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Introduction

Research issues and relevance of research: Medical activity is a crucial
aspect of the healthcare sector, and the provision of affordable and high-
quality medical services is a primary priority for the healthcare system.
Therefore, the effective functioning of the healthcare system relies on
the regulation and financing of medical activities, which ultimately
determine the quality of healthcare services.

Like many other countries, healthcare reforms in Georgia have been
closely tied to political changes. Since the collapse of the Soviet Union,
the healthcare system in Georgia has undergone continuous
transformation under different political ruling powers. The system
reforms can be divided into four distinct periods, spanning from the time
of independence to the present day (11), (5). The fourth wave of reform,
which occurred in 2013, introduced universal healthcare and changes in
the financing system. Despite numerous attempts and 30 years of
reforms, no government has been able to develop a comprehensive
model for the healthcare system.

Each political transition brings about significant changes in state policy
and, consequently, in the healthcare system. With every political
transition and change in the management of the Ministry of Health,
there is a focus on creating a new approach. Unfortunately, in many
cases, governments do not seek to build upon the actions and
achievements of their predecessors, regardless of their effectiveness or
success.

In 2014, as part of the association agreement between Georgia and the
European Union, Georgia committed to strengthening the public health
system in specific areas, including the enhancement of reforms,
provision of high-quality healthcare, development of human resources,
improvement of governance, and healthcare financing (288). The
fulfillment of the conditions outlined in the Association Agreement
began in 2014 through the 2014-2020 healthcare system development
strategy and has been ongoing, although progress remains fragmented.



Since 2013, the Universal Health Care Program has provided
comprehensive coverage for communities that were previously
underserved in terms of medical services, thus improving their financial
access to healthcare. Despite multiple efforts to develop primary
healthcare and strengthen the role of family physicians, the utilization
rate of primary healthcare services remains low. This, in turn, limits the
scope of preventive medicine and puts a burden on the hospital sector.
The healthcare system in Georgia suffers from systemic deficiencies in
governance, tariff gaps, and the financing system. Furthermore, weak
mechanisms for regulation and control create opportunities for
unscrupulous practices within the healthcare sector. These issues not
only hinder the improvement of the quality of medical services but also
result in financial losses for the state.

The quality of medical services and service standards in Georgia do not
meet the standards of developed countries. Despite decades of healthcare
system reforms and implemented changes, challenges persist in
providing patient-oriented, high-quality medical care, regulating
medical activities, and ensuring effective control.

In Georgia, the regulation of healthcare is primarily carried out through
licenses, permits for medical activity, and state certification of doctors.
These regulatory requirements and conditions mainly focus on technical
aspects, such as determining the infrastructure needs and staffing
requirements of medical institutions. When it comes to monitoring
activities, the emphasis is primarily on selective control based on review
of reporting documents, with less attention given to supervising the
actual health care delivery process. Although minimum requirements
have been established for conducting medical activities, the absence of a
mandatory system for continuous professional development is an
ongoing topic of discussion.

The Scientific and practical significance of research:

Georgia lacks sufficient scientific research addressing the shortcomings
of state regulation in the healthcare field. The findings presented in this
paper can help minimize gaps in the regulation of healthcare service



quality and provide a foundation for the development of an effective
state health policy.

The information and conclusions derived from the scientific theoretical
material studied and the conducted research will contribute to the
following:

» Developing an evidence-based and effective healthcare system
governance model that aligns with the country's cultural, socio-
political, and economic situation.

» Formulating and implementing a strategy to enhance the quality of
healthcare based on scientific evidence.

> Creating effective mechanisms for regulating and controlling the
quality of healthcare services, thereby transforming medical services
into a purposeful and systematic process.

The reasoning and conclusions presented in this paper will be of interest
to the professional community involved in health system governance
and can be utilized for scientific and educational purposes. The key
issues addressed in the paper can also be utilized by the Ministry of
Health in preparing health reports or developing strategies.

Research goals: Based on the study of healthcare models, the experiences
of countries with strong healthcare systems, and the central and regional
healthcare systems of Georgia, the research aims to determine the
regulatory role of the state in the quality of healthcare and identify gaps.
Additionally, the research aims to develop recommendations for the
central and regional healthcare systems of Georgia and improve the
quality assurance system for healthcare services.

