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ABSTRACT 

Purpose: This paper explores the role of quality management systems (QMS) in Croatian healthcare 

institutions, emphasizing their regulatory foundations, the implementation of international standards (ISO 

9001, EN 15224, ISO 7101), and their potential to enhance safety, performance, and organizational 

excellence. Design/Methodology: A thematic literature review was conducted using sources from PubMed, 

Web of Science, Scopus, Google Scholar, and Hrčak, covering the period from 2015 to 2025. Inclusion criteria 

focused on peer-reviewed studies and official regulations related to healthcare QMS, international 

certification models, and performance monitoring practices. Selected examples of good practice from 

Croatian hospitals were also analyzed. Findings: The implementation of QMS in Croatian healthcare 

institutions has advanced considerably, driven by legislation and the support of national bodies such as the 

Ministry of Health and the Croatian Health Insurance Fund. Institutions that adopt ISO standards report 

improvements in documentation, communication, risk management, and patient satisfaction. Case studies, 

such as those from the Special Hospital Medico and General Hospital Pula, demonstrate that multi-standard 

certification fosters a strong safety culture and strategic excellence. Nonetheless, challenges remain, 

including uneven implementation, limited human and financial resources, and the absence of a unified 

national accreditation framework. Practical Implications: To ensure sustainable quality improvement, 

healthcare institutions must embed QMS into everyday management, invest in continuous staff education, 

strengthen leadership engagement, and adopt digital solutions. QMS should not be viewed solely as a 

regulatory obligation but as a strategic imperative involving all stakeholders. Originality/Value: This 

paper offers a comprehensive overview of QMS development in Croatian healthcare and demonstrates how 

alignment with international standards can significantly elevate both patient care quality and institutional 

effectiveness. 
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1. Introduction 

The healthcare system represents one of the most critical and demanding sectors of public 

administration, with a direct impact on the lives, health, and overall well-being of the pop-

ulation (Jagrič et al., 2021; Kruk et al., 2018). Due to its complexity, high expectations, and 

the sensitive nature of its operations, healthcare institutions are required not only to pro-

vide professionally and ethically grounded services, but also to establish organizational 

mechanisms that ensure continuous quality, safety, and accountability to both users and 

society as a whole (Fukami, 2024). 

Quality management in healthcare is no longer a matter of institutional discretion or 

goodwill; it has become a regulatory and professional obligation. Global trends, World 

Health Organization (WHO) standards, European Union initiatives, and rising patient ex-

pectations are all driving the implementation of quality systems based on clearly defined 

standards, systematic process and outcome monitoring, performance evaluation, and con-

tinuous service improvement (Kruk et al., 2018). Today, healthcare quality is viewed 

through a multidimensional framework that includes patient safety, effectiveness, accessi-

bility, continuity, communication, user-centeredness, and the professional competence of 

healthcare staff (Ljungholm et al., 2022). 

In the Republic of Croatia, significant progress has been made through the adoption of 

laws and by-laws regulating the field of healthcare quality and safety (Official Gazette 

31/2011; Official Gazette 79/2011; Official Gazette 118/2018). The mandatory establish-

ment of quality management offices, the appointment of quality committees, the definition 

of quality indicators, and the implementation of internal and external assessment tools 

have become integral parts of the healthcare system. Special emphasis is placed on the ap-

plication of international standards such as ISO 9001 and EN 15224, and more recently ISO 

7101, which introduce added value through process-based management, clinical risk re-

duction, and a focus on treatment outcomes (McCaskill et al., 2025). 

However, despite the establishment of basic structural elements, numerous challenges 

persist. These include disparities in the implementation of standards across institutions, 

limited human and financial resources, varying levels of managerial engagement, and re-

sistance to change at the operational level. Nevertheless, an increasing number of institu-

tions are achieving measurable improvements through systematic and strategically ori-

ented quality management, enhancing both patient and staff satisfaction and strengthening 

their professional reputations. 

