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LETTER FROM THE CHIEF EDITOR

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.

| 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

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



OBPALLIEHVE TTIABHOIO PEJAKTOPA

Loporne konneru!

B rniocrieqHee Bpemsi GMOMeAULIMHCKME VCCIe0BaHns CTaHOBSITCS 6osiee MacLuTabHbIMUY,
HEobXoAUMBIMU 1 SIKOHOMUYECKM BOCTPEebOBaHHbIMY. [10SBASIOTCS HOBbIE J1EKaPCTBEHHbIE
rpenapartel, MeAULUMHCKUE W3LAENns, AMarHOCTUYEeCKUe MpoLeaypsl, vccreqoBaHus B
06/1aCT FeHeTVKY, pereHepaTyiBHON MeauLMHBI 1 OUOMELULIMHCKUX KIIETOYHBIX MPOAYKTOB,
VIHGDOPMALMIOHHBIX, PEMPOAYKTUBHBIX 1 AP. TeXHoMomi. Beé valle BbipaxaeTcss 06eCrioKOeHHOCTb
LLIMPOKMX C/I0EB OBLLIECTBEHHOCTY O BO3MOXHbIX COLMANBHBIX, MOPasIbHBIX, MCUXOIOMNHECKUX U
hrHaHCOBbIX MOCIEACTBUSX MOYHEHHOV B 3TUX WCCeA0BaHWSX MHGopMaLmy. B HacTosiLee
Bpemsi B Poccurickon ®enepaumm CyLeCTBYIOT 3TUHECKME KOMUTETbI/COBETbI Pa3/IM4HOro
YpOBHSI. Bce aTv opraHu3auymm peLuaroT BaxKHble 3a4a4u, HO cehepa KOMMETEHLMN KaXKOo 13
HWX BO MHOIOM OrpaHudeHa orpeaesieHHbIM KPyroM BOMPOCOB, a TakXe BELOMCTBEHHbIMU
pamkamu. Pas3BuTie poOCCUICKOM Hayky, 06ecrieqeHne KOHKYPEHTOCTIOCOBHOCTY OTeHECTBEHHbIX
pPas3paboToK Ha MYPOBOM YPOBHE COMPSXKEHO C AasibHeMLLIen rapMOHU3auyme 0Te4eCTBeHHbIX
n MexayHapoaHbIX TpeboBaHui B 06/1aCT OUOSTUKY, OOBEAUHEHWEM YCUIA OTEHECTBEHHbBIX
YYEHbIX 7151 PELLEHWST CIIOKHBIX 3a4ay STUHECKOM OLIEHKU MPOPbIBHBIX HAYYHbIX HarpaBieHui.
B cBs3u ¢ aTvM 06MeH MHEeHVSIMU Ha MPpOoGeccroHa bHOM ypoBHe B 06/1acTvl GUOSTUKM B
HacTosILLiee BPEeMS Kak HUKOrAa akTyasneH, Y Mbl Ha[eeMcsl, YTo XypHan «MeauuuHckas aTvka»
MOCAYXUT MIOLLELAKON /15 PELLIEHVST MHOMX BOMPOCOB B 3TOM HarpasieHUN.

MHe o4eHb MpUSTHO MpPeAcTaBUTb MepPBbIi HOMepP XypHana «MeauumHekas aTuka»
B 06HOBMeHHOM cocTaBe y4ypeautenen: OIAQY BO Poccuiickuii  HaumMoHasbHbIN
nccaenoBaTeibCKul MeauUNHCKUA  yHuBepcuteT umeHn H.W. [Muporosa MuHucTepcTBa
3apaBooxpaHeHus Poccuvickon ®enepatmy, ®FEOY BO SpocnaBckui rocynapCTBeHHbIN
MeanLMHCKA yHBEpcUTeT MHMCTEPCTBA 3A4paBooxpaHeHus: Poccurickon Pegepalim, a Takxe
arynbTeT rnobasbHbIx rpoleccoB OIEOY BO MockoBCKOro rocyaapCTBEHHOMO yHUBEPCUTETA
mm. M. B. JloMoHocoBa B Ka4ecTBe BeayLLero rnaptHepa wagaHus. XKypHasa 6yaeTr nsnaBaTbcs
4 pasa B rog kak B a/1eKTpoHHOM Buae (https://medet.rsmu.press/general?lang=ru), Tak v
Ha 6ymaxxHoM HocuTtene. Mbl Hageemcs, H4TO MeXAUCUMIIVHaPHBI XapakTep XypHana,
aKTyaslbHOCTb OAHSIThIX BOMPOCOB BbI3OBET MHTEPEC Y CreymasicToB pPa3Horo npogusis,
YHEHbIX MEAVLIMHCKIX 1 HEMEAWLMHCKUX CreLmabHOCTe, Neaaroros, CTyAeHTOB, acrpaHToB,
MPaKTUHECKVX BpaYe v npoBmn3opoB, byaeT criocobCTBOBaThL AaslbHENLLEMY Pa3BUTUO BUOSTUKM
B Poccuickon ®enepaimm.