The research goals entail the following practical tasks:

> Studying and analyzing relevant scientific literature and regulatory
frameworks related to the dissertation's topic.

» Conducting a comparative analysis of healthcare models, forms of
healthcare system governance in developed countries, and quality
assurance and regulatory systems.



> Investigating the historical development of the healthcare system
in Georgia and the peculiarities of the central and regional healthcare
systems.

» Examining the governance peculiarities of the healthcare system in
the Autonomous Republic of Adjara, exploring the resources and
potential of the Ministry of Healthcare of Adjara for enhancing
healthcare quality.

» Conducting quantitative research through surveys of medical
personnel.

» Conducting qualitative research through surveys of experts in the
field.

» Summary, interpretation, judgment, and analysis of the studied
material and research results.

» Making conclusions and developing recommendations.

Research hypothesis: The governance and regulatory system of the
healthcare sector in Georgia cannot ensure the provision of high-quality
healthcare services. This is due to the excessive centralization of the
healthcare system and the imperfections in the mechanisms of
regulation and enforcement. Additionally, inconsistencies exist between
the central and regional healthcare systems in terms of legislation,
governance, regulation, and quality control.

Theoretical context of research

The theoretical context of the thesis consists of three main parts:
> Health and health care as a state government system.
» Healthcare models of developed countries.
» Peculiarities of the healthcare system in Georgia.

Within the scope of this dissertation research, relevant information from
international and Georgian-language scientific sources regarding the
governance and regulation of the healthcare system has been studied and
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analyzed, the regulatory legal framework of the healthcare field in
Georgia has been reviewed, focusing on the following aspects:

» Governance structure and characteristics of the healthcare system,
including systems for regulating medical activities, financing, and
evaluating the quality of healthcare.

» Historical stages of the development of the healthcare system in
Georgia, taking into account the influences of socio-economic factors
and political transitions on its formation.

> Historical stages of formation and development of healthcare
systems in different countries, along with the features, advantages, and
disadvantages of various types and models of healthcare systems.

» The Georgian healthcare system and its historical development.

» The obligations and performance trends related to the development
of public health in Georgia under the association agreement, as well as
the existing challenges.

» Peculiarities of the central and regional healthcare systems in
Georgia.

» The specific characteristics of the Autonomous Republic of Adjara,
which includes an independent Ministry of Health and structural-
functional connections between the Ministries of Health of Georgia
and Adjara.

Methodology and description of the study

The research conducted for this work spanned a period of 4 years and
utilized both quantitative and qualitative research methods. The work
itself consists of 287 pages, attached with 192 tables, 21 diagrams, and 9
pictures.

In the process of gathering information, the following sources were
studied and analyzed: 1. The regulatory legal framework of the
healthcare sector in Georgia, including the Autonomous Republic (AR)
of Georgia and Adjara. This involved examining government resolutions,
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materials from government commissions, orders from the Ministry of
Health, and other normative documents. 2. Books, monographs, and
scientific research works from various authors. 3. Publications and
recommendations from the World Health Organization. 4. Materials
depicting health policy, healthcare system reforms, and governance
approaches in different countries, particularly developed countries. The
list of literature used in the research includes 321 sources.

Questionnaire survey: A survey was conducted among medical
personnel working in the Adjara region, including doctors, nurses, and
junior doctors. Specially designed questionnaires were used to gather
information on various aspects, such as awareness of high-quality
medical services, patient safety, state policies and regulations within the
healthcare system, healthcare accreditation systems, involvement in
ensuring medical service quality, and attitudes towards these topics. The
survey responses were processed and analyzed using the statistical data
processing computer program IBM SPSS Statistics 26.

Qualitative research: In-depth interviews were conducted with experts
in the field to gain insights into health policy, state mechanisms for
providing high-quality healthcare services, quality control, problems in
the healthcare field, their underlying causes, system efficiency, and
potential improvement strategies.