The aim of this paper is to examine the legal, institutional, and professional aspects of 

quality management systems in Croatian healthcare, to analyze current standards and pol-

icies, and to highlight, through selected examples of good practice, the potential of quality 

management to transform healthcare towards greater safety, accountability, and excel-

lence. Special attention is given to the role of leadership, staff education, monitoring of key 

performance indicators, and the integration of quality systems into the daily operations of 

healthcare institutions. 

2. Methodology 

This paper is based on a thematic review of scientific and professional literature, aiming to 

identify key standards, models, and institutional practices of quality management in 
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healthcare institutions. Instead of a chronological approach, a thematic analysis was ap-

plied, allowing the grouping of content according to concepts such as international stand-

ards (ISO 9001, EN 15224, ISO 7101), accreditation models (e.g., AACI, JCI), clinical indica-

tor measurement, and the implementation of evaluation cycles (e.g., PDCA – Plan–Do–

Check–Act). 

The literature search was conducted in July and August 2025 using scientific databases 

including PubMed, Web of Science, Scopus, Google Scholar, and national sources available 

through the Hrčak portal. The included works were published between 2015 and 2025 in 

Croatian and English. The following keywords (and/or their combinations) were used: 

"quality management in healthcare," "accreditation," "ISO 9001," "EN 15224," "ISO 7101," 

"quality improvement," "healthcare accreditation," "hospital performance," "PDCA," "pa-

tient safety," "clinical indicators," and others. 

Defined inclusion and exclusion criteria were applied (see Table 1), ensuring method-

ological consistency and content relevance. The literature includes peer-reviewed scientific 

articles, reports by international organizations (WHO, Institute of Medicine), valid laws and 

bylaws of the Republic of Croatia, as well as examples of best practices from hospital sys-

tems across Europe and worldwide. 

Table 1 

Inclusion and Exclusion Criteria 

Inclusion Criteria Exclusion Criteria 

Studies addressing quality management sys-

tems in healthcare institutions 

Studies not related to the healthcare 

sector 

Publications analyzing the application of ISO 

standards (ISO 9001, EN 15224, ISO 7101) 

Studies that do not mention quality 

standards or management systems 

Articles from peer-reviewed scientific jour-

nals and relevant professional publications 

Online sources without peer review, or 

without clearly identified authors and 

sources 

Sources in Croatian and English Sources in other languages 

Publications available in full text Papers without full text availability (e.g., 

abstracts only) 

Studies and reports analyzing the implemen-

tation of accreditation, certification, and 

PDCA cycles 

Literature focusing solely on manage-

ment theory without a healthcare con-

text 

Sources published between 2015 and 2025 Publications older than 2015, unless of 

historical relevance (e.g., Donabedian, 

1988) 

Note. Inclusion and exclusion criteria were defined by the author based on a systematic review of 

the literature on quality management systems in healthcare. Source: Author. 

The literature selection was independently conducted by the author based on rele-

vance, topicality, and methodological appropriateness. Based on the content analysis of the 

selected sources, several thematic areas were identified, forming the backbone of the pa-

per’s structure and enabling a grounded discussion on the current state and future perspec-

tives of quality management in the Croatian healthcare system. 

3. Findings 

3.1. The concept of quality in healthcare – definitions and development 
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Quality of healthcare is generally defined as the degree to which health services for individ-

uals and populations increase the likelihood of desired health outcomes in accordance with 

the latest professional knowledge (WHO, 2025). This definition, proposed by the World 

Health Organization, has also been adopted by the Institute of Medicine (IOM), which em-

phasizes that quality care must be effective, safe, timely, and patient-centered (Institute of 

Medicine, 1990). In other words, high-quality healthcare is evidence-based, provides pa-

tients with what they need in an appropriate manner without unnecessary delay or harm, 

and respects their needs and rights. 

The key dimensions of quality that are globally monitored today include effectiveness, 

meaning the achievement of desired health outcomes, patient safety, accessibility and time-

liness of services, and humaneness or user-centeredness, which involves respecting patient 

values and including them in decision-making (Kruk et al., 2018). Some institutions also 

add equity, defined as equal quality for all groups, and efficiency in terms of good use of 

resources, thus making quality a multidimensional concept. 

