ И ЗЛОУПОТРЕБЛЕНИЯ

Еще основатели этического принципализма T. Beauchamp и J. Childress отмечали, что сформулированные ими принципы биоэтики на практике могут 

вступать в противоречие, когда следование одному из них нарушает другой. Одно из наиболее непримиримых противоречий на сегодня — между 

принципом автономии и правилом информированного согласия и сформулированным десятилетием позже принципом уязвимости (один из принципов 

П. Кемпа) и необходимостью заботы о пациенте. Особенно остро это противоречие проявляется в России, где, без предварительного обсуждения 

медицинской и немедицинской общественностью, информированное согласие сразу было закреплено в качестве законодательной нормы, что 

породило массу злоупотреблений и искажений, усилило бюрократическое давление как на пациентов, сделав их еще более уязвимыми, так и на 

врачей, которые стали использовать информированное согласие в своих, иногда откровенно рыночных, интересах. Рост взаимного недоверия, которое 

иногда доходит до проявлений агрессивности, заставляет искать выход из сложившейся ситуации, который, с точки зрения автора, требует пересмотра 

концепции автономии пациента и информированного согласия с учетом признания глубокой уязвимости пациента и его потребности в неравнодушии и 

заботе со стороны медицинских работников — врачей и медицинских сестер. Здесь может помочь знакомство с трудами представителей этики заботы, 

феминистической этики и других этических направлений, а также с результатами «полевых» исследований, в ходе которых делается попытка в каждой 

конкретной ситуации совместить принцип свободы и заботу о пациенте.
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Preface

As a lecturer in bioethics, the author has an opportunity to ask 
the trainees, i.e., students, postgraduate students, physicians 
and nurses, about their interpretation of the informed consent 
rationale: whose rights are protected by this process? The 
vast majority give an emphatic response without hesitation: 
the interests of physician (nurse). And then they explain: the 
patients should be responsible for their decisions, the physician 
is not a nanny for his patient, etc. It seems that many modern 
physicians sort of forgot, or, may be, did not even know, that 
the informed consent was set up to protect the patient against 
high-handedness of the medical specialists and was considered 
the greatest achievement for the protection of human rights. 
They don’t realize that the use of informed consent for the 
benefit of physicians may give rise for numerous opportunities 
for misuse and abuse, which quite often violate the rights of the 
patients for protection of whom the informed consent has once 

been invented. What are the reasons for such misperception, 
and what are the prospects for the informed consent within the 
framework of healthcare system in Russia?

Historical background of the informed consent, 
Russia (1924)

The world’s first requirement for the patient’s consent to surgery 
was laid down by the Decree of the All-Russian Central Executive 
Committee and the RSFSR's Council of People's Commissars 
“On Professional Work and the Rights of Medical Specialists” 
issued on December 1, 1924. Article 20 of the Decree stated: 
“surgical procedures are performed with the patient’s consent, 
and in individuals under the age of 16 and mentally ill patients 
these are performed with the consent obtained from their 
parents or guardians. Immediate surgery, essential to save the 
life or the important organ, may be performed by the doctor 
after a consultation with the other doctor without the consent of 
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a parent or guardian, in case they cannot be asked without risk 
of being late, and without patient’s consent in case the patient 
is unconscious. Given the consultation involves a risk of being 
late, the doctor can make the decision for surgery himself. He 
must inform the Health Board about each of these cases no 
later than in twenty four hours”. 

As shown in the text of the Decree article, the consent was 
applied only to surgery, no provision had been made for the 
consent to be documented in writing, and the question of refusal 
of surgery was out of consideration. However, the document 
was truly revolutionary and, with minor modifications, remained 
relevant for many decades. 