VickpeHHee paabl BalLuvM yonvKaLmsM v COTPYAHUYECTBY C XXypHasioMm. >Kenato BCeM
YCrexoB B BalLIey MpogeccnoHaibHON AesITe/IbHOCTy!

[naBHbII peaakTop XypHasna «MeauumHcKas aTvka»
AnekcaHap JleoHngoBmY Xoxios

MEOVLIMHCKASA STUKA | 1, 2021 | MEDICAL-ETHICS.RU




ORIGINAL RESEARCH

ON THE 75TH ANNIVERSARY OF THE BEGINNING OF THE NUREMBERG TRIALS AND THE CREATION OF
THE NUREMBERG CODE: GLOBAL RELEVANCE AND ENDURING LESSONS

Chuchalin AG'®, Sayamov YuN?

' Pirogov Russian National Research Medical University, Moscow, Russia
2 Lomonosov Moscow State University, Moscow, Russia

The article reveals the significance of the Nuremberg Trials for rethinking the moral foundations of medicine, investigates the role of the Nuremberg Code in the
establishment of voluntary informed consent as a mandatory component of clinical trials and procedures and assesses the impact thereof on the international legal
regulation of healthcare. The authors emphasize the importance of the Nuremberg lessons for understanding the ethical challenges that came into foreground in
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The year 2020 was marked with the 75" 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 75" 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.
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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.
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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
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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 ifitis
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, itis 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,
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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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WH®OPMWUPOBAHHOCTb KAK KPUTEPUA SAKOHHOCTU NOJNTYYEHUA COMNACUSA NMALUMEHTA
HA MEOWLNMHCKOE BMELLIATEJIbCTBO

A. H. Muwmta &, B. A. Anekcees, K. H. Bopricos
Poccuinckas MeayupmHeKkasn akagemmns HenpepbIBHORO NPoheccoHansHOro 0bpadoBaHms MyHCTepCTBa 3apaBooxpaHeHns Poceuninickon ®epepauim, Mocksa, Poccust

[okTprHa 0683aTensHOro NONYYeHNs Corflackst NaumeHTa Ha MeaULVIHCKOE BMeLLaTeNbCTBO BO3HMKIIA B COPOKOBbIE rofpl ABaALIATOr0 BeKa, 0AHaKO, 40 CUX Mop
npobnemy pernaMmeHTa nosyHeHrs Cornacus NaLneHTa Hefb3s OTHECTU K KaTeropum OKOHYaTeNbHO peLLeHHo. OHMM 13 KpUTEPUEB NErUTUMHOCTY BbIMOSHEHNS
BMeLLaTeNbCTBa SBSETCS MOHas (LOCTaToqHasl) MHPOPMUPOBAHHOCTL MauMeHTa O npeaiaraéMoM MeOULMHCKOM BMELLATENbCTBE, PUCKAX M OCTIOMHEHUSIX
npwv ero BbINoAHeHUN. KpomMe Toro, paclumpeHve npas rpaxaaH, nosyHatolyx MeanUmMHCKY0 NoMOLLb, B paMax PeaepanbHoro 3akoHa ot 21 Hosbpst 2011 1.
N 323-03 «O6 ocHoBax 0xpaHbl 30p0oBbA rpaxkaaH B Poccuiickon eaepaumn», a Tak ke pacnpocTpaHeHe HopM dhefepasibHbIX 3aKOHOB, 3aLLMLLAOLLIX MpaBa
rpaxxgaH, kak notpebuTeneit ycnyr 1 paboT, Ha NauyeHTOB CyLLIECTBEHHO MOBbILLIAET TPeboBaHMA K paboTe MeaNLMHCKNX PabOTHMKOB, B 00S3aHHOCTU KOTOPbIX
BXOAWT HEYKOCHUTENbHOE COBMoAeHME NpaB NaLyeHToB.