3.2. Historical Development 

Quality management in healthcare has developed through several phases, drawing on in-

sights from industry as well as the specific nature of medical practice. At the beginning of 

the twentieth century, the focus was on basic safety and hygiene such as the introduction 

of antiseptic practices inspired by Semmelweis. By the mid-twentieth century, experts like 

Avedis Donabedian introduced concepts of structured quality assessment based on the 

structure, process, and outcome of healthcare (Donabedian, 1988). 

In the second half of the twentieth century, industrial quality control methods began 

to be applied in healthcare including standardization of procedures, peer review of physi-

cians’ work, and the establishment of the first hospital accreditation systems. 

At the end of the twentieth and beginning of the twenty-first century, emphasis shifted 

from mere process control to continuous improvement and risk management especially fol-

lowing the publication of the report "To Err is Human" which globally raised awareness 

about the frequency of medical errors (Institute of Medicine, 2000). Quality culture became 

an integral part of hospital organizational culture with increasing focus on treatment out-

comes and patient experience rather than mere procedural compliance (MacGillivray, 

2020). 

Today the evolution of quality management systems in healthcare reflects a shift from 

a reactive approach correcting errors to a proactive and preventive approach that empha-

sizes safety, the prevention of adverse events, and continuous service quality improvement 

(Waldman & Terzic, 2019). 

Modern quality management requires a holistic systemic approach encompassing the 

entire organization. Quality is no longer the responsibility of individual enthusiasts but an 

integrated part of institutional strategy (Bisho & Bin Mohd Sam, 2022). It is essential to 

clearly define a quality policy describing what the institution aims to achieve in quality and 

safety, a strategic plan with objectives, and to establish measures and performance indica-

tors that are regularly monitored. Healthcare institutions implement monitoring and im-

provement mechanisms including internal audits, incident reporting systems, risk manage-

ment procedures, and cyclical improvement processes such as Deming’s Plan Do Check Act 

cycle (Hanskamp-Sebregts et al., 2019; Healthcare Engineering, 2023). 

A key prerequisite for success is an organizational culture that fosters responsibility, 

open communication, and learning from mistakes. In practice, this means employees must 

be educated and motivated to implement quality policies, patients should be involved 

through feedback collection and participation in care decisions, and leadership must con-

tinuously support these processes (Engle et al., 2021). A systematic approach also includes 

documentation of processes and results ranging from medical records to reports on 
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implemented improvements ensuring continuity of monitoring and the ability to analyze 

the impact of changes (Čerfalvi, Košec & Benceković, 2016). 

3.3. Advantages of Quality Management 

The establishment of an effective quality management system brings numerous benefits to 

healthcare institutions, healthcare staff, and patients. Standardized and documented pro-

cedures enable clearly defined treatment protocols and precise allocation of responsibili-

ties, ultimately reducing the likelihood of errors and inconsistent practices (Aggarwal et al., 

2019; Endalamaw et al., 2024). Such systems significantly improve communication and co-

ordination among different departments and professional teams because all participants 

have insight into the entire care process. This facilitates mutual cooperation and encour-

ages a team approach in patient treatment. 

Emphasis on quality also includes regular maintenance of medical equipment, up-to-

date medical documentation, and alignment of clinical practice with the latest professional 

guidelines. Healthcare institutions that implement quality management systems more eas-

ily conduct internal self-assessments and analyze key performance indicators (Sreedharan 

et al., 2024), enabling timely identification of weaknesses and implementation of corrective 

and preventive measures. 

For patients, a quality-oriented approach means greater safety in healthcare delivery. 

The likelihood of adverse events and errors decreases, while trust in the institution in-

creases. According to available research, hospitals that apply the international ISO 9001 

standard report a lower incidence of errors, higher patient satisfaction levels, and greater 

public recognition due to their commitment to standardized and safe care (Khanna et al., 

2023; Villa-Gallón et al., 2024; Yousefinezhadi et al., 2015). 

