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Abstract. The aim of the article is analysis of the problem of medical error, namely the lack of a single definition and understand-
ing of conceptual categories. The complexity of the problem of the medical error is due to its intersection in two fields — medi-
cine and law, where, on the one hand, the subject is human rights, including health as the highest social value, and on the other
one — the quality of care and conscientious attitude of doctors to their professional responsibilities. Definition of a unified ap-
proach to solving the problem and analysis of the factors of formation of medical errors will reduce the impact of the latter and

improve the quality of the medical care.
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Introduction

A human being, its life, health, honor, dignity, inviola-
bility and safety are recognized as the highest social va-
lues in Ukraine according to Article 3 of the Constitution
of Ukraine [1].

The state exists to form such conditions, under which
it will be possible to implement the abovementioned va-
lues. An important way for the state to achieve this goal is
to create and administrate the healthcare system including
conditions for qualitative, effective and affordable medi-
cal treatment. According to the World Health Organiza-
tion, the quality of healthcare services is a measure of how
the medical care is provided to particular individuals and
communities and improves desired patients’ health out-
comes. One of the core criteria of qualitative medical care is
its safety that minimizes possible harm to recipients, includ-
ing preventable injuries, and reduces the possibility of medi-
cal errors (ME) [2, 3].

In Ukraine, one third of acute myocardial infarction ca-
ses are not diagnosed in time, although the number of car-
diologists is not inferior to similar figures in the Netherlands
and Poland. It is known that early diagnosis of myocardial
infarction and proper treatment significantly increases pa-
tient’s chances for recovery. It is not clear how many of these
diagnostic errors are the results of insufficient qualification
of a doctor. The issue about the fact how many Ukrainians
believe to have suffered from ME has not been deeply stud-
ied. There is a study on ME, conducted in Ternopil region, that
says: ME were found in 92 out of 112 provided medical care
cases, which is 82.1% [4].

According to the WHO, 6-7 patients die every day
in Ukraine due to medical negligence and three times more
become disabled. At the same time, only about ten medical
workers are prosecuted each year [5]. Instead, statistics shows
that in the EU countries, frequency of ME and negative ef-
fects caused by medical care is 8-12% of all hospitalizations.
At the same time, 23% of the EU citizens claim that they were
injured due to a ME, of which 18% — a serious ME, 11% were
prescribed wrong treatment. According to statistics, 50.0—
70.2% of such errors could have been avoided [4].
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According to the Spanish Association of Victims of Medi-
cal Negligence, where mainly the state healthcare system exists,
about 5,000 deaths have been recorded due to ME over the past
10 years [5, 6].

In the United States, ME take the third place in the rate
of death causes [7]. Every 15 min in this country 5 people die
from ME or unscrupulous medical staff. There are about 3-15%
of ME made in the United States. Mortality from the ME reaches
the number around 50-100 thousand per year [3, 5, 6].

In the United Kingdom, up to 70,000 people die each year
from ME. The overall incidence of ME is around 5% [5, 6]. Analyz-
ing the accuracy of the diagnosis and treatment of 5412 patients
treated in hospital emergency departments in England and
Wales from 2013 to 2015 found 2288 (42%) cases of ME includ-
ing of 315 (14%) cases of wrong diagnoses and 1973 (86%) cases
of delayed diagnoses [8].

According to reputable medical scientists, the mistakes made
by doctors due to complexity of the medical science and individ-
ual characteristics of the patients are legitimate [6, 9]. The increase
of the frequency of the ME is caused by the expansion of the range
of diagnostic tools and methods of treatment, the use of complex
types of surgical interventions. In modern conditions, the analy-
sis of ME that takes into account the factors of their occurrence is
unexplored and relevant, as reduction of impact of the errors will
improve quality of the medical care [10]. It is necessary to study
calculation of the frequency and structure of the ME, which will
make it possible to develop a strategy of their reduction.