Both general and specialized research methods were employed for
studying and analyzing the scientific material and research results. These
methods include analysis, synthesis, deduction, induction, descriptive-
historical analysis, systematic analysis, structural-functional analysis,
comparative-legal analysis, formal-legal analysis, case-control analysis,
and statistical methods (correlation and quantitative analysis).

Research results

The study involved a detailed analysis of healthcare system governance
models in different countries and a comprehensive examination of the
healthcare system in Georgia, both in theory and practice. The reasoning
presented in the work is based on the synthesis of processed scientific-
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theoretical material and the results of sociological research (both
quantitative and qualitative).

This work represents the first scientific attempt to comprehensively
assess the governance and regulatory systems in the field of healthcare
in Georgia at both the central and regional levels.

The sociological research included a survey of 1,015 respondents, all of
whom were healthcare personnel employed in the Autonomous
Republic of Adjara. Of the respondents, 1,001 were eligible for analysis,
comprising 445 (44.5%) doctors and medical staff with higher medical
education, 415 (41.5%) nurses and secondary medical staff, and 141
(14.1%) junior doctors. Additionally, 85 respondents were included in
the control group, of which 80 were eligible. The control group
consisted of non-medical staff employed in stationary medical
institutions in Adjara.

11 field experts were interviewed through in-depth interviews. The
experts generally share similar opinions on various issues, including the
challenges hindering the development of the healthcare sector,
shortcomings in healthcare system governance, and deficiencies in
quality assurance and regulation mechanisms for healthcare.

After processing and conducting an in-depth analysis of the experts'
opinions, key components were identified and grouped into categories
to present common and differing viewpoints. These categories include:
1. Deficiencies in state governance and regulation of the healthcare
system, as well as factors impeding field development. 2. Gaps in
healthcare legislation. 3. Healthcare system issues and gaps in quality
assurance for healthcare services. 4. The impact of standardization and
accreditation systems of medical institutions on the quality of healthcare
services. 5. The role of the Ministry of Health and Social care in the
Autonomous Republic of Adjara (AR) concerning the implementation of
state healthcare policies, participation in effective system governance,
and regulatory functions. 6. State policy in managing the coronavirus
pandemic and deficiencies in pandemic management. 7. Future
prospects of the Georgian healthcare system and the needs and forms of
further development.



Based on the analysis of the studied material and research results, the
following findings were revealed:

» Organizational and governance deficiencies in the healthcare
system, including structural and functional inconsistencies between
the Ministries of Health in Georgia and the AR.

» Shortcomings in the centralized governance system of the
healthcare sector, weaknesses in regulation, control, and enforcement
mechanisms.

» Incompatibilities in legislation, including gaps in the definitions of
important concepts.

» Defects in internal assessment systems aimed at improving the
quality of medical services and ensuring patient safety in healthcare
institutions.

» A lack of interest and engagement from healthcare personnel
regarding the regulation of medical activity and involvement in the
quality assurance process for healthcare services.

Analysis and scientific findings:

Based on the theoretical material presented in the paper and the
information obtained through sociological research, despite systemic
deficiencies in Georgia's healthcare field, the provision of access to
healthcare services should be evaluated positively. State programs have
somewhat alleviated the financial burden on citizens for medical
services. Although primary healthcare still faces challenges, the problem
of geographical access has been addressed to some extent at the regional
level through the state's rural doctor program. However, it should be
noted that despite various efforts to develop primary healthcare and
strengthen the family physician institution, there is still a low level of
public trust and utilization rate of primary healthcare services (PHS),
which ultimately limits the potential for preventive medicine and places
a burden on the hospital sector.



Regarding the reform of the public health system and Georgia's
obligations under the Association Agreement, there have been notable
changes. However, due to systemic flaws, the effectiveness of these
changes is not evident.

In the 2021 ranking of countries with the best healthcare systems,
Georgia is placed 79th out of 89 countries. The specific indices for health
care (33,84), infrastructure (70,73), cost (52,88), medicine availability
(64,43), professionalism (22,76), and government readiness (93,9)
indicate that Georgia's healthcare system has significant development
potential. With effective policy implementation, unconditional success
can be achieved.

In the field of healthcare in Georgia, despite ongoing changes in all areas,
there are gaps in almost all components of the "building blocks"
framework structure developed by the WHO. This naturally affects
aspects such as accessibility, coverage, quality, and safety of healthcare
services.