Internal benefits also include increased professional motivation of healthcare staff, as 

their suggestions and improvement ideas are valued and continuous education is provided. 

Moreover, more rational use of available resources often leads to reduced overall opera-

tional costs. Quality management systems enable decision-making based on real data, 

which is the foundation of modern and responsible management of healthcare institutions. 

3.4. Regulation and Quality Standards in Croatian Healthcare 

The development of quality management systems in the Republic of Croatia is based on a 

clearly defined legislative and normative framework that obliges healthcare institutions to 

establish and maintain quality assurance programs. The foundational document is the 

Healthcare Quality and Social Care Act (Official Gazette 124/2011), adopted in 2011, which 

sets national foundations for systematic quality management. The Act defines key princi-

ples and measures for quality improvement, including the accreditation of healthcare insti-

tutions and the establishment of the Agency for Quality and Accreditation in Health and 

Social Care (Official Gazette 118/2018).  

The Act also defines important concepts such as healthcare procedure safety, which 

includes protecting patients from harmful events, and patient-centeredness, recognizing 

patients as active participants in decisions regarding their care. It stresses the need to har-

monize national quality systems with international standards and to continuously monitor 

and improve quality based on evidence-based medicine. 

To implement the Healthcare Quality and Social Care Act, relevant bylaws were 

adopted, notably two key regulations from 2011: the Regulation on Quality Standards for 

Health and Social Care (Official Gazette 79/2011) and the Regulation on Accreditation 

Standards for Hospital Healthcare Institutions (Official Gazette 31/2011). These regula-

tions specify areas such as patient safety, medical record management, hospital infection 

control, monitoring treatment outcomes, and patient rights protection. They also define 
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measurable quality indicators that enable the monitoring and comparison of results among 

healthcare institutions. The patient safety standard obliges institutions to establish systems 

for reporting, analyzing, and preventing medical errors. The goal is to develop an organiza-

tional climate where mistakes are opportunities for learning and improvement rather than 

concealment. 

Accreditation standards set conditions hospitals must meet to obtain accredited sta-

tus, including outcome evaluation, care oversight, and staff education. The law also requires 

each institution to establish a Quality Committee chaired by the assistant director for qual-

ity. The committee coordinates activities, monitors indicators, and reports to management. 

At the national level, the Agency for Quality and Accreditation in Health (AKAZ), estab-

lished under the Healthcare Quality and Social Care Act, is responsible for developing stand-

ards, certifying and accrediting healthcare institutions, conducting education, and oversee-

ing the quality system (Official Gazette 118/2018). Croatia’s participation in the WHO PATH 

program has enabled additional quality monitoring in six dimensions, including clinical ef-

fectiveness, safety, and patient orientation (Kadoić et al., 2021). 

In 2010, the Ministry of Health adopted the Plan and Program of Measures for Quality 

Assurance and Monitoring, which defines institutional obligations including semi-annual 

reporting and submission of clinical indicators (Official Gazette 114/2010). This has ena-

bled national monitoring and benchmarking. 

Despite clear legal frameworks, practical implementation is uneven. While some insti-

tutions have developed mature quality systems, others have met only basic requirements. 

Challenges include a shortage of trained personnel, resistance to change, and poor integra-

tion with other management functions. Nevertheless, the trend is positive as quality in Cro-

atian healthcare gradually improves, albeit with regional differences. Croatia ranks mid-

level in the European scale, with strong normative foundations and a growing number of 

initiatives for further improvement. 

3.5. International Quality Standards in Healthcare (ISO 9001, EN 15224) 

3.5.1. ISO 9001 in Healthcare Institutions 

ISO 9001 is one of the most recognized international standards for quality management, 

applicable to all types of organizations. Although originally developed for industry, since 

the early 2000s it has been increasingly used in the healthcare sector, particularly for or-

ganizing processes and documentation in hospitals (Avruscio et al., 2022). The ISO 

9001:2015 version is based on principles such as customer focus, leadership, process ap-

proach, data-driven decision-making, and continuous improvement. Its implementation 

contributes to clarity in work organization, increased transparency, and effective manage-

ment of all phases of healthcare delivery. 