In 1970–1993, the main legal instrument governing the 
health system performance in the USSR was the “Fundamentals 
of Legislation of the USSR and the Union Republics on the 
Health Service” dated December 19, 1969, 1 4589-VII (entered 
into force on June 1, 1970). Article 35 of the Fundamentals on 
the consent to surgery almost entirely reproduced the norms 
set out in the Decree issued in 1924: “Surgical procedures are 
performed and advanced diagnosis methods are applied with 
the patient’s consent, and in patients under the age of 16 and 
mentally ill patients these are performed or applied with the 
consent obtained from their parents, guardians or caregivers. 
Immediate surgical procedures are performed and advanced 
diagnosis methods are applied by doctors without the consent 
obtained from the patients, their parents, guardians or 
caregivers only in very exceptional circumstances, when the 
delays in diagnosis or surgical treatment threaten the life of the 
patient, and obtaining the consent of the above-mentioned 
category of persons is impossible“. 

As can be seen, in the new version of the article there 
were still shortcomings present in the version issued in 1924, 
and this version of the document was valid until 1993. It had 
not been amended in order to reflect new perceptions of the 
consent being informed and voluntary. Such perceptions had 
also gained recognition in the American medicine and with a lag 
had ventured into European medicine.

Emergence of the term “informed consent” in Nuremberg.  
First steps of biomedical ethics in the USA. Principlism, 
patient autonomy and the informed consent

As is well known, the concept of the informed consent was 
formulated in the Nuremberg Code based on the results of the 
Nazi doctors trial. At first, the informed consent was applied 
only to human biomedical experimentation, however, ten years 
later it was used more and more widely by the American private 
healthcare, becoming the essential element of the doctor–patient 
relationship. Later the informed consent formed the basis of the 
American bioethical principlism declaring respect for the rights 
and freedoms of the patient. According to Tom Beauchamp and 
James Childress, the Founding Fathers of the novel biomedical 
ethics, the doctrine of the informed consent, along with the 
doctrines of confidentiality and truthfulness, ensured compliance 
with four basic principles of biomedical ethics, one of which was 
the patient autonomy principle (1976). When introducing new 
approach to ethical regulation in biomedicine, T. Beauchamp 
and J. Childress [1] pointed out the difficulties that might arise 
in case of the conflict between two or more basic principles of 
bioethics in certain circumstances upon attempting to make 
a right decision, for example between “respect for autonomy” 
and “non-maleficence”, or “beneficence” and “justice”. The 
researchers emphasized that the principles were not arranged 
in a hierarchy, and that the decision-making person had an 
opportunity to choose the most adequate norm to follow. 

Over the years, it has become clear that in the American 
medicine the priority had mainly been given to the principle 
of supporting the patient’s autonomy, as well as to informed 
consent making it possible to implement this principle. 
Autonomy refers to acknowledgement of the patient’s right 
to hold views, to make choices and to take actions based 
on personal values and beliefs [1]. When implementing this 
principle, the physician must not only show respect for the 
patient’s personality, but also support the patient and enhance 
his ability to make autonomous decisions, limiting the patient 
only in case his decision poses a threat to other people. No 
wonder such ethics was referred to as ethics of choice. Later 
it was set in opposition to the ethics of care, as discussed 
below. Private healthcare in the USA, into which the ideas of 
consumerism had spread, engulfing all American community 
experiencing the post-war economic boom, easily absorbed  
this particular variant of bioethical principlism with a focus 
on respect for the freedom of choice of the patient as the 
healthcare consumer. 

First steps of bioethics in Europe. Criticism of American 
principlism. Principle of vulnerability and new approach to 
informed consent

European bioethics was 10–15 years behind the American 
bioethics. It was a short period. However, it was long enough to 
understand that disparities between the principles of “respect 
for autonomy” and “beneficence” might be irreconcilable. 
European humanism with the concept of social solidarity was 
unable to fully accept American ethics of choice. European 
specialists in bioethics often give a negative answer to a 
question “how "moral" are the principles of biomedical ethics” 
introduced by T. Beauchamp and J. Childress (Marcus Christen 
et al, 2014). [2]. While acknowledging the imperfections of the 
four principles of American bioethics, without departing from 
principalism, European bioethics introduced the different 
set of basic principles: principles of respect for autonomy, 
dignity, integrity and vulnerability. When speaking of autonomy, 
European bioethics gave this concept a new interpretation 
with a focus on personal freedom in the broadest sense 
of the term, without limiting it to the right to choose. At the 
same time, great importance was attached to the principle of 
patient’s vulnerability, underpinning the environment of patient 
powerlessness and dependency, and justifying the moral 
responsibility of fellow man to take care of those who are 
unable to care about themselves. Thus, in the dispute between 
the right to choose and the right to care European bioethics 
made care a priority. That is how the conflict between two 
approaches to ethical regulation in biomedicine emerged, the 
conflict between ethics of choice and ethics of care. 