KntoyeBble cnosa: npaga nauyieHTa, MHPOpMMPOBaHHOE J0OPOBOMBHOE COoracyie NauvieHTa, MeAULMHCKOE BMELLIATENbCTBO, MPaBO Ha JINHHYHO HEMPUKOCHOBEHHOCTb,
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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:
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— 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.

Afterthe 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
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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 fulffill 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].
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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)
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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.
Keywords: bioethics, informed consent, industrial development of medicine, liberal economics, psychology of decision-making.
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HEOTBbEMJIEMOE NPABO COBEPLLUNTb OLLUNBKY (OB NH®OPMUPOBAHHOM COIJIACUN)
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Paccmatpusaetcsa npouenypa [o6poBONbHOMO MHopMupoBaHHoro cornacus (AVIC), kak npaBoBas KOHCTPYKLWA, MPOOYKT NMBepansHON aKOHOMUKK. B aTom
kadectse [VIC aBnseTCA UHCTPYMEHTOM NepeKnaplBaHys OTBETCTBEHHOCTY 3a BbIGOP BMeLLATeNbCTBa C NPOoAaBLa MEAVLIMHCKUX YCIyr Ha noTpebutens n
SABMAETCS KOHTPAKTHbIM AOrOBOPOM, MO3BONSAIOLLMM 136exKaTb CyAeOHOM OTBETCTBEHHOCTU 1 BCEBO3MOXKHbBIX MOTEPL C 06enx CTOPoH. Komnnekc npobnem
BOKPYr AVC MOXHO OBBACHUTL CYLLECTBEHHBIM PadnnyvemM CUTyaLy SKCNeprMeHTa (ANns KOTOPOW OHO CO34aBasioCb MepBOHAa4anbHO) Y MOBCEAHEBHOWN
KNVH1YecKol NpakTvkn. 3akoH o [MC He nveeT MexaHn3MoB VHANBUAYANbHOMO NMPYMEHEHUS, OO He YHUTbIBAET BOMPOCOB NCUXONOMMM MPUHATUS PELLIEHII.
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“...Securing agreement on general claims (like “respect human beings”) is easy but securing

Background'

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)? 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
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agreement on the meaning of these claims is not”.

Xavier Symons [1]

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 disorder*. 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



OPUITMHAJTIbHOE NCCJIEQOBAHNE

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:

e |C

¢ Conflict of interest disclosure

e Assisted suicide (“risk mutualization”)

e Writing prescription containing just the international
nonproprietary name (the patient can select an affordable drug)

e \Warning about potential health hazard of harmful
addictions (smoking, alcohol consumption, etc.)

e 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 carefull It's a pyramid
scheme!”... l.e., he gave a clear warning, telling the public
he was a thiefl 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 decision®. 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].

" 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: “| was offered to submit IC; after a conversation | felt like | had been molested” (private message to N2). 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”, W 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”. (?N2) [Ibid.].
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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 same®. 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

5 «While understanding the psychological aspects < ...
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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 euthanasia’, 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.

> 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....
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INFORMED CONSENT: FROM HISTORIC ROOTS TOWARDS THE RED LINE OF MODERN CRISES IN
INFECTIOUS DISEASES

Kubar Ol =, Bichurina MA, Romanenkova NI
St. Petersburg Pasteur Institute, Russia

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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KOHLEEMUWUA NHOOPMUPOBAHHOIO COIMACKS OT UICTOPUYECKUX KOPHEW JO KPACHOW JTMHUA
COBPEMEHHbIX KPU3UCHbIX CUTYALIUI B UHOEKLIMOHHOW NATONIOM A

O. N. Kybapb B, M. A. BudypuHa, H. . PomaHeHkoBa
CankT-MeTepbyprekuin HA snngemmonorim n mmvkpobuonorum nmenm MNactepa, CaHkT-NeTepbypr, Poccus