One of the priority factors that complicate the implementation
of improving the quality of healthcare is the lack of a single com-
mon definition and understanding of ME. The term «medical error»
is not enshrined in any of the documents governing the health-
care. Nevertheless, this definition is widely used in practice and is
a frequent subject of controversy in academia, especially among
physicians and lawyers. Taking into account different professional
approaches, interpretation of the term «medical error» has dia-
metrically opposite meanings. Given the wide variety of definitions
of «medical error» and pluralism of opinions on its understanding,
the problem remains relevant and needs further study.

Aim: to analyze modern medical and legal views on the defi-
nition and understanding of the term «medical error».
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Object and methods of the research

To achieve this goal, modern literature on the problem
of the ME was analyzed. The hypothesis of the presented study
concerned the existence of a single definition of the term «medi-
cal error», as well as a single approach in its definition among phy-
sicians and lawyers?

Results

Analysis of factors causing ME

Itis believed that the characteristic features of the ME are:

« deviation of a doctor from medical standards while choos-
ing of treatment method, dosage of pills;

« incorrect diagnosis and appointment of further incorrect
treatment;

« improper diligence of a doctor;

- insufficient experience of a doctor in application of new sur-
gical techniques;

- violation of the principle of timeliness of the medical care;

« violations in the monitoring of the course and consequen-
ces of treatment, as well as in the conduct of rehabilitation
therapy [5, 6,9, 11-13].

It is assumed that the doctor acts contrary to the standards
and local protocols of medical care in the field of the health-
care, which leads to errors due to subjective or objective factors.
It is believed that the objective factors cause around 30-40%
of the errors, the subjective ones — 60-70% [5]. The objec-
tive factors are most often associated with a change in views
on the treatment of the disease and the general lack of develop-
ment of medicine for certain diseases.

Objective causal factors include the following:

« late hospitalization and severity of patient’s condition, in-
ability to obtain clear and complete answers of the patient;

« lack of opportunity to conduct a full examination of the patient,
performance of clinical and laboratory studies, special diagnos-
tic methods, consultations of related specialists if necessary;

- objective difficulties in diagnosing some diseases due to
their rarity, atypical development, lack of pronounced clinical
manifestations or individual anatomical features of develop-
ment, abnormalities in the structure or function of the pa-
tient’s body;

« unpredictable reactions of the patient’s body to certain pills,
provided that the patient is in critical condition or is under
medical intervention in an emergency caused by a natural di-
saster.

Subjective factors include:

« mistakes made by the doctor in the process of communicat-
ing with the patient due to non-compliance with basic de-
ontological principles;

- inattentive examination (incomplete anamnesis), insuffi-
cient or late examination of the patient, ignoring the data or
previous medical examinations;

« inadequate evaluation of clinical and laboratory studies, lack
of data of special research methods when there is a possibi-
lity of obtaining them, or overassessment of their results and
diagnostic capabilities;

- disregard or overassessment of results of consultation opi-
nion or results of concilium, lack of consultation when it is
necessary and available;

- careless performance of operations or other treatment and
prophylactic measures of patient care, prescribing symp-
tomatic treatment instead of radical measures;

- low level of qualification of a doctor and his personal qualities
such as insecurity in knowledge or excessive self-confidence,
weak clinical thinking, insufficient knowledge in related special-
ties, abscence or lack of experience, practical skills, arrogance;

- narrowing of diagnostic point of view of a doctor of narrow
specialization;

« lack of understanding of the impact and interaction of mul-
tiple risk factors.

Itis an important point — to determine the cause of the ME,
as it is one of the conditions for determining doctor’s responsi-
bility. Thus, when it comes to ME, which are based on the subjec-
tive reasons (misinterpretation of the results of laboratory and
instrumental research, insufficient experience), it is necessary to
provide liability of medical workers [9, 13].

In addition to the abovementioned classification, including
the cause of the «medical error», there also some other ones.