The conflict of those expanded across the interpretation 
of the informed consent. European ethics of care does not 
deny the doctrine of the informed consent, however, the 
interpretation is different. The doctrine is considered not the 
need to ensure conditions allowing the patient to make a free 
and responsible choice, but helping the patient to find the 
acceptable way to recovery (reducing suffering, improving the 
quality of life), which is consistent with the patient’s values and 
abilities. This approach requires not just awareness-raising, but 
quality empathic interpersonal interaction between the patient 
and the physician. In this approach the proponents of the 
ethics of choice see the signs of the condemned paternalism, 
which deprives patient of his liberty. However, they completely 
miss the point, that formal informed consent process is often 
accompanied by total indifference to patient. There is a problem 



46

ORIGINAL RESEARCH    

MEDICAL ETHICS   1, 2021   MEDET.RSMU.PRESS| |

that is “not that others are trying to command you, but that no 
one cares about you”. (Annemarie Mol, 2008) [3].  According 
to the ethics of care logic, the informed consent may be an act 
of caring about somebody, as natural as reaching out hands to 
a person, who has fallen in the street, in order to support. It is 
worth emphasizing that debates over two approaches to solving 
the problems of morality in medicine continue to this day. 

Informed consent in Russia. Legal acts issued 
in 1993 and 2011 

But let us return to Russia, where in 1993, in a wave of 
perestroika, the new “Fundamentals of the Legislation of the 
Russian Federation on Health Protection” were adopted. The 
adoption of those provided a legislative basis for the Russian 
healthcare transition to a market economy. Medical care turned 
into a service, the physician became a service provider, and the 
patient transformed into a client. The doctor–patient relationship 
was equated to buyer–seller relationship to be covered by 
the consumer law. Under such circumstances the informed 
consent was placed in the context of transaction for supply of 
services between two parties: the service provider was obliged 
to inform the client about the salient attributes of the service 
and had no right to impose the service. It was this ideology 
that was embedded in Article 32 of the Fundamentals, which 
stated the following: “The person's informed voluntary consent 
is the requisite preliminary condition for medical intervention”. 
The next 33rd Article of the Fundamentals gave an explanation: 
“a person or his legal representative shall have the right to 
refuse the medical intervention or to demand its termination”, 
and “if a person or his or her representative renounces medical 
intervention, then possible consequences of this decision shall 
be explained to them in an understandable form”. Article 34 
permitted providing medical care without the consent “in cases 
of patients who suffer from contagious diseases and serious 
psychic disorders or for persons who have committed socially 
dangerous deeds on the grounds and in the order prescribed 
by the legislation of the Russian Federation”.

Even the cursory glance at the 1993 law made it clear that 
the law was based on the American bioethical principlism, i.e. 
the concept based on the development of principles, when the 
major treasure for the physician was the patient’s (consumer’s) 
right to choose freely rather than the patient’s well-being. 
Without being reflected by society in the field of bioethics, 
these principles were immediately enshrined in the law. It is 
worth emphasizing that this approach came in some ways as a 
surprise both for Russian physicians and Russian patients, and 
the further application of the practice of the informed consent 
in our country resulted neither from the patients’ perceived 
need for autonomy, nor from the physicians’ understanding 
of their responsibility for implementation of this patient’s right. 
Both patients and physicians passively obeyed the necessity 
dictated by the law under rather tough administrative pressure. 
Currently, a checklist of any public auditor contains a section on 
ensuring respect for patients' rights, in which, for instance, the 
process of obtaining the informed consent from the patients is 
verified. Violations of provisions in this section are considered 
grave violations of the licensing requirements with attendant 
legal consequences, and constitute a cause for institution of 
proceedings for administrative offences. An example of judicial 
ruling is given below.