IMpoBeneHO 13yHeHyie 3TanoB NMpoLEecca Pas3BITYIS UAEONONVM U COAEPXKaHUS MHOPMMpoBaHHoro cornacust (IC) kak MHCTPYMEHTA 3alLvTbl NMpas 1 AOCTOVMHCTBA
YYACTHUKOB UCCNEO0BaHUA 1 B KPUWCHBIX CUTYaLWsIX B MeOULMHE, Ha npuMepe nHeKUMoHHbIX 3abonesaHnin. CreumpansHblil akueHT caenaH Ha 6onee Yem
100-n€eTHUIN NEPUOL, OTEHECTBEHHOW UCTOPWM CTAHOBMEHNS STUHECKNX 1 MPABOBbIX MPUHLMNOB (hOPMMPOBaHIS MHHOPMUPOBAHHOIO corflackisi. B oTaensHOM
paspene faH 0630p COBEPLLEHCTBOBAHNS COAEPKATENBHON 1 OMMCTUHECKON XapaKTePUCTVIKM NpoLiecca MH(POPMMPOBaHUS (MHAVBUAYaNbHOE, OBLLECTBEHHOE,
OTCPOYEHHOE 1 LWpokoe VIC) npu uchbiTaHWy BakuMH 1 NPOBEedeHUN BakUMHaLMM B HPEe3BblHaiHbIX cuTyaumnsax. Ha npumepe peannsaumn rnobabHbIx
nporpamm BO3 o nvkeraaLmmn ynpasnsieMbix MHPEKLMIA (MONMOMUENIT 1 KOPb) MPOAEMOHCTPUPOBaHa COMPSXKEHHOCTL CNEfoBaHUS STUHECKVIM CTaHaapTam
MNH(OPMMPOBaHWS 1 AOCTVXKEHWSI yeriexa NMpOTUBOSMMAEMUYECKMX MepornpusiTuii. CosaaHre aTMHECKOro anroputMa BakLMHOMPOMUIAKTUKA 1 OMbIT ero
MPVIMEHEHNS B KPU3MCHBIX MAEMUHECKMX CUTYaLUSIX UIMEET BXKHOE MPOrHOCTUHECKOE 3HAYEHVe NPY OPpraHn3aLmmn 1 KOHTPOSE NPUMEHEHIS BaKLMH B Nep1og,
naHaemMmm,

KnioyeBble cnoBa: MHMOPMMPOBaHHOE coracue, NCTopust 1 coBepLueHcTeoBanne hopm VIC, NC npu ncecnegoBaHum BakumH, VIC npu BakupyHaLMM B HYpe3Bbl-
YalHbIX CUTyaLNAX

Bknap aBTopoB: Kybapb O./. — UCTOPUKO-apXMBHOE U3y4YeHME 1 0630p CTAHOBMEHWUS W Pa3BUTUSI STUKW UCCNEROoBaHUA B Poccum; aHanma cneumdukim
MH(OPMUPOBAHHOTO COrNAacKsi NPy NCCNEA0BaHNM BaKLMH 1 pa3paboTka STUHECKOro anroputMa KOHTPOSIS YPe3BbIHaiHbIX SMMOAEMUHECKUX CUTyauuii. BudypuHa
M.A., PomaHeHkoBa H.V1. — npoBefgH1e Kommnekca BUPYCONOrMHECKUX 1 SNMOEMMONONMYECKIX MCCnefoBaHnii B hopmate CybHaLmoHaneHo nadbopatopum
BO3 no nukemzaumm ynpasnsembix MHPEKLNIA.

> Ans koppecnoHgeHuun: Kybapb Onbra MocndosHa
yn. Mupa 14, CaHkT-Ietepbypr, 197101; okubar@list.ru

Cratbsl nony4eHa: 18.02.2020 CtaTtbsi npuHsaTa K nevatu: 20.03.2021 Ony6nukosaHa oHnanH: 31.03.2021
DOI: 10.24075/medet.2021.010

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
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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, Ne 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.
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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

MEOVLIMHCKASA STUKA | 1, 2021 | MEDICAL-ETHICS.RU



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 41t 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. Al
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
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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
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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:

e 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.

e 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.

e 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 orracial 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
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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, Ne 17-0/1/2-18965, and the
letter dated January 15, 2021, Ne 1/11/1-155) has issued the
Standard Operating Procedure “The procedure for COVID-19
vaccination in adults” [14, 15]. The first officially registered Gam-
CQVID-Vac vaccine is to be used, the combined vector vaccine
for prevention of coronavirus infection caused by SARS-CoV-2.

Annex Ne 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-
COQVID-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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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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onbIT PABOTbI C NALUMEHTAMU PEAHUMALIMOHHOIO OTAENEHNA N X POOCTBEHHUKAMU
MO NHO®OPMUPOBAHUIO N OMTUMU3ALIUN KOMIMANHCA

A. K. Caetrapaes'?, . J1. Maxkcumos', M. 3. l'ypbinesa', /. A. lNpuropbesa’

" KazaHCcKuin rocyAapCTBEHHbIN MeaMUMHCKWIA yHBepcuTeT MuHsgpasa Poccun, KasaHb, Poccrs
2 PecnybnnkaHCKUN KIMHUYECKUA OHKoMornyeckui aycnaHcep M3 PT, . KagdaHb, Poccust

