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ABSTRACT

This study has examined and analyzed the public
information on inspections performed by the Executive
Agency “Medical Supervision” (EAMS) of hospitals in the
country - specialized obstetrics and gynaecology hospitals
and departments in multidisciplinary hospitals related to
Obstetrics and gynaecology (OG), oncogynaecology,
neonatology and reproductive medicine for a period of
three years (2014 — 2016) in order to establish the pres-
ence, frequency and causes of malpractices of the require-
ments of the relevant medical standard.

Materials and methods: The results of 74 inspec-
tions under the medical standard and 29 mixed in 125
medical institutions were analyzed.

Results: In most of the inspections carried out by
the Executive Agency “Medical Supervision”, no malprac-
tices of compliance with medical standards were found. The
established malpractices under the medical standard mainly
concerned obstetrics and gynaecology care and the stand-
ard of OG — 57,3% and to a much less extent the standards
of neonatology and assisted reproduction — 13,6% for each.
The largest part of the deviations in medical standards in
OG (p <0.05) concerned the accurate maintenance and fill-
ing in of the medical documentation — 26.0%, insufficient
operational activity — 21.5% and staff qualifications —
18.8%. The main problem in neonatology was the number
of medical staff, and in assisted reproduction - 24 hours of
continuity of service.

Conclusions: As of date the research outlines the
need for future actions to revise the current medical stand-
ards in OG, assisted reproduction and neonatology, mainly
in terms of how the standard works, whether it needs up-
dating and to what extent it is accepted by the profession.

Keywords: Obstetrics and gynecology, medical
standards, malpractices.
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INTRODUCTION

The discovery of the degree of preventable medi-
cal error has led to an emphasis on improving patient
safety [1, 2]. The provision of quality medical care to the
population is one of the main objectives in healthcare [3].
The need for quality health services has necessitated the
introduction of acceptable standards of quality, efficiency
and safety. Standards are normative documents that are de-
veloped and determined on the basis of generally ac-
cepted rules and principles, approved by consensus of ex-
perts or by scientific and medical evidence, described in
the specialized literature or on the basis of the obtained
results of empirical research. They change in parallel with
the development of medical science, often influenced by
the economic condition of the health care system. They
rely on improving the quality of health care through mod-
ern and adequate diagnostic and therapeutic procedures,
reducing the use of unnecessary, ineffective or harmful in-
terventions, facilitating the treatment of patients with
maximum chances of success, minimum risk and reason-
able price [4, 5].

The American surgeon Ernest Codman is a pioneer
in creating hospital standards and implementing strategies
for evaluating health outcomes. He opened his own hospi-
tal, which he called “Hospital of Outcomes”, in order to
measure the treatment provided and to identify the areas
for improvement that he considered important. Codman
made public the final results of his hospital treatments by
publishing them in a book called “The Study of Hospital
Efficiency” [6]. Of the 337 patients treated and discharged
between 1911 and 1916, Codman recorded and published
123 errors.

Since then, the health quality movement has under-
gone a number of changes as a result of the many
stakeholders, the variety of unique and modified ap-
proaches and constantly evolving goals [7, 8].

Medical standards are essential in the following as-
pects: 1) Modernization of the regulatory framework of
each medical specialty; 2) Structuring and arranging in a
standard of the large information array of principles, rules,
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norms, requirements, guidelines, recommendations and
guidelines for quality medical activity; 3) Communication
and cooperation according to the principles and rules ap-
plicable in the European Union; 4) In accordance with in-
ternational practice, medical standards are necessary to
protect on a scientifically sound regulatory basis both the
rights of medical professionals in the event of unmotivated
attacks and accusations and the rights of patients [9].

Currently, in countries with developed and well-
functioning health care systems, a number of standards have
been created and implemented in medical practice, which
regulates the activities related to certain diagnostic or treat-
ment areas. Compliance with them guarantees the provi-
sion of quality medical services and serves as a basis for
comparison with a specific activity when its quality is sub-
ject to assessment [4, 10].