The healthcare governance system in Georgia is highly centralized,
neglecting the participation of national, regional, and local bodies in the
governance process. The extensive functions of the Ministry,
encompassing planning, decision-making, regulation, procurement, and
control within state health programs, contradict the principles of
democratic governance.

The focus of Georgia's healthcare system is primarily on providing
financial access, with regulatory and control processes linked to
financial levers. Consequently, the system's efficiency is measured by
the amount of state spending on healthcare. The state's approach to
quality control of healthcare is fragmented, primarily emphasizing the
quality of medical documentation while neglecting the quality of the
service process. Unfortunately, there is a lack of studies and in-depth
analysis of the underlying problems.

The state's approach to quality assurance and control of healthcare
services provided by both private and state medical programs in the
country is inconsistent.



Despite the continuous aim of state programs to improve the quality of
healthcare, there is a lack of alignment between the qualitative
characteristics of the results obtained and state expenditures. Important
elements of the healthcare governance system, such as proper and
targeted regulation, enforcement control, problem identification and
analysis, and planning and implementation of corrective actions based
on analysis, receive less attention.

The indifferent attitude of medical staff towards issues of quality
assurance of healthcare services is clearly evident.

The Ministry of Health's future vision, including the implementation of
standardization, international accreditation mechanisms, legislative
changes, and the transition to selective contracting to improve quality
of healthcare in Georgia, should be positively evaluated. These are
important issues extensively discussed in this paper. However, it should
be noted that without a long-term policy and an effective strategic and
action plan, it remains a theoretical initiative without expected
development.

Basic medical knowledge, the possibility of upgrading qualifications, and
continuous professional development are crucial factors determining the
quality of healthcare. They form the foundation upon which medicine
and its solutions are built. Even with state-of-the-art research facilities
and other infrastructural resources in medical institutions, they are
rendered ineffective if healthcare professionals lack the necessary
knowledge, professionalism, and practical skills for accurate diagnosis.

Discussions surrounding the challenges of postgraduate education and
continuous professional development have been ongoing for the past
two decades. Unfortunately, since the abolishment of mandatory
systems in 2008, the issue remains in a perpetual planning phase, with
no significant changes implemented thus far.

Given the absence of a mandatory component for continuous
professional development, it relies on the goodwill and ability of doctors
to deepen their knowledge and enhance their qualifications in their
respective specialties. Self-development becomes a challenge within the
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system, especially for medical personnel providing outpatient services
amidst low remuneration.

For foreign specialists, engaging in independent medical practice in
Georgia involves navigating certain bureaucratic procedures. The
granting of one-time or temporary authorization to practice medicine
depends on recommendations issued by professional associations. This
approach introduces the risk of bias into the process.

The regulatory legislation in Georgia's healthcare field, which primarily
aims to protect and improve the population's health, fails to provide
definitions for important concepts such as "healthcare," "health care,"
"healthcare system," and so on.

Under the ,Law of Georgia on Health Care,“ the concept of "medical
activity” is equated to that of "medical services." The definition includes
not only medical procedures but also prevention, recovery, health
maintenance-restoration, and other procedures. Although these terms
share similarities in content, it is crucial to note that "medical activity"
and "medical services" are distinct concepts with qualitative differences,
as affirmed by international practice. According to the "Cambridge
Dictionary," the terms are differentiated as follows: "Healthcare"
("medical activity") refers to “the activity or business of providing
medical services”, and refers to an institution or individual providing
medical services, whereas. "Health Care" ("medical services”) pertains to
services provided by a country or organization that involves the care of
people's health and treatment of the sick.

In several legislative and regulatory acts, the term "medical aid" is used
interchangeably with "medical services." However, the term "medical
aid" is only defined in relation to "emergency medical aid" by the
legislation. The concept of "aid" carries the connotation of selfless action
performed by one entity for the benefit of another. On the other hand,
medical activity falls within the service sector and is focused on
receiving material benefits in exchange for providing medical services.
Since medical activity is a regulated field, there are specific regulatory
and measurement criteria. Failure to fulfill or misconduct may lead to
issues of responsibility for the medical service provider institution or the
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physician. On the other hand, "aid" is a voluntary process that cannot be
regulated or qualitatively measured or controlled. Hence, it is important
to distinguish between these two terms and replace "medical aid" (except
for "emergency medical aid") with "medical services" in laws and
regulations.