AKTYanbHOCTb NPOBAEMbI: AN CHKEHNS pPUCKa Pa3BUTUA MOCIEONEPALMOHHBIX OCIIOXHEHWA Yy NaLMEHTOB MNOXMUAOro 1 ctap4eckoro sodpacta OAPUT
NPenNoXKeHO NPYBNEKaTb K yXoay U paHHen peadunmtaLmm NoAroTOBAEHHbIX 1 MHEOPMMPOBAHHBIX POLCTBEHHUKOB. Lienbto paboThl SBUCS aHanms MCTOHHMKOB
STVKO-MPaBOBOro perynupoBaHnsa padotel OAPUIT, coLMONOrMHYeckunin onpoc POLACTBEHHVKOB MaLMEHTOB M paspaboTka 06pas3oBaTenbHON MporpaMmbl ANs
1X 00y4eHNs Ha 6a3e KNMHUKN aHeCcTe3nonorum 1 nHTeHcrsHom Tepanum PKOL M3 PT. Matepuansl 1 Metogpl. V3ydeHa npasosast 6asa pabotel OAPUT B
P®, nposeneHo aHkeTnposaHre 35 poacTBeHHVKoB naumeHToB OAPUT no cneuyansHo paspaboTtaHHoin aHkete. B 2017-2019 rr. o6yveHo 185 BonoHTepoB-
POACTBEHHMKOB, 32 NaumeHTa Noy4mIn UX AONOMHUTENBHBIA YXOA, MOce Yero Obln OLEHeH MCKXMHecK cTatyc 6onbHbIX (LWkana Mini Mental State) 1 dmsndeckoe
COCTOsHME (HanM4mMe MPOSIEXXHEN, SHTepasbHOE NuTaHue). MNonyyeHHble peaynsratbl: 71% PEeCnOHAEHTOB C MOHMMAHMEM OTHOCHATCS K OrPaHNHEHsiM MO OOLLEHNIO C
60nbHbIM B OAPUT, 97% cunTaioT cebst roToBbIMM K Y4acTUIO B yxoae 3a 605bHbIM POACTBEHHUKOM, HO HE UMEIOT Takoro onbita 66%. MoaTomy ans Hiux Gbina
paspaboTaHa v anpobupoBaHa 3-x YacoBas MHTEpaKTVBHas NporpaMma obydeHus. Bbino obyydeHo 185 BONOHTEPOB, K yxomdy 3a 32 mauvieHTamu AoMyLleHbl
1x 0By4eHHble POACTBEHHVKW. [peaBapuTenbHble Pe3yNsTaThl: YNy4LLEHNE SHTEPaNbHOO MUTaHNS, COCTOSHMS KOXHBIX MOKPOBOB W MCUXMHECKOrO cTaTyca
60onbHbIX. BbiBOA: NpennioeHHas cucTeMa NpuBnedeHrst BONOHTEPOB M3 YiCa POACTBEHHVKOB nauneHToB OAPUT ans yxofa 1 peabunutaimm 6onbHbIX co3naet
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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
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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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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 Ne 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)

ORIGINAL RESEARCH

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%

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 wilingness
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.

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

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 | was conducted by the head of ICU and the chief

Sex Number of respondents %
Male 10 28,6%
Female 25 71,4%
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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;

e sanitary and epidemiological requirements for working
in ICU;

e general information about anesthesia and pain relief; body
and mouth cavity anatomy;

e asepsis and antisepsis;

e nutrition in the perioperative period;

e bedsore prevention and respiratory exercise;

e 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 I, 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 I, 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.
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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

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
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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



OPUTMHAJIbHOE MCCJIEQJOBAHNE

“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 Petroy, 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. FV. 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 llyich: “What tormented
Ivan llyich 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 llyich...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

MEOVLIMHCKASA STUKA | 1, 2021 | MEDICAL-ETHICS.RU



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 amost 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 Ne 323 On the fundamental principles of public
health protection Ne 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 Ne 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.
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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 5" century BC) and
later expanded upon by Galen (the 2™ century BC). In the
20th century, the outstanding Soviet scientist Ivan Paviov
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 Kubler-
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,
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INFORMED CONSENT IN RUSSIA: MISUSE AND ABUSE
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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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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.
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OPUIMMHAJIBHOE NCCJIEQOBAHUE

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
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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-®3,
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 4a-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 | 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 V. 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
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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, | 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. “| 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
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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
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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
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the institution. Only in 2 cases (20 %) SOP outlined the duties
and responsibilities of those REC members who would be in
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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
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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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