The female patient with paratonsillar abscess was 
transported to the hospital ER by ambulance. When examining 
the abscess, the admitting otolaryngologist saw no abscess 
and established the diagnosis of lacunar tonsillitis. The febrile 

patient was transferred to the infectious diseases hospital, 
where she was provided the necessary assistance. This situation 
somehow attracted the attention of the inspection bodies, 
which found out that after examining the patient the physician 
failed to arrange the medical history properly, and “in violation 
of the requirements of Article 20 of the Federal Law 1 323-ФЗ, 
when examining the patient, the admitting otolaryngologist did 
not obtain the informed consent to healthcare intervention (i.e. 
to examination — author's note). Under these circumstances, 
the admitting otolaryngologist was subject to administrative 
proceedings under part 3, Article 19.20 Code of Administrative 
Offences of the Russian Federation in the form of fine» (from 
the ruling of the Samara Regional Court 1 4а-847/2013 dated 
November 20, 2013). 

Fortunately, our law does not equate provision of medical 
care without informed consent to violence, in contrast to some 
states of the USA. However, lack of proper informed consent 
may by treated by the court as evidence of the physician’s 
under- or non-performance, which is necessary to find him 
guilty of infliction of injury or the patient’s death. 

Development of practice of the informed consent under 
such circumstances resulted in gross distortion of its meaning 
and in flagrant abuse by healthcare specialists. Adoption of 
new “Fundamentals of Health Protection of the Citizens in the 
Russian Federation” in 2011 in order to specify the essential 
amount of information provided to patient together with 
the formal characteristics of the consent presentation in the 
medical documentation, as well as to permit the provision of 
emergency medical care without patient’s consent, did not 
change the big picture. 

What kind of misuse and abuse are we talking about? The 
epigraph to this part of our paper could be the famous line from 
the Ivan Krylov’s fable “The Wolf and the Lamb”: “Always are 
the weak at fault before the strong”. And in fact, the physicians, 
being the stronger party in the relationship with the patients, 
quickly discovered the potential of the informed consent 
process in protecting the physicians’ rights. They managed to 
apportion heavy burden of weighting the risk-benefit ratio and 
deciding medical intervention to the patient. In the hands of 
physicians, the informed consent, initially intended to protect 
the patient against the doctors’ high handedness, transformed 
into the need to make a responsible choice at the worst 
possible time, when the patient, sick and scared, confused and 
subservient, was very acutely aware of his or her vulnerability. 
The situation of shared responsibility arose: “I have already told 
you about the possible consequences, but it is you who have 
chosen this surgical procedure…” 

The situation was also exacerbated by the fact, that the 
physician, “tempted by the market” and acting as a service 
provider, had learned data manipulation in order to sell 
something that benefits and refuse to sell something that yields 
losses. In this regard, the appeal to “present and future patients” 
of oncology clinics is significant. It was posted on Facebook 
business page in 2018 by Mikhail Laskov, head of the oncology 
clinic.  V. L. Lekhtsier had found the online appeal and quoted 
it in his paper “Logic of care versus logic of choice in modern 
concepts of medical practice” (2019) [4]. So, M. Laskov 
addresses the patients in the following way: “… both major 
and minor cancer surgery should have two true objectives: 
life extension (including recovery from cancer, if possible) and 
the quality of life. Neither “Not up to the challenge?”, nor “we 
are the only ones who...”, as well as “and at work...” do not 
automatically mean that the objectives would be achieved“. 
He further outlines the list of “the most cynical cancer surgical 
procedures”, compares the consent to such procedures with 
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“buying false hope”, and encourages the patients to make 
decisions after weighing the pros and cons. The final line of the 
appeal sums up: “It is not our choice to perform surgery on a 
dare”. This case illustrates the opportunity for profitable “selling 
the false hope” contrary to the patient’s well-being, not violating 
the patient’s right to choose freely. 

