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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.
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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:

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

— 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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