According to the principle of phased provision of medical
care distinguish: ME in diagnosis, ME in organization of the treat-
ment process, ME of ethical and deontological nature.

Taking into account the cause of «medical errors» are divided
into: tactical (underestimation of the patient’s condition, incorrect
diagnosis, inappropriate choice of treatment method, incorrectly
defined indications for surgery, etc.), technical (error in the dose of
prescribed pills, improper manipulation or surgery).

Conditionally «medical errors» are divided according to
the following characteristics:

- diagnostic errors (errors in recognizing the disease and its
complications, misdiagnosis, incorrect diagnosis, incom-
plete examination, hurry at the examination);

- treatment errors (associated with an incorrect clinical diag-
nosis, when the patient is prescribed treatment that does
not correspond to the true disease and at the same time
necessary therapy is not conducted);

« technical errors (miscalculations during diagnostic and the-
rapeutic procedures and operations);

- organizational (shortcomings in the organization and other
types of medical services);

« deontological errors (in the doctor’s behavior, communi-
cation with patients, i.e. non-compliance with the ethics
of medical practice by a doctor);

- errors in filling out medical records.

Obviously, the lack of a single classification is due to the lack
of a common view on the definition of the <medical error» term.

Medical views on the interpretation

of the term «medical error»

According to one of the most cited definition ME should
include only a conscientious error of a doctor, which is based
on imperfections of current state of medical science, its research
methods or caused by peculiarities of disease of an individual or
the one that is explained by the lack of knowledge or experience
of a doctor. It's considered the ME to be a purely conscientious
one, which precluded his criminal liability [6, 9].

Often a ME is defined as a wrong action or inaction of doc-
tors in the performance of their professional duties, errors in di-
agnosis of a disease, organization and conduct of treatment.
Although it is obvious that the problem of ME can not be nar-
rowed only to issues of diagnosis and treatment. The severity
of the error depends on its consequences, which can be very se-
vere up to the death of the patient [5, 6, 9].

A ME is a conscientious mistake of a doctor, which has
caused some damage to the patient’s health, a sincere delusion
of the doctor without elements of negligence, carelessness and
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malicious professional ignorance. The ME includes ignorance or
inability to use existing knowledge in practice [5, 6,9, 12, 13].

A. Herzen in his study, considering the ME from a medical
point of view, defines it as a certain conscientious behavior (ac-
tions or inaction) of a medical worker, the negative consequen-
ces of which are caused by atypical development of the disease,
unpredictable reactions of the patient to certain pills, deficial
state of medical science and technology, lack of professional ex-
perience, which is not associated with negligence in their duties,
and therefore excludes the possibility of prosecution [9].

The ME is sometimes considered to be an action that occurred
as a result of a combination of difficult circumstances in the perfor-
mance of all regulated provisions, which led doctor to delusion and
therefore it was not a result of a negligent, irresponsible attitude
of the doctor to his duties, ignorance or a kind of criminal action.

In practice, the ME is a non-criminal delusion of the doctor
in his professional activity, if it excludes negligence, unscrupu-
lousness, self-confidence or indifference [5, 6, 9].

Legal views on the interpretation

of the term «medical error»

Despite the large number of cases of ME in medical prac-
tice, from a legal point of view, the term «medical error» does
not exist, it is not mentioned in any legal document [5]. The term
«medical error» is not a legal concept and is not metioned
in the Civil Code of Ukraine, so this concept is medical.

According to the Law of Ukraine «<Fundamentals of the Legis-
lation of Ukraine on Health Care», Article 78 (a) states that medical
workers are obliged to promote the protection and improvement
of human health, to prevent and treat diseases, provide timely
and qualified medical and rehabilitation care [14]. Thus, the law
forbids being unchanging, dishonest, inattentive, unscrupulous.

Most lawyers in the interpretation of the term «medical er-
ror» take a categorical accusatory position, insisting on the man-
datory presence of guilt in the actions of medical work-
ers [9, 11-13]. However, even among them there is no single
point of view on the qualification of the ME.