Physicians, having neglected the truth they were taught 
since their student days, that in wounded winners the wounds 
heal faster than in wounded losers, have started, quite 
relentlessly, to inform the patients about the risks of proposed 
medical interventions in order to avoid claims. The patients 
are terrified by the informed consent forms, often consisting of 
several pages with fine print and full of unclear terms. One female 
patient said: “I got the impression that I had to sentence myself 
to death“. There are tragic cases where patients failed to stand 
an emotional blow after being informed about the upcoming 
intervention (sad story about the death of Y. Yevstigneev, who 
suddenly passed away after being informed about the high risk 
of the upcoming surgery by the cardiac surgeon).  

We have found another example of the informed consent 
abuse in “The Diary of a Hospital Security Guard” by Oleg 
Pavlov, the winner of the Booker Prize [5]. While working at 
the ER of one of Moscow's hospitals as a security guard, the 
future writer witnessed the situation directly related to informed 
consent. 

A guy with wet gangrene… His wife and son were there 
with him, later the oldest pulled up. He was told that leg 
needed to be amputated, but he refused. He was decent to 
look at; but it seemed that he had put himself in this situation 
on his own. He was one of those people that were afraid to 
do anything, he was afraid of his condition… They went home 
from the hospital, because they failed to convince the doctors 
to “just treat him”. Mother was whiny and confused, having 
no courage. The youngest was very passionate – she tortured 
him, and he obeyed. The oldest arrived in his car, starting 
immediately to rally, shouted, started to “fix things” with the 
doctors, although eventually he also failed. The father was 
whiny quite the same, sort of mollycoddled by the gangrene… 
But he also shouted, and gave instructions about the infected 
leg: how to grab it, where to move, and how to bind. When a 
dressing was applied as a courtesy, he complained, that the 
dressing was done wrong…

This situation is a demonstration of gruesome indifference 
to patient, who was in fact denied medical treatment, and, 
let us be honest, was condemned to death. However, there 
is no doubt that in case someone asked the physician, if he 
was sure he fulfilled his medical duty in case of the patient 
with wet gangrene, he would answer that he certainly did. 
The patient refused surgery, and his refusal was submitted as 
appropriate. What is the problem? Meanwhile, this case is a 
typical example of decision making influenced by “vicious will”, 
when experiencing pain, anxiety, and fear have a negative 
impact on the capacity of mentally healthy person of efficient 
volitional action control. The “vicious will” is a legal concept; 
bearing proof of the party vicious will allows the court to declare 
the deal insignificant. If the patient with gangrene signed both 
the refusal of amputation and the will, his relatives would have 
a chance to challenge the will in court referring to vicious will 
resulting from severe disorder. It's interesting that the patient’s 
decision concerning medical intervention is not queried in a 
similar situation. 

In this case the "refusal submitted as appropriate” freed 
the physician from the burden of looking after a not very nice 
patient (based on the description). Although, the patient could 
be hospitalized, anesthetized, prescribed detoxification and 

antibiotic therapy, bandaged, as well as comforted and one 
more time clearly informed about his problem and the need for 
amputation. But it is a long road; it is much easier to submit 
refusal. 

However, hoping the properly submitted informed consent 
would protect them, the physicians do not fully understand the 
real role of this document in case of criminal prosecution or 
civil claim by the patient. Judicial practice suggests that judges 
often agree with the claimant, who believes that physicians have 
mispresented the information, which has made it impossible 
for the claimant to make a right decision. And if he knew the 
truth about the proposed intervention or the consequences of 
refusal, he would make an opposite decision. Some claimants 
claim that they were unable to understand what was said, that 
severe pain (shortness of breath, fear, etc.) made concentration 
difficult, and the physician used unclear terms. Thus, we know 
about the ER doctor convicted for failure to administer medical 
treatment, who had accepted the female patient’s refusal of 
proposed assistance. A young woman sitting in the hallway 
looked strange, and the patients next to her told the physician 
about it. He came out of the office and asked the woman if she 
was ok, but heard swearing, which he considered a refusal of 
assistance. The physician returned to office in order to continue 
consultations, but two hours later he was told that there was 
a dead body in the ER. It was that woman, who, according 
to autopsy, died of severe bilateral pneumonia. Defending 
himself in court, the physician emphasized that he could not 
bend the rule of informed consent in case of the patient, who 
protested strongly against his intervention. The court rejected 
his explanation, saying, that two hours before her death of 
pneumonia the patient was likely to have severe hypoxia, and 
was unable to respond adequately to the offer of assistance.  