Based on the scientific-theoretical material and the presented
arguments, revising and reinterpreting the fundamental concepts
(health care, healthcare system, medical activity, medical services) in the
field of healthcare is crucial to perfect the terminology, taking into
account international practices.

It should be noted that significant regulatory acts in the healthcare field,
such as the “Law of Georgia on Health Care” and the "Law of Georgia on
Medical Practice”, do not provide comprehensive information about the
content of the concepts of "medical error" and "medical malpractice."
The definitions of medical error and medical malpractice are outlined in
Government Resolution No. 177, titled "On approval of the rules for the
provision of medical and insurance services within the framework of
state insurance programs.” Similar gaps can be observed in the regulatory
framework of healthcare, with related or similar provisions scattered
across various normative acts, creating a barrier to access information for
interested parties.

According to the current legislation, the definition of "continuous
improvement of the quality of medical services" is described as "a
component of continuous professional development, which involves the
periodic evaluation of the quality and output/results of a doctor's clinical
activity and the gradual improvement of the relevant indicators."
However, this definition is incomplete. "Improvement" does not
encompass "periodic evaluation" in any way, but rather represents a
subsequent process of analyzing the evaluation results. Furthermore, it
is important to note that the concept is broader and more complex. The
quality of medical services is not solely dependent on the clinical activity
of doctors but also encompasses the infrastructural and technological
capabilities of medical institutions, as well as sophisticated state policies
and relevant regulatory frameworks.
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According to the regulations of the Ministry of Health of Georgia, the
Ministries of Health of the Autonomous Republics of Adjara and
Abkhazia are considered part of the Ministry of Health of Georgia.
However, this subordination is not reflected in the organizational
structure of the Ministry of Health of Georgia. Additionally, the
regulations of the Ministries of Health of the Autonomous Republics of
Adjara and Abkhazia contain contradictory notes stating that they are
directly subordinated and accountable not to the Ministry of Health of
Georgia, but to the governments of the respective autonomous republics.
This reveals a functional inconsistency at the legislative level, as the
roles and obligations of the ministries as constituent agencies in the
system of the Ministry of Health of Georgia are not determined by
current legislation. There is a lack of structural-functional connection
between the ministries of health of Georgia and the autonomous
republics.

Furthermore, the function of the Ministry of Health of Adjara in
implementing the "unified state policy" is poorly defined. The
mechanisms for policy implementation, methods of execution, executive
responsibility, and accountability are not clearly outlined. When
considering the activities of the Ministry of Health of Adjara, it is worth
acknowledging the regional healthcare programs implemented based on
the region's needs and the co-financing programs aimed at ensuring
additional financial availability of state programs. However, this
approach can lead to unequal financial access to healthcare services for
the rest of the country's population.

Considering the tasks defined by legislative or sub-legal acts of the
Autonomous Republic of Georgia and Adjara, as well as the regulations
of the Ministry, the Ministry of Health of Adjara plays an important role
in providing high-quality healthcare services. However, the function-
obligations component and the structure of the Ministry, as defined by
the regulations of the Ministry of Health of Adjara, are incomplete in
this regard. The main activity of the Ministry of Health of Adjara is
limited to managing and implementing the programs introduced by the
Ministry, which somewhat diminishes its functional capabilities. Many
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competences and functions defined by legislation are often of a formal
and vague nature.

Conclusion

Based on the relevant methodological analysis of scientific-theoretical
material and the results of conducted sociological research, the goals and
objectives of this work have been successfully achieved. The hypothesis
that the governing and regulatory system of the health sector cannot
ensure the provision of high-quality healthcare has been confirmed. The
centralization of the healthcare system in Georgia and the imperfections
in regulation and enforcement mechanisms contribute to this, along
with inconsistencies between the central and regional healthcare
systems in terms of legislation, governance, regulation, and quality
control.