Thus, proponents of the legal field claim that ME is errone-
ous, negligent, dishonest, and careless and uneducated actions
of a doctor, methods of providing medical care to patients, which
resulted in harm (bodily injury) or death of the patient or prolon-
gation, worsening of the disease, loss of favorable time for proper
treatment, which could have been foreseen and eliminated in the
process of providing medical services. Medical error covers both
culpable action and culpable inaction, which in case of adverse
consequences for the patient is the basis for bringing a medical
worker to justice. A ME should be considered as an action or inac-
tion of a healthcare worker that has led to negative consequences
for the patient’s health or life, namely, mistakes made by health-
care professionals who unreasonably deviate from established
medical standards, act carelessly, self-confidently or allow unrea-
sonable risk, having lack of experience or knowledge [9, 11, 13].

According to the definition of . Seniuta, the ME — is a type
of a defect in the provision of medical care, which is improper per-
formance (non-performance) of duties by a medical worker due
to subjective or objective mistake, not related to negligent and
dishonest attitude towards them, which caused harm to patient’s
health [13].

Characteristic signs of the ME are: 1) the onset of civil liability
due to legal qualification of the act; 2) a fine line with professional
crimes and difference in the amount of damage: when crimes are
committed there are serious consequences, which is an evaluative
concept, but, as a rule, they involve death, severe and moderate
bodily injuries. In addition, the difference lies in the good faith of
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the error, not related to negligent and dishonest attitude to the
performance of professional duties; 3) «Academic explanatory
dictionary of the Ukrainian language» explains the word «error»
as «incorrectness, inaccuracy in any mechanism, device, in any
scheme, map, etc» [13].

Only ME that have caused harm to the life or health of a citi-
zen have legal significance. However, a ME does not necessari-
ly leads to any complications. From the legal point of view, ab-
sence of treatment effectiveness is can by no means be defined
as a ME. Even if the health care worker has made an incorrect di-
agnosis, but the treatment prescribed by him has not worsened
patient’s condition, the patient can not make any claims.

Determination of guilt in making ME

The divergence of numerous definitions of «medical error»
among lawyers and physicians lies in different interpretations and
establishing guilt. Despite the long existence of the term and its nu-
merous interpretations, the definition of the «guilt» is highly contro-
versial. In general, guiltis a subjective (mental) state of a person who
commits an illegal act. At the same time, some lawyers argue about
the ability to realize, others — about intention and knowledge,
the third ones — about awareness and desire, the fourth — about
the condemned mental state, the fifth — about any mental state. ..
There is no clear decision on the concept of guilt in the criminal law
of the United States, England, Germany, and France.

According to Article 23 of the Criminal Code of Ukraine: «Guilt
is a mental attitude of a person to an act or inact, stated in this
Code, and its consequences, expressed in the form of intent or
negligence» [15]. Intent is a conscious socially dangerous act
that has entailed predictable socially dangerous consequences,
and negligence is a criminal unlawful arrogance or carelessness,
when a person foresaw the possibility of socially dangerous con-
sequences of the action (action or inaction) or should and could
have foreseen them [15].

Thus, the question arises, can a factor of guilt be seen in doc-
tor’s actions?

If the doctor in the process of providing medical care intents to
create socially dangerous consequences of their actions (direct in-
tent) or consciously understands the possibility of their occurrence
(indirect intent), it is unlikely to be associated with his professional
qualities. Moreover, there is no connection with illegal arrogance
and negligence: if a person foresaw the possibility of socially dan-
gerous consequences of his actions or should and could have fore-
seen them (carelessness), it is shouldn't be qualified as the ME.

Thus, the ME is an innocent act that is not related to inten-
tional criminal actions and negligence. Only the presence of guilt
in the commission of a ME by a person is the basis for bringing
him to civil liability. The impossibility of predicting negative re-
sults that are causally related to illegal behavior in the legal lit-
erature is qualified as a case. This limits responsibility.