In addition to overt misuse and abuse, the informed 
consent, being in most cases a purely formal process, stepped 
up the bureaucratic pressure on the patients. It is more and 
more often associated with violence, it raises the mistrust of 
the doctors and even aggression. In response to the request 
to submit the form we can hear: “Wanna have your ass well-
covered?” Thus, instead of protecting his right to choose freely, 
the patient receives senseless (from his perspective) procedure, 
once more pulling him back from the physician. 

To summarize, we can assume that current practice of 
informed consent in our country does not serve the interests of 
patients and medical community, and thus should be reviewed. 
Here we see the process of transformation of bioethical norms, 
which were prematurely, without preliminary deep thinking and 
conducting pilot studies enshrined in the law, from the “shield”, 
protecting the patient, into “sword”, bringing pain and mistrust 
(Wolf SM, 2004) [6].  Where do we find the ground for the 
necessary revision?

Modern ethics seeking the balance between the right to 
choose and right to care

In search for carefully managed informed consent process 
valid in Russia, it may be useful to study the current overseas 
experience. Currently, in foreign countries this specific issue 
is being studied: how to combine free choice and care of 
vulnerable patient. Not only philosophers, but also bioethical 
practitioners are trying to find the answer. They perform 
field research involving the informed consent-related ethical 
dilemmas, solved by medical practitioners and nurses in various 
clinical situations. The opinion of patients is also being studied. 
Moreover, the focus is on medical situations when the patient 
is in the most vulnerable condition and is unable to live without 
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assistance and support. Various combinations of choice and 
care in geriatrics, palliative care, at the stage of establishing 
diagnosis in oncology care, etc., are being studied

Thus, the paper by J. MacArtney et al, 2017, discusses 
the ambivalent pastoral model, involving friendly doctor–patient 
relationship at the stage of establishing the cancer diagnosis, 
allowing the patient both to choose freely and to accept 
care provided by the physician [7]. “When the relationship 
is smooth, I am ready to rely entirely on the expert’s view” – 
says one of the surveyed patients. The other female patient 
told us that after she had found out about her diagnosis, she 
read the articles on the Internet and the booklets given by the 
physician. However, she needed to discuss the issue, how the 
disorder would change her life, and her future. “I searched for a 
“nanny”, who would explain…” The paper by Swartz AK, 2018, 
upholding the principles of feminist bioethics, discusses the 
issue of interaction between the physician and the vulnerable 
patient, and raises the question of impermissibility of the forced 
autonomy, so prevalent in modern medicine, governed by 
“male law” [8]. Thus, we are now witnessing the birth of the 
concept of “relative autonomy” and “limited paternalism”, when 
the relativity and the limits are defined during the interpersonal 
interaction between the physician and the patient in every 
particular situation. We would like to call this concept situational 
ethics. 

The only problem is that such concept requires the 
physician to expend excessive resources, and distracts his 
attention from solving the problems considered to be purely 
medical. Moreover, modern physicians are trained to solve 

such problems; they consider communication with the patients 
the onerous responsibility, which, strictly speaking, is not a 
responsibility, but an additional load, from which one wants to 
escape any way he could in order to descend into “genuine 
medicine”. Most of the physicians disagree to become “merry 
shepherds” or “careful nannies” for their patients. However, 
according to research, many patients look for not only free 
choice, but also for being “coddled” by the physician. Only 
time will tell how medicine will respond to such requests from 
the patients, who were “freed” by deprived of care. However, 
the growing gap of mistrust between the physicians and the 
patients does not allow us to procrastinate on this issue.