On August 20, 2001, the National Program “Medi-
cal Standards in the Republic of Bulgaria (2001-2007)”
[11] was approved in Bulgaria, and later in 2008 - the Na-
tional Program “Medical Standards in the Republic of Bul-
garia” (2008 — 2010)” [9]. The purpose of these programs
is to provide prerequisites and conditions for the establish-
ment and improvement of medical standards, with a view
to improving the quality and efficiency of the health sys-
tem [12]. Experience shows that they are an effective tool
for the management and development of health care based
on the quality-guaranteed quality of medical care in Bul-
garia. So far, over 55 standards have been adopted in vari-
ous fields of medicine (medical specialties), recognized by
the respective guild as acceptable in the treatment of pa-
tients and normatively notified by the state through their
adoption by the Ordinances of the Minister of Health.

The first medical standard in Obstetrics and
Gynecology in Bulgaria was officially approved by Or-
dinance No. 32 on December 30, 2008 [13]. The standard
is the result of many years of efforts of an author team
consisting of: N. Vassilev, I. Kostov, A. Nacheva and S.
Kovachev.

From 2008 until today, the medical standard for OG
has been revoked and reissued several times. It has un-
dergone a number of corrections, most recently approved
by Ordinance No. 9, April 27, 2021, of the Minister of
Health [14].

The first medical standard for “Neonatology” in our
country was approved by Ordinance No. 34 of 2010 [15],
subsequently revoked and corrected as the current stand-
ard was approved by Ordinance No. 13 of 23.07.2014, is-
sued by the Minister of Health [16].

In 2007, Ordinance No. 28 on Assisted Reproduc-
tion (AR) activities, the first medical standard on Assisted
Reproduction in Bulgaria was approved [17]. Over time, it
has also undergone many corrections and changes as the
ordinance was last revoked by a decision of the Supreme
Administrative Court (SAC) on 21. 04. 2020 and currently
there is no current standard of AR in the country.

Carrying out inspections or quality control of activi-
ties, performed by medical or other professions related to
healthcare is known as a medical or clinical audit [18, 19].
This function is performed by a competent authority in the
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healthcare system - Executive Agency “Medical supervi-
sion”- a structure subordinated to the Ministry of Health
in Bulgaria. One of the main functions and powers of the
EAMS is to carry out inspections for compliance with the
approved medical standards in medical institutions and to
control the quality of medical care in accordance with these
standards.

The aim of the present study was to study and
analyze the public information on medical standard inspec-
tions carried out in accordance with the medical standards
by EAMS in the medical institutions in the country - spe-
cialized OG hospitals and departments in multidisciplinary
hospitals related to OG, oncogynaecology, neonatology and
reproductive medicine for a period of three years (2014 —
2016 ) and to establish the presence, frequency and causes
of malpractices of the requirements of the relevant stand-
ard based on the expert assessment of the EAMS.

MATERIALS AND METHODS

According to the types of inspections performed by
the EAMS, it can be: 1) on complaints, 2) according to
medical standard, 3) mixed. The material of the study cov-
ers all available documents from EAMS, according to the
medical standard of medical establishments in the country
in the clinics/departments of obstetrics and gynaecology,
oncogynaecology, neonatology and assisted reproduction
(AR) for the period 2014-2016. The results of 74 examina-
tions under medical standard and 29 mixed in 125 medi-
cal institutions were analyzed [20]. The sources of infor-
mation when performing a medical audit are: 1) Documents
- contracts, medical files and records, general and special
purpose forms, reports on the activities of the providers of
medical care, etc.; 2) Physical data media - for direct in-
spection of activities (schedules, charts, cards, photos,
disks); 3) Evidence sources - oral and written statements
in response to inquiries, interviews, surveys. The scope of
the medical audit under the MS concerns the observance
of the standards and the establishment of possible malprac-
tices in the following aspects: 1) Structure of the MI, 2)
Medical personnel, according to the level of competence;
3) Qualification; 4) Usability of beds; 5) Operational ac-
tivity; 6) 24 hours continuity of service; 7) Quality of medi-
cal documentation; 8) Apparatus / Equipment.