Hospitals across Europe have adopted this standard as proof of commitment to quality 

and safety. Benefits of certification include reduced errors, clearly defined responsibilities, 

better resource utilization, and higher levels of patient and staff satisfaction. Although it 

does not replace clinical guidelines, ISO 9001 provides an organizational framework that 

supports their implementation (Kyriakeli et al., 2025). Interest in certification has signifi-

cantly increased in Croatia since 2007, especially among specialized hospitals and clinical 

hospital centers. 

3.5.2. EN 15224: Sector-Specific Standard for Healthcare 

The EN 15224 standard is based on ISO 9001 but is specifically adapted for the healthcare 

sector. It focuses on clinical processes, risk management, and patient experience. It defines 

eleven key quality characteristics of healthcare services, including safety, accessibility, con-

tinuity, effectiveness, timeliness, and compliance with evidence-based medicine (Kyriakeli 

et al., 2025). Certification according to EN 15224 is possible independently of possessing 
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ISO 9001 certification (Shaw, Groene & Berger, 2019). Numerous healthcare institutions in 

Croatia have adopted it, often as an enhancement to existing quality management systems. 

Examples include General Hospital Pula and Special Hospital Medico in Rijeka. 

3.5.3. ISO 7101: New Global Standard for Healthcare  

ISO 7101:2023 is the first international standard specifically designed for healthcare organ-

izations. It encompasses requirements for systematic quality management, placing the pa-

tient at the center of the system and emphasizing the importance of a human-centered cul-

ture, staff safety, risk management, and continuous improvement (McCaskill et al., 2025). 

The standard consolidates principles from previous norms but adapts them to the contem-

porary challenges faced by healthcare systems. Croatia is among the first countries to begin 

implementing this standard. General Hospital Pula was certified according to ISO 7101 in 

2023, becoming the first such institution in the country. 

3.6. Case Example: Multiple Certification and Accreditation at Special Hospital Medico 

Special Hospital Medico in Rijeka stands out as one of the most convincing examples of suc-

cessful integration of multiple quality management systems and accreditation frameworks 

in the Republic of Croatia. It is the first private hospital in the country to obtain the interna-

tional American Accreditation Commission International - AACI accreditation for clinical 

excellence. Additionally, the hospital holds certificates according to ISO 9001:2015 and EN 

15224:2016 standards, thereby meeting the highest international quality and safety re-

quirements. 

In practice, Medico has developed a comprehensive quality management system fully 

aligned with the requirements of these standards. The hospital’s Quality Committee actively 

meets regularly to coordinate all activities related to quality improvement. Planned internal 

audits of all departments are conducted, clinical outcome indicators are systematically 

monitored, and all identified nonconformities are addressed through corrective and pre-

ventive actions. 

Special attention is paid to patients’ rights and privacy protection in accordance with 

legal and ethical obligations. The institution clearly states its consistent application of all 

provisions of the Patients’ Rights Act, including the right to informed consent, access to 

medical records, and the possibility of filing complaints. 

The quality culture is also evident in continuous investments in modernizing medical 

equipment, staff education, and fostering a partnership relationship with employees. This 

creates a positive working environment and encourages professional development; all 

aimed at delivering top-quality healthcare. This example confirms that even institutions 

outside the public sector, if strategically investing in quality, can reach levels comparable 

to the best European practices. 

The integration of multiple quality management systems and independent accredita-

tion is not only objective evidence of excellence but also a means to achieve sustainable 

competitive advantage in the healthcare services market. 

