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QUALITY MANAGEMENT IN HEALTH CARE: 
CONCEPTS, PRINCIPLES AND STANDARDS 

 Abstract: The paper clarifies the idea and summarizes the 
concepts, principles and standards of quality management in 
healthcare, thus creating the foundation for understanding the 
role and importance of quality of life in this field. Therefore, 
special attention will be paid to the quality management 
concepts within the ISO 9000:2015 and the ISO 9001:2015 
will be especially considered in the context of implementation 
in the healthcare industry. Inspired by that, the paper will 
give a brief overview of the problem of the implementation of 
the quality management system in healthcare, thus illustrating 
the specific characteristics of this sector. The quality 
management principles within health care, according to the 
EN 15224:2016 (requirements according to ISO 9001:2008) 
are explored next. The international standards in healthcare, 
as well as the most prominent ISO technical committees in 
this sector, follow. Finally, the paper offers some concluding 
remarks with guidelines and suggestions for future research. 
Keywords: quality management, healthcare, EN ISO 
15224:2015 

 
1. INTRODUCTION 

 
In a situation where it has become 

increasingly important for organizations to 
improve their quality and thus enhance their 
competitiveness in today's global and 
competitive marketplace, there is no longer a 
question if quality should be incorporated into 
the healthcare sector, but what is the most 
effective way to do that. Therefore, it has 
become quite reasonable why quality is deeply 
embedded in the health care system and why it 
is of great importance for the provision of 
health care services to each individual 
patient/client.  

The attention of all the public and private 
healthcare organizations has recently been 
focused on the process organization according 
to the current version of ISO 9001. Therefore, 
this paper aims at addressing the whole ISO 
9000 series. Namely, as stated by some authors 
[1], the previous versions of ISO 9000 were 
mostly based on experience, ideas and concepts 
tested in practice. Over time, experts from all 
over the world have translated these concepts 
into elements that seemed indispensable in the 
structure of the quality system. This pragmatic 
approach has proved to be correct so that these 
standards have become the most widely 
accepted and used in the history of the 

International Organization for Standardization 
– ISO [1]. The central standard of this series is 
the ISO 9001, which is a distinctive model of 
the quality management system. It is difficult to 
imagine any modern organization in which the 
attention of the top management and all the 
other employees is not directed at the 
introduction and implementation of the quality 
management system based on the current ISO 
9001. According to some authors [2], efforts to 
increase the effectiveness of the organization 
through standardization have proven to be 
successful in a serial production and/or 
administrative processes. However, the process 
improvement and the employees' involvement 
by implementing a quality management system 
can also be successfully applied in health care 
[2].  

While the majority of authors agree that 
there have been discernable improvements in 
the efficiency and effectiveness of healthcare in 
some settings [3], they also acknowledge that 
no one has found the right niche just yet. There 
is still no 'existing international gold standard' 
[4] that is widely accepted by medical societies, 
health care organizations, professional 
associations, governmental and other relevant 
public and/or private institutions in this area. 

Therefore, the paper aims at presenting the 
discussion of the basic concepts, principles and 
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standards of quality management in health care 
thus creating the foundation for understanding 
the role and significance of the ISO 9001:2015 
in this sector. In order to offer all readers a text 
that provides an overview and instructions for 
the application of certain quality management 
concepts in healthcare, paper aims at clarifying 
certain concepts and principles presented by the 
new version of ISO 9001:2015 which can serve 
both for the purpose of measuring, as well as 
for establishing an effective and trusting quality 
management system model in healthcare. After 
the introduction, in the second chapter, special 
attention will be paid to the fundamentals of 
quality management in health care, with 
particular reference to the quality management 
concepts, principles and standards in this field. 
The conclusion will be summarized in the third 
chapter, along with all the guidelines and 
suggestions for future research and in the fourth 
chapter, the relevant literature used in the 
preparation of this paper will be presented. 
 
2. FUNDAMENTALS OF QUALITY 
MANAGEMENT IN HEALTH CARE 
 
2.1 Quality Management Concepts in 
Healthcare 

 Nowadays, the majority of authors agree 
that the development and implementation of the 
quality management system in the healthcare 
organizations represents a revolutionary change 
for organizations. Quality management affects 
the structure, core, internal and external, 
ownership and customer (patient/client) 
relationships, the quality system and almost all 
the other systems and segments of the 
organization. With that in mind, it is quite 
reasonable that, in the last couple of decades, 
great progress has been made in organizing 
business, which has led to the situation where 
organizations are increasingly oriented to 
processes, rather than to the organizational 
structure [5]. 

For the last couple of decades, the most 
remarkable educators, researchers and 
practitioners have been examining the role that 
quality plays in healthcare organizations. 
Various researchers have sought to invent, 
improve and implement different quality 
management practices that would help to find 
an optimal way to take care of each individual 
patient. However, despite its continuing 

popularity, the literature on quality suggests 
that quality of health care services has not been 
fully determined. In the face of uncertainties, 
there still remains one fundamental approach to 
be revealed which would take away all the 
current medical errors and reasons for failure. 

The majority of authors agree that the 
healthcare sector is profoundly different from 
other sectors and the variety of authors address 
diverse reasons to underpin those claims. 
However, Filipović et al. [6] discussed the most 
important ones:  

 
1) First, health care services are specific 

because of the physical and mental 
involvement of patients in the process of 
services providing. In other words, the 
provision of health care services is based 
on a continuous interaction between health 
care professionals (doctors or medical 
technicians) and customer (patient/client). 

2) The customers may have a little 
knowledge of the professional aspects of 
the services. The relationship between 
patients and medical staff is the basis for 
creating input elements in the process. 
Whether the patients will cooperate and, 
consequently, whether they will be 
satisfied with the provided service, 
depends mainly on health care staff. 
Without effective patient/client inputs 
(their needs, requirements and 
expectations, communication of its health 
status, potential adverse effects and 
disorders), effective treatment is not 
possible. 

3) Payment and service provision are two 
completely separate activities in 
healthcare. Paying for health care services 
is usually done by a third party. Therefore, 
the health care service provider should 
satisfy not only the requirements of the 
customer (patient/client) but also the 
person who pays for that health care 
service (for example, health care 
insurance). 

4) Healthcare services are characterized by 
the complexity of connections and 
interactions between patients, clients, 
doctors and other health care workers, 
suppliers of medical and non-medical 
equipment, materials and resources, health 
care insurance, legislative and other 
regulatory bodies. 
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2.2 Quality Management Principles in 
Healthcare 
 

In today's global competitive marketplace, 
the majority of authors agree that the significant 
number of quality programs began with a series 
of unplanned and uncoordinated activities, 
rather than formulating philosophy or strategy 
[1]. However, the existence of norms, some 
rules and principles, as well as the 
implementation of some forms of sanctioning 
for failure to maintain them, are necessary in 
order to successfully manage the organization. 
Widely embraced as a quality management tool 
in a number of research areas, ranging from 

social and behavioural sciences, economics and 
law to business and marketing, the notion that 
quality management could be an effective tool 
in health care has received recent attention.  

Given the widespread diffusion of quality 
management principles among the researchers, 
various educators and practitioners have started 
to experiment with them in recent years in 
order to explore how they can also be used for 
the improvement of services in health care. 
Mainly, these principles in health care support 
the quality management principles in general, 
but, at the same time, they are significantly 
modified, according to the specificities of this 
sector [6].  

 Figure 1 – Quality Management Principles in Healthcare  
EN 15224:2016 - Health Services - 

Quality Management Systems - lists the basic 
principles of quality management in health 
care: 
1) Customer focus: Like any organization, 

every private and/or public healthcare 
organization, when providing health care 
services, must respect the customer-
centered approach. This approach is an 
important objective in the development of 
public and private services as it constitutes 

one of the main drivers for health care 
services reforms [7]. Customers are the 
ones for whom such organizations exist 
and their needs, demands and expectations 
must be paid special attention. Indeed, as 
the famous professor Deming, otherwise 
known as "the person who helped the 
success of the Japanese revolution of 
quality", once noted - "everything starts 
and ends with the customer" [8]. Hence, 
health care services must be designed and 

Process orientation                       
(5) 

Leadership                     
(3) 

People and 
care vision         

(4) 

Mutually beneficial 
supplier relationship              

(9) 
Partnerships for 

quality across health 
care services  

(7) 

Stakeholder 
involvment              

(2) 
Guidance through 

information              
(6) 

Customer focus              
(1) 

Demand-oriented 
care                              
(8) 

Continual improvement              
(10) 
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developed according to the requirements, 
needs and expectations of the customers 
(patients/clients), thus taking into account 
all the requirements of the healthcare 
environment as well as the entire society. 

2) Stakeholder involvement: Customers are 
not the only group whose needs and 
requirements should be met. ''Adequate 
worth must also be provided to employees, 
local and global community, investors and 
society in general, in terms of both 
financial and non-financial aspects of a 
company's performance'' [9]. Therefore, 
defining the health care service, often, 
requires the identification of needs, 
expectations and requirements of all the 
stakeholders and interested parties that, in 
addition to the service provider and health 
insurance, include customer (patient/ 
client) as well as the physician and doctor. 

3) Leadership: Another novelty brought with 
a new version of the ISO 9001 - leadership 
is crucial for the management of the 
healthcare organizations and the quality 
management system of those organizations 
that adopted a customer centred approach. 
Leaders have the role to inspire, promote 
and support the organizational culture of 
quality. According to Filipović et al. [6], 
doctors are not the only ones who 
contribute to the health care service 
quality. According to the same authors, the 
quality improvement is equally contributed 
by doctors and managers - doctors in the 
field of their professional practice and 
managers in the field of quality and safety 
of all the services provided by the health 
care. 

4) People and care vision: The exceptional 
role of employees in the organization is 
present in all areas of life and work of the 
man. Drawing information, knowingly or 
unconsciously, man creates values, beliefs 
and attitudes, and, guided by a variety of 
external influences, makes decisions. This 
way, employees, as one of the most 
valuable resources of today, become a 
powerful lever for strengthening the 
competitive advantage of the majority of 
contemporary organizations in health care. 

5) Process orientation: In recent times, the 
majority of authors agree that health care 
services require the implementation of 
integrated and multidisciplinary processes 

that unite different functions, clinical 
specialist activities as well as the variety 
of providers of health care services [6].  
When it comes to understanding the 
process orientation, it is necessary to 
understand some of the basic concepts that 
it carries with it. For instance, it is 
necessary to introduce new roles, such as 
the owner, the bearer and the executor of 
the process. It is necessary to introduce 
systems of evaluation and rewarding that 
will be based on the achieved results of the 
process and not on the results achieved 
within the individual organizational units.  

6) Guidance through information: Nowadays, 
healthcare organizations exchange a great 
number of different healthcare information 
and provide a great number of health care 
services, all with the support of modern 
information technologies. In recent years, 
there have been a growing number of 
international standards related to the 
application of certain information 
technologies in the healthcare sector and 
the ISO organization has even formed 
several technical committees in this field. 
Standardization of healthcare informatics 
indicates that data is collected more 
efficiently and the information is 
transmitted more effectively within the 
health care [6]. 

7) Partnerships for quality across health care 
services: When providing health care 
services, the coordination is often 
necessary between several healthcare 
organizations as providers of one complex 
service. These may be two or three 
different healthcare organizations and, 
sometimes, in a regional context, we can 
talk about a whole network of healthcare 
organizations that, by networking at 
different levels, contain a "partnership for 
quality across health care services". This 
all is realized in order to provide users 
with complete health care and cover all the 
healthcare problems with appropriate 
specialist medical knowledge.  

8) Demand-oriented care: The fact is that the 
healthcare sector is much more specific, 
but one of the basic specific characteristics 
in relation to which other profit 
organizations differ in relation to health 
care is the importance of a proper 
approach to determining the needs and 
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expectations of customers. The definition 
of health care services given in EN ISO 
15224:2016 that describes them as "people 
working for people" [7], support this 
claim. Therefore, the fundamental change 
that must be implemented in this sector is 
to change the treatment paradigm based on 
the opinion of the doctor (without taking 
into account the patient's opinion) to the 
treatment based, particularly, on the needs, 
demands and expectations of the customer. 

9) Mutually beneficial supplier relationship: 
Third party services such as technical 
support, information and communication 
services, business consulting, recruitment 
services, sanitation, catering and training 
have a critical effect on the quality of 
health care organization and its outcomes 
[7]. As any quality service can be provided 
solely with the consideration of all the 
known requests from all the stakeholders 
and interested parties, mutually beneficial 
relationships with suppliers in health care 
have received recent attention. 

10) Continual improvement: According to ISO 
9001:2015 - "The organization shall 
continually improve the suitability, 
adequacy and effectiveness of the quality 
management system" [10]. Hence, all the 
healthcare organizations must also focus 
on this principle that encourages learning, 
contributes to the development and 
continual improvement of health care. 

 
These ten quality management principles 

shown in Figure 1 are comprehensive, 
fundamental rules by which the healthcare 
organizations are governed and managed, with 
the aim of continuously improving the 
performance relevant to patients and/or clients 
and other stakeholders and interested parties.