Statistical data processing was performed with the
statistical package SPSS24. MS Excel and MS Word were
used for the tabular and graphical presentation of the re-
sults.

RESULTS AND DISCUSSION

In the majority of the inspections carried out by the
Executive Agency “Medical Supervision” (EAMS) no mal-
practices were found in terms of compliance with medical
standards (Table 1). The established malpractices under the
medical standard were mainly in obstetric and gynaecologi-
cal care in relation to the standard of OG - 57.3% (39.8%
of the malpractices are in obstetrics, 17.5% - in
gynecology) and to a much less extent in relation to the
standards of neonatology and assisted reproduction — 13.6%
each (Fig. 1) as the individual sub-specialties differ statis-
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tically significantly (p < 0.05) according to the frequency
of malpractices. A probable reason could be the different
qualification and levels of competence of the medical spe-
cialists involved in the implementation of the OG stand-
ard in different medical institutions, the different levels of
material and technical provision of the medical institutions
that offer obstetric and gynaecological care, as well as the
wide scope of the standard. Neonatological care and assisted
reproduction activities, given their specificity and narrow
scope, presuppose qualification in a narrower field of ac-
tivity, which makes compliance with the relevant medical
standards easier to achieve.

Table 1. Type of inspection and distribution of mal-
practices

Type of inspection
MS Mixed | Total
. n 29 12 41
Obstetrics Col% | 392% | 41.4% | 39.8%
n 12 6 18
Gynaecology |~ 1o T 16.2% | 20.7% | 17.5%
§ Neonatology - 1 . 14
5 Col% | 14.9% | 10.3% | 13.6%
& | Assisted n 11 3 14
§ reproduction | Col% | 14.9% | 10.3% | 13.6%
. n 11 5 16
Mixed Col% | 14.9% | 17.2% | 15.5%
n 74 29| 103
Total Col% |100.0% |100.0% |100.0%
p P<0.05 | P>0.05 | P<0.05

The distribution of medical standard malpractices
did not differ statistically significantly in hospitals with
different ownership (p > 0.05), (Fig. 1).

Fig.1.Distribution of malpractices according to the
type of inspection and the ownership of the medical insti-
tutions

m State m Municipal m Private

There is a statistically significantly higher percent-
age of medical standard malpractices in multidisciplinary
hospitals for active treatment (MHAT) - 77.7% compared
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to 16.5% in specialized obstetrics and gynecology hospi-
tals for active treatment (SOGHAT) and 5.8% in outpatient
care (OC) (p <0.005) (Fig. 2).

Fig. 2. Distribution of malpractices according to the
type of inspection and the type of medical institution

B SOGHAT mMHAT mOC

Statistically, a significantly higher frequency of
medical standard malpractices was reported in medical in-
stitutions of the second level of competence - over two-
thirds, compared to medical institutions of the first and
third level (Fig. 3).

Fig. 3. Distribution of malpractices according to the
type of inspection and the level of competence of the struc-
tures of the medical establishments

m Third level

m Second level

W First level

The data from fig. 2 and fig. 3 logically reflect the
concentration of highly qualified staff in specialized ob-
stetric hospitals and units of the first level of competence.

The results regarding the medical standard malprac-
tices in sub-specialties has shown that the largest part of
the deviations is in OG (p < 0.05) were mainly due to the
omissions in maintenance and filling in of the medical
documentation - 26.0%, insufficient operational activity -
21.5% and staff qualification - 18.8%. While with regard
to the sub-specialties Neonatology and AR, due to their
specific nature and the small number of narrow specialists
in these fields, the main problems were the number of medi-
cal staff (Neonatology) and 24 hours of continuity of serv-
ice (Table 2).
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Table 2. Distribution of malpractices by medical standard and subspecialties

(p<0,05) oG Neonatology AR TOTAL
number| Row | Col |number| Row | Col |number| Row | Col |number| Row | Col

n % n % % n %
Structure 26 |100.0| 11,7 0 0.0 0.0 0.0 0.0 26 100 | 9,5
Sufficient number of