The findings from the scientific-theoretical material and sociological
research highlight several important factors that hinder the
development and sustainability of the healthcare system in the country.
These include:

» The focus of the 30-year history of healthcare reforms in Georgia
on providing financial access to healthcare services, with regulatory
and control processes primarily centered around financial levers. As a
result, the effectiveness of the system is measured based on state
spending on healthcare, neglecting the qualitative component
corresponding to the costs. This approach overlooks important
principles of healthcare governance such as targeted regulation,
enforcement control, problem identification and analysis, and the
implementation of corrective actions based on analysis.

» The healthcare system in Georgia exhibits excessive power and
shortcomings associated with centralized and one-person governance.
This contradicts the principles of a democratic state and significantly
hampers the system's development. In some cases, decisions made by
the Ministry of Health of Georgia fail to consider the interests of the
healthcare sector or other stakeholders.
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» The constantly changing political environment poses a challenge to
the development of the healthcare system in Georgia, as it leads to
shifts in the system's development course.

» The fragmented approach to quality assurance and control of
healthcare services, along with the imperfect indicators and
mechanisms for quality assessment, monitoring, and control,
contribute to shortcomings in the system. The emphasis is primarily
placed on the quality of medical documentation related to work within
state programs, rather than focusing on the service process itself. The
absence of a unified system for ensuring the quality of healthcare
services, the lack of a multisectoral approach to improving quality, and
deficiencies in evaluating criteria and enforcement-control measures
impede the accurate assessment of medical service quality and the
generation of reliable statistical information.

» The mechanism for regulating healthcare is imperfect, with a focus
on punitive actions rather than problem analysis and corrective
actions. The system relies on strict responses, such as financial fines or
suspension of the right to work, instead of preventive measures.

» The regulatory system does not treat quality assurance and control
of healthcare services financed by state programs and those within
private practice equally.

» Requirements related to the forms and production rules of medical
documentation are outdated and incompatible with digital
technologies. Despite the allowance for electronic production of
medical documentation and the use of electronic medical record
systems, the verification process still requires a physical "clear
signature," creating unnecessary bureaucratic barriers.

> The functions and obligations defined by the regulations of
healthcare government bodies do not align with the organizational
structure of the relevant agencies.

> The process of granting temporary or one-time independent
medical practice to foreign specialists in Georgia is burdened by
bureaucratic procedures and artificial barriers.
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» Professional development of healthcare workforce remains a
pressing issue, with uneven distribution of staff at the regional level,
shortages in nursing personnel and so on.

» Medical staff demonstrates an indifferent attitude towards
involvement and sharing responsibility in ensuring the quality of
medical services.

» Weak quality control mechanisms in healthcare contribute to the
risk of polypharmacy, neglect of problem identification, and financial
investments of pharmaceutical companies in the doctors' professional
development, creating financial accountability between them.

» Developing the primary healthcare system and reducing
unnecessary referrals to inpatient services are critical challenges
within the healthcare system.

» Outpatient services receive less priority in terms of service quality,
with the focus primarily on ensuring the availability of inpatient
services. Regulation and control of high-risk medical activities in
outpatient and day hospital settings are notably weak, the only demand
to start outpatient services is to inform the Ministry of Health of
Georgia through a notification. The monitoring of technical
regulations is ineffective, and there is an incomplete and inaccurate
database of outpatient medical institutions.

The comparative analysis of the healthcare systems of Georgia and
Adjara AR, along with the results of the sociological research, provide
evidence for the following conclusions:

» The Ministry of Health in Adjara AR has untapped potential for
ensuring quality, monitoring, and supervision of healthcare at the
regional level. However, the healthcare system in the country is overly
centralized, and the responsibility for supervising the quality of
healthcare is not delegated to the regional level. The Ministry of
Health in Adjara primarily focuses on managing and implementing
regional programs, without much influence over existing medical
facilities in the region, except for supervisory powers exercised within
their own programs.
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> There are inconsistencies in the legislative framework regarding
the functional and structural relationships between the ministries of
health in the autonomous republic and Georgia. The relationship
between the ministries of health in Georgia and Adjara is not clearly
defined. The form of participation of the Ministry of Health in Adjara
in implementing state health policy, the methods of implementation,
and the responsibility and accountability for implementation are
unclear.