3.7. Quality Monitoring, Quality Offices, and Continuous Improvement 

According to legal requirements, every large healthcare institution is obliged to establish 

an appropriate quality body. In practice, this is usually implemented through the Quality 

Office and Quality Committee, which together form the foundation of the institutional qual-

ity management system. The Quality Office is typically headed by an assistant director for 

quality, who coordinates the implementation of the quality policy across the entire institu-

tion (Official Gazette 118/2018). 
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The responsibilities of the Quality Office are manifold and include drafting quality 

plans and programs, organizing staff training, conducting internal audits, communicating 

with external institutions such as the Ministry of Health and the Agency for Quality, manag-

ing patient complaints and compliments, and preparing reports on quality indicators. This 

organizational unit must be sufficiently staffed and organized to act strategically rather 

than merely administratively. In other words, the Quality Office should be involved in all 

major decisions, including those related to finance and medical operations. Some Croatian 

hospitals have already recognized this. For example, at the University Hospital Centre Sis-

ters of Charity in Zagreb, the Quality Office is managed by a healthcare graduate, while qual-

ity coordinators systematically monitor indicators (e.g., hospital mortality rates for specific 

diagnoses) and initiate targeted improvements within clinics. 

The Quality Office collects data, prepares analyses, and proposes corrective measures. 

For example, in the case of increased hospital infections, it initiates the activity of the infec-

tion control team to analyze practices and revise clinical protocols. For effective operation, 

the Quality Office must ensure a sufficient number of trained staff. Quality is a multidisci-

plinary field ideally involving experts in medicine, management, statistics, and informatics. 

Besides personnel capacity, IT support is crucial, as modern quality management systems 

require digital tools for collecting and processing large amounts of data. Investments in 

these resources directly affect the institution’s ability to identify weaknesses, predict risks, 

and continuously improve its processes. 

Quality monitoring in Croatian healthcare operates at multiple levels. Internal moni-

toring is conducted by healthcare institutions themselves through the collection and anal-

ysis of indicators such as infection rates, waiting times, clinical outcomes, and the number 

of patient complaints. This is supplemented by internal audits and compliance control with 

prescribed standards. This practice is also confirmed in research on quality management 

systems in Croatian public health institutes, highlighting the importance of regular indica-

tor monitoring and documented evaluation at the institutional level (Vrtodušić Hrgović & 

Škarica, 2015). 

Evaluation results are discussed at meetings of quality committees and hospital man-

agement. When deviations are identified, corrective and preventive measures are imple-

mented, such as additional staff training, procedure revisions, equipment procurement, or 

workflow reorganization. All changes are documented, establishing a so-called closed im-

provement loop. 

External quality system supervision is conducted by the Ministry of Health and related 

bodies, primarily through periodic reports that healthcare institutions are required to sub-

mit. These data enable national comparison of results and identification of systemic weak-

nesses. If a hospital significantly deviates from the national average for a specific indicator, 

inspection supervision, consultation, or targeted measures may be ordered. In the past, the 

Agency for Quality has also conducted accreditation procedures, including on-site visits and 

granting accreditation status to institutions that meet prescribed standards. Although ac-

creditation is not yet legally mandatory for public hospitals, some have participated in pilot 

projects, while certain private institutions have obtained international accreditations (e.g., 

AACI, JCI). 

The Croatian Health Insurance Fund (HZZO) also shows interest in quality by intro-

ducing qualitative criteria in contracting healthcare. Institutions meeting additional quality 

and efficiency requirements may receive financial incentives. This creates extra motivation 

to maintain high standards not only for compliance but also for concrete reward of results. 

3.8. Continuous Improvement and the Role of Management 

The culture of quality and business excellence in healthcare institutions begins at the top, 

and the role of management is crucial. Hospital leadership, led by the director, must be ac-

tively involved in the development and implementation of quality management systems 
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(Bhati et al., 2023). This includes strategic planning, ensuring the necessary resources (hu-

man, financial, and technological), and setting a personal example of commitment to quality 

and safety standards. 

Management is responsible for defining specific quality objectives (Bugdol, 2024). 

These objectives may include reducing the incidence of hospital-acquired infections, in-

creasing patient satisfaction based on survey results, shortening waiting times for diagnos-

tic tests, or improving compliance with applicable professional guidelines. Achievement of 

these goals is monitored through key quality indicators, and their analysis enables informed 

decision-making about further actions. 