Conclusion

We will be witnessing reconsideration of the informed consent 
image, making the informed consent more humanistic in the near 
future. Even now the novel situational ethics is being formed, 
assuming that the balance between choice and care is defined 
during the meaningful interpersonal interaction between the 
physician and the patient in every particular situation. Perhaps, 
achieving the balance will require total reconsideration of the 
doctors' perceptions of their profession, accompanied by 
significantly stronger humanitarian component of the profession, 
as well as by changed organizational structure of the healthcare 
system, which, with a growing number of vulnerable patients 
(population ageing), will be supplemented by a meaningful 
sector of humanitarian support for the technology-intensive 
medical care.
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Introduction

A research ethics committee (REC) is an autonomous 
independent voluntary body of specialists, scientists and 
clinicians with expertise in clinical trials of drugs (CTD).

From the outset of the COVID-19 pandemic, the operational 
principles of RECs have been subjected to a lot of scrutiny from 
all levels, including WHO [1,2,3]. 

 In Russia, RECs operate according to the Constitution, 
other laws and regulations, the Declaration of Helsinki 
(World Medical Association), the guidelines of the Council for 
International Organizations of Medical Sciences (CIOMS), and 
the European Convention on Human Rights and Biomedicine.

Guidance for REC is provided by WHO, ICH GCP 
(International Conference on Harmonization — Good Clinical 
Practice), the Russian OST 42-511-99 Guidelines for Good 
Clinical Practice, the approved statute on the Committee, 
and the system of standard operational procedures (SOP). 
Oversight is performed by the Federal Service for Surveillance 
in Healthcare and Social Development (Roszdravnadzor). An 
inspection carried out by Roszdravnadzor in 2018 uncovered 
a number of violations in the activities of RECs, which were 
reported at the Conference on Ethical Challenges of the 21st 
century held on November 1, 2019 in Moscow as part of 
the 29th National Congress on Respiratory Diseases: non-
compliance with SOP (38% of the violations), record-keeping 
and protocol violations (24%), violations pertaining to the 
evaluation of qualifications of the researcher (14%). A review 
of law implementation practices by Roszdravnadzor revealed 
that in some cases RECs did not control adherence to ethical 
norms during the trial, failed to make sure that the rights of 
study participants were observed, violated the procedures of 
informing the researcher or CT organizers about the decisions 
made and reasons for such decisions; in some cases there were 

not enough qualified experts in REC to carry out the ethical 
evaluation of the planned trial, or there was no confirmation 
that scientific consultants involved in decision making had not 
participated in the debate and voting [4].

Aim of study

The aim of the study was to evaluate the expertise of REC 
members in organizational and operational practices of REC 
and to analyze the system of SOP for REC in the context of 
decision making about external and in-house training of REC 
members. 

METHODS

A survey was conducted among 97 members of 22 RECs 
across Russia (Moscow, Saint-Petersburg, Kazan, Nizhny 
Novgorod, Barnaul, Novosibirsk, Vladivostok, Belgorod, Omsk, 
Tomsk, Smolensk, Yaroslavl). The questionnaire contained 16 
questions for REC members with expertise in ethics who are 
responsible for monitoring ethical conduct of CT and ensuring 
that the rights of CT participants are observed. The obtained 
data were processed, analyzed and summarized. Procedures 
related to the training of REC members were analyzed using a 
sample of 10 RECs. 