However, in rare cases in medicine, factor of chance, which is
impossible to predict, may play some role but it can lead to un-
forseen consequences. Such situations a related to the case (ca-
sus), which according to part 1of Article 617 of the Civil Code
of Ukraine is the basis for release from liability for breach of obliga-
tion [16]. The casus is defined as a consequence that is causally re-
lated to the action (or inaction) of a person who, however, not only
did not foresee the possibility of occurrence, but also could not
foresee it. In medical practice, accidents are understood as an un-
favorable outcome of the patient’s treatment due to a coincidence
that does not depend on the actions of the doctor, which the doc-
tor could not have foreseen and prevented. Such results are most
often associated with the individual reaction of the patient to cer-
tain drugs, diagnostic procedures, operations, deficiencies in the
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operation of medical equipment that can not be predicted, even
in the case of appropriate attitude of medical staff to their duties.

The identification of the terms «medical error» and «ac-
cident» is erroneous. A feature that separates these terms is
the presence of additional unforeseen circumstances in the ac-
cident and the inability of a doctor of any specialty to anticipate
them and prevent their consequences [11-13].

A separate type of offense is a gross negligence, the feature
of which is the failure to follow the due diligence of the health-
care worker in performing his professional duties, which led to
serious consequences for the life and health of the patient and
has legal qualifications, resulting in compensation. Gross neg-
ligence is the result of gross inattentiveness. Gross negligence
includes elementary errors that violate the diagnostic and thera-
peutic basic rules, which should always be followed [11, 12].

Conclusion

The analysis of modern sources of the medical and legal sci-
entific information, legal acts of Ukraine show the lack of a com-
mon view on the definition of the <medical error» both from legal
and medical point, resulting in its indifference to legal and expert
practice.

The lack of a common understanding of the term «medical
error» causes a large number of contradictions and uncertainties
regarding the responsibility of medical workers, the elimination
of which is possible only through improvement of legislation on
regulation of the rights and obligations of doctors. It is important
and necessary that meanings of the terms «medical care», «<medi-
cal services»; «<medical error» are legally defined, etc,, as well as
regulation mechanisms of the legal status of patients and doctors,
legal relations that arise between them in the process of provid-
ing medical care and medical services, health care agreements,
grounds and types of liability.

A necessary condition for reducing the frequency of the ME is
the constant improvement of the level of professional knowledge
and skills of doctors, and this duty is not only moral but also legal.
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Yn mae nikap npaBo Ha NOMUNKY?
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AHoTaujis. Y cTaTTi npoaHanisoBaHo npobnemy nikapcbKoi no-
MWIKWY, @ Came BifCYTHOCTI €AMHOrO BU3HAYEHHA Ta PO3YMIHHA
NOHATIHMX KaTeropii. CKknagHicTb Nnpobnemn 3ymoBneHa ii no-
JIOKEHHAM Ha NnepeTVHi ABOX ranyseln 3HaHb — MeauLUHM Ta
lopUCnpyAeHLil, fie, 3 04HOro 60Ky, NpeAMETOM PO3rTisAgy € NpaBa
NIOANHM, 30KpeMa 300POB'A AK HaNBULLA CoLlianbHa LIHHICTb, 3 iH-
LLIOro — AKICTb HafjaHHA MeaVYHOI JOMOMOI M Ta CYMIliHHe CTaB-
JNIeHHA nikapiB A0 BUKOHaHHA NpodeciliHnx 060B'A3KiB. BuaHaueH-
HA EAVHOrO NiAXoAY A0 BUPILLEHHSA NPo6IeMM Ta aHani3 YNHHMKIB
bopmyBaHHA NiKapCbKNX MOMUIOK JO3BOANTb 3HU3UTU BNINB
OCTaHHiIX Ta NiABULLNTIA AKICTb HaAAHHA MeaUYHOI JONOMOT .
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