» The rights and responsibilities assigned to the Ministry of Health in
Adjara do not align with the practical reality. The designated rights
and responsibilities exceed the functions that are actually
implemented, and the structure of the Ministry lags behind the
functions and duties outlined in its statute.

Deficiencies identified through the examination of the legal and
normative framework include:

» Contradictory provisions and unclear mechanisms for enforcing
established regulations, indicating a lack of systematic analysis of the
legal framework. Furthermore, related or similar provisions are
scattered across various normative acts.

> The complete regulatory legal and normative framework of
healthcare sector is not fully accessible on the Ministry of Health's
website and its subordinate agencies. Most of the normative content
available is outdated and has not been replaced by consolidated
versions.

» Inconsistencies in terminology exist within the current regulatory
acts:

v Important concepts such as healthcare, health care, and healthcare
system are not defined in the legislation.

v Laws governing the field, such as the "Law of Georgia on Health
Care” and the “Law of Georgia on Medical Practice" lack definitions
for "medical error" and "medical malpractice."
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v" The laws related to healthcare and medical practice present medical
standards using different terminology and content.

v" The current legislation equates qualitatively different terms such
as "medical activity" and "medical services."

v" The term "medical aid" is used interchangeably with "medical
services" in various legal acts.

v The definition of "continuous improvement of the quality of
medical services" outlined in the Law "On Medical Practice" is
incomplete.

Recommendations

Based on the conclusions presented in previous chapter, the following
recommendations have been developed to strengthen Georgia's
healthcare system, improve the quality of healthcare, and enhance the
regulatory role of the state:

> Clearly separate the role of the state from an "all-encompassing
power" in the healthcare system of Georgia. To enhance the quality of
healthcare and establish an effective system, it is crucial to adopt
principles of global health governance, including a multi-sectoral
approach. This entails expanding the hierarchical structure of
governance, delegating functions, and sharing oversight
responsibilities at the regional level. Breaking the cycle of "exclusive
governance" in planning, regulation, financing, procurement, delivery,
and control is important for the transformation of the Georgian
healthcare system.

» Develop and implement a unified state policy, strategic vision, and
practical action plan for the healthcare sector based on societal needs
and system development. To ensure the sustainability of the healthcare
system and consistency in state policy amidst political and
governmental changes, it is essential to reach a mutual agreement
among political actors during the planning stage.
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> Align the national health policy with the components of the
national healthcare quality policy and strategy. This should be adopted
based on political agreement and consider the distribution of
governance functions, enforcement, supervision, and responsibility at
all levels of quality assurance.

» Enhance the state regulatory system and control mechanisms to
improve the quality of healthcare in the country. This requires
implementing systemic changes, particularly decentralizing
governance and regulatory functions. It involves developing a
cooperative and accountable governance system, planning and
implementing processes, and ensuring quality assurance. Improving
the system necessitates resource allocation and increased involvement
from state structures, professional associations, experts, and the
medical sector. Involving and sharing responsibilities with the medical
sector, including healthcare personnel, will contribute to enhancing
the quality of medical services during the process of quality assurance.

» To enhance the quality of healthcare and align it with international
standards, it is crucial to promote the development of independent
accreditation systems separate from the state. As part of quality policy
development, the state should consider the delegation of quality
control functions of healthcare services to independent bodies in the
future. This requires taking effective steps to strengthen the healthcare
sector and promote quality assurance. First and foremost, it is
important to establish a foundation, address systemic deficiencies,
reduce the functional burden on the healthcare system, develop
professional associations, and establish other independent structures.
Subsequently, the delegated control system for quality of medical
services can be implemented.

> In order to ensure the effective functioning of the healthcare
system and the delivery of quality healthcare services, the state needs
to implement effective measures, including appropriate state
regulation, targeted quality assurance policies, enforcement control,
problem identification and analysis, and the development and
implementation of corrective actions based on analysis. Preventive
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methods should be developed for an effective quality control system of
healthcare services.