Continuous improvement is most commonly implemented using the Deming Plan–Do–

Check–Act (PDCA) cycle, which involves planning a change, piloting its limited introduction, 

analyzing the results, and if successful, implementing it throughout the institution (Naugh-

ton et al., 2024). This approach allows controlled and gradual introduction of changes with 

minimal operational risk. 

For example, if data indicate that waiting times in the emergency department are too 

long, management can initiate an improvement cycle. The planning phase involves analyz-

ing the cause of the problem (insufficient staff, inefficient triage process), followed by test-

ing a new measure during the implementation phase (e.g., shift reorganization or digital 

triage). Results are then measured, and if positive, the new practice is permanently imple-

mented and extended to other departments. 

Beyond the strategic dimension, management plays a vital role in creating a motivat-

ing environment for staff. Physicians, nurses, and other frontline personnel often best rec-

ognize bottlenecks and potential safety risks in daily work. Encouraging them to propose 

improvements through meetings, internal suggestions, or digital tools enables the institu-

tion to respond quickly, prevent errors, and foster innovation. 

Furthermore, the so-called bottom-up approach, where improvement initiatives orig-

inate from healthcare workers at the operational level, complements the formal top-down 

strategies shaped by hospital leadership in line with strategic goals. In this way, all partici-

pants in healthcare institutions, from management to operational staff, become active con-

tributors to maintaining and improving quality. This integration of all system levels forms 

the foundation of organizational excellence and is one of the main goals of modern 

healthcare. 

4. Practical Implications 

To ensure sustainable quality improvement, healthcare institutions must integrate quality 

management systems into everyday operational and strategic management. This requires 

continuous investment in staff education and training, strengthening leadership engage-

ment at all organizational levels, and the adoption of advanced digital tools for efficient data 

collection, analysis, and decision making. Rather than being seen as merely a regulatory 

requirement, quality management systems should be embraced as a core strategic priority 

that actively involves all stakeholders including management, healthcare professionals, and 

patients to foster a culture of safety, accountability, and continuous improvement. 

The paper offers a comprehensive and up-to-date overview of the development and 

implementation of quality management systems in Croatian healthcare institutions. It high-

lights the alignment of national practices with international standards such as ISO 9001, EN 

15224, and ISO 7101, demonstrating how such harmonization can substantially improve 

patient safety, organizational performance, and overall healthcare excellence. The inclusion 

of Croatian case studies provides practical insights into the challenges and successes of 

quality management system adoption, making this work valuable for healthcare policymak-

ers, administrators, and practitioners seeking to advance quality initiatives within similar 

healthcare contexts. 
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5. Conclusion  

Quality management systems have become an integral part of the strategic and operational 

functioning of healthcare institutions in Croatia. In recent years, a legal framework has been 

introduced requiring institutions to implement quality and safety standards, while an in-

creasing number of hospitals have obtained certification and improved their processes. In-

ternational standards such as ISO 9001 and EN 15224 have supported the standardization 

of organizational procedures and the development of a culture of safety. Many institutions 

regularly monitor quality indicators, report to competent authorities, and implement cor-

rective measures, making quality a measurable aspect of everyday practice. 

Nevertheless, the implementation of quality systems still faces challenges, including 

limited human resources, insufficient integration of quality into management structures, 

and resistance to change. The absence of a unified national accreditation program also con-

tributes to variability among institutions. Further progress is possible through stronger in-

stitutional support, continuous staff education, digital modernization of processes, and en-

hanced cooperation among healthcare institutions. Greater involvement of patients in im-

provement processes and the introduction of incentive systems would further strengthen 

quality management. 

Quality in healthcare should not be viewed merely as a regulatory obligation but as a 

fundamental element of daily practice based on the shared responsibility of all stakehold-

ers. Such an approach is essential for healthcare institutions in the Republic of Croatia to 

achieve long-term excellence comparable to the best European practices. 

 

 

The article is relevant to UN Sustainable Development Goals: 
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