RESULTS AND DISCUSSION

RECs from our sample comprised up to 15 people each. Each 
of the studied RECs, except those from Moscow and Kazan, 
reviewed an average of  < 10 projects (initial applications) and 
1 to 50 re-submissions, including amendments to the protocol, 
updated protocols or information leaflets, per month. For 
Moscow and Kazan RECs, the number of initial submissions 
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was higher: 50 to 85. Generally, submission assessment can 
be expedited or performed within an established period of time. 
The following response times were reported: 2 weeks (40% 
of the respondents), one month (20%) and 10 days (7%). Of 
all the respondents, 69% said their REC had a special peer 
review template and an established procedure for pre-review of 
applications; rejection of applications for clinical drug trials was 
reported by 51% of the respondents. However, the respondents 
did not specify whether regulatory agencies (Scientific Centre 
for Expert Evaluation of Medicinal Products and Council on 
Ethics of the Ministry of Healthcare) had reviewed the rejected 
applications prior to REC decision. Twenty-seven percent of the 
respondents said they knew about cases when REC members 
had decided to terminate a clinical trial. 

All of the respondents (100 %) claimed that they strictly 
adhered to the established SOP, which is a mandatory 
requirement for an ethics committee at any medical facility; 
this requirement is specified in the Order 200n of the Ministry 
of Healthcare dated April 1, 2016. The procedure of granting 
the sponsor of CT, the researcher and regulatory agencies 
unlimited access to SOP and REC members data was familiar 
to 100 %, 93 % and 97 % of the respondents, respectively. 
Some of the respondents (36 %) believed that patients or 
their family members should be invited to participate in REC 
meetings in order to organize CT more effectively, because their 
opinion about the tested drug is based on personal experience. 
Fifty-nine percent of the respondents said that the applicant/
sponsor/researcher could participate in the discussion 
of specific issues during a REC meeting only if they had 
permission of the chairman/deputy chairman; 32 % said that 
only clinicians/researchers themselves could participate in REC 
debate; 9 % said that the applicant/sponsor/researcher could 
not participate in a REC meeting. Over 7 % of REC members 
reported that independent consultants participated in the vote 
during a REC meeting. 

As part of our study, we analyzed documentation provided 
by 10 RECs describing how training of REC members should 
be organized in order to improve the quality of ethics expertise.

In 2 cases (20%), Kazan State Medical University and 
Sechenov First Moscow State Medical University introduced 
the concept of internship to REC. A person who wants to 
become a REC member signs the confidentiality agreement 

and gets access to all REC documents. The intern is allowed to 
be present at all REC meetings but cannot participate in voting. 
At Kazan State Medical University, such internship lasts for 2 
months; at Sechenov First Moscow State Medical University, it 
lasts at least 1 year. During this period, the intern learns about 
GCP and ethics expertise. Upon completing their internship, 
the intern receives a certificate and becomes a full-fledged REC 
member [5,6,7]. In our study, 30 % of RECs (3 cases) did not 
have a provision about the training program for REC members 
in SOP; in 3 cases (30 %) it was impossible to assess how 
training procedures were implemented due to the absence of 
publicly available information about SOP on the web-site of 
the institution. Only in 2 cases (20 %) SOP outlined the duties 
and responsibilities of those REC members who would be in 
charge of organizing educational programs on medical ethics 
and take a training course/internship program to improve their 
own qualifications. 

CONCLUSION

The survey shows that most of our respondents knew how 
RECs operate. Only a few respondents (7%) did not have full 
knowledge of REC procedures (participation of independent 
consultants in the vote, participation of the applicant/
researcher/sponsor in the discussion, considering the existing 
conflict of interests, granting the researcher and regulatory 
agencies unlimited access to SOP and REC members data, etc). 

Continuous education of REC members and maintenance 
of corporate culture are essential tasks for any medical facility. 
The analysis of REC documentation revealed that 1/3 of SOP 
did not contain information about REC members training. 
Besides, in 30% of cases it was impossible to assess decisions 
on training procedures made by REC due to their unavailability 
to the public. 

The role of REC is becoming more significant during the 
current coronavirus pandemic, when ethics committees 
are more focused on post-registration studies and positive/
negative effects of trialed drugs need to be scrutinized. 

Thus, additional training programs for members of ethics 
committees are needed to reduce the rate of errors in expert 
assessments, ensure high quality of clinical trials and guarantee 
safety of their participants. 
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