» To ensure the sustainability of the healthcare system, it is necessary
to establish a unified mechanism for ensuring the quality of healthcare
services. This includes the development of effective regulatory
standards and the implementation of a unified system to ensure
quality. Such measures will facilitate coordinated work among
healthcare service providers and effective healthcare policy
implementation. To enforce the established standards, relevant
monitoring and control indicators need to be determined, and an
effective regulatory tool should be created. It is important that
decisions regarding quality control are based on objective indicators
rather than subjective opinions. The quality control tool should not
only consider technical requirements but also focus on monitoring the
healthcare service process.

» Quality control plays a crucial role in preventive measures by
identifying inconsistencies early on and enabling timely elimination.
To ensure quality assurance and improvement, it is necessary to adopt
an innovative and systematic approach to quality control. The current
punitive approach should be replaced with a supervision and
monitoring approach that involves timely problem identification,
analysis, and planning and implementation of corrective actions. The
state should critically analyze the current situation, identify weak
links, develop and implement guidelines and action standards, and
only then establish the control mechanism. Developing and improving
criteria for evaluating the quality of healthcare services and
establishing an implementation-control system will facilitate accurate
assessment of healthcare quality, timely problem identification, and
effective planning of corrective actions.

» To ensure high-quality healthcare services, continuous quality
improvement, and knowledge sharing, it is important to facilitate the
participation of highly qualified specialists in medical activities in
Georgia. Simplifying bureaucratic procedures related to granting
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temporary or one-time independent medical practice rights to foreign
specialists in Georgia is necessary.

» Timely implementation of the health personnel reform and nursing
personnel development plan defined by the Ministry's strategy is
crucial.

Itis necessary to review the legal, regulatory, and normative framework,
addressing gaps and systematizing it by:

» Enhancing regulation and enforcement mechanisms.

» Separating interrelated but incompatible terms at the legislative
level and replacing the term "medical aid" (except for "emergency
medical aid") with "medical services" in legislation and by-laws.

» Differentiating between identical and qualitatively different terms
such as "medical activity” and "medical services."

» Updating terminology in healthcare by revising and interpreting
basic concepts (healthcare, healthcare system, medical activity,
medical services, continuous improvement of the quality of medical
services) in line with international practices, such as adopting the
definitions defined by the Cambridge dictionary as a working version,
and the World Health Organization's definition for "healthcare
system."

> Simplifying access to the legislative and normative framework for
stakeholders, including improving the Ministry of Health's website
and ensuring timely reflection and constant updates of legislative,
regulatory, and other legal acts in relevant modules.

» To improve the production process of medical documentation, it is
essential to effectively utilize technology's capabilities, such as
electronic production of medical documentation and granting access
to and recognition of electronic signatures. The requirement for wet
signatures should be limited to mechanically produced medical records
on paper. It is crucial to align regulatory norms with technological
capabilities.
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» The Georgian law on "Medical Practice” should include provisions
regarding "medical error" and "medical malpractice". Including these
concepts in the law will contribute to ensuring the quality of
healthcare in the country and enable effective control and continuous
improvement of quality.

Delegating the supervisory function to the regional level is necessary to
improve the quality of healthcare. The Autonomous Republic of Adjara,
with its regional ministry, is particularly capable of fulfilling this role.
Delegating the supervisory function to the Ministry of Health of Adjara
and establishing accountability will effectively enhance the quality of
healthcare.

» To carry out the state policy effectively, the Ministry of Health of
Adjara should have an appropriate structure, such as a "Policy
Department”. This department will establish a structural and
functional connection between the Ministries of Health of Georgia and
Adjara. It will also be assigned specific tasks for implementing state
policy and performing the supervisory function.

» Developing regional and local strategies for ensuring the quality of
healthcare is crucial for successfully implementing healthcare policies
in the Adjara region. These strategies should align with Georgia's
health policy and consider the healthcare needs of the region's
population.

> To expand the rights and duties assigned to the Ministry of Health
and Social Care in the Autonomous Republic of Adjara, it is important
to prepare a draft law in the Supreme Council and initiate it in the
Parliament of Georgia. This legislative step will enable the Ministry to
have a broader scope of the delegated responsibilities.
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