23 63,9 | 10,3 13 36.1 | 43.3 0 0.0 0.0 36 100 | 13,2
medical personnel
Qualification 42 79,2 | 18,8 11 20,8 | 36,7 0.0 0.0 53 100 | 19,4
Usability of beds 0 0.0 0.0 0 0.0 0.0 0.0 0.0 0 0 0.0
Sufficient operational

48 100.0| 21,5 0 0.0 0.0 0 0.0 0.0 48 100 | 17,6
activity
24 hours continuity

16 61,5 | 7,2 0 0.0 0.0 10 38,5 | 50.0 26 100 | 9,5
of service
Quality of medical

58 78,4 | 26 6 8,1 | 20.0 10 13,5 | 50.0 74 100 | 27,1
documentation
Apparatus 10 | 100.0| 4,5 0.0 0.0 0.0 0.0 10 100 | 3.7
Equipment 0 0.0 0.0 0.0 0.0 0.0 0.0 0 0 0.0
TOTAL 223 | 81,7 {100.0 30 11.0 |100.0| 20 7,3 |100.0| 273 100 |100.0

The results of the study objectively represented the
quality of medical care in the specialty “Obstetrics and
Gynecology” and directly related to it “Neonatology” and
“Assisted Reproduction”. Satisfactory material and techni-
cal provision of the OG units was reported, as far as no sig-
nificant malpractices of the medical standard in this direc-
tion have been established. However, there is a serious defi-
cit of qualified medical staff, which is a key prerequisite
for providing quality health care. This is a long-standing
and deepening negative trend in all medical specialties,
but in the specialty of obstetrics and gynaecology, it is es-
pecially noticeable. The reasons are the insufficient number
of accredited educational institutions for conducting train-
ing in the specialty “Midwife”, the large outflow from the
profession due to the great responsibility and difficult work-
ing conditions, including night work, inadequate pay and
the serious outflow of qualified personnel abroad due to
better conditions of work. As a result of the unattractive
working conditions and, accordingly, the profession of a
midwife in general, the process of training quality and re-
liable personnel to fill the serious personnel shortage is
very difficult. There is a situation of shortage of qualified
personnel in medical institutions- mainly midwives, most
of whom are of retirement age and a small number of young
specialists with insufficiently good qualifications. There is
a serious shortage of doctors specializing in OG,
neonatology and anesthesiology, in hospitals in smaller set-
tlements again for the same reasons - low pay, unattractive
working conditions. The personnel shortage is the basis of
the other deviations according to the medical standard,
such as the impossibility to provide 24 hours of special-
ized care, reduced operational activity in some structures
and the impossibility of properly maintaining medical
documentation. However, the problem with the gaps in
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documentation can also be addressed in the inconsistent
and out-of-date volume and format of medical records that
need to be maintained, excessive bureaucracy and formal-
ism, and especially the lack of uniform or at least separate
hospital information systems to allow automatic generation
of most of the information and the ability to accurately and
comprehensively cover the medical history of each patient
with quick access to all diagnostic and treatment measures
applied to the patient.

CONCLUSIONS

The analyzed data from performed inspections show
that the medical standards in the specialties, subject of the
research, are malpractices mainly in the following parts ac-
cording to their frequency: 1) filling in the medical docu-
mentation, 2) number and qualification of the medical spe-
cialists, 3) required volume of performed activity (in par-
ticular operational activity), 4) structure of the medical in-
stitution. These results definitely require a revision of the
current medical standards, mainly in terms of the follow-
ing aspects: how effective the standard is, whether it needs
updating, and to what extent it is accepted by profession-
als.

Currently, five years after the end of the research and
as a result of the analyzes, a number of debates and recom-
mendations among expert commissions, professional and
patient organizations and control authorities, there is a new
standard on “Obstetrics and Gynecology”in Bulgaria, and
forthcoming update and approval of a new medical stand-
ard on Assisted Reproduction.

Medical standards cover all clinical aspects of the
given specialties and should serve as a good basis and guar-
antor for the provision of high-quality medical care in the
field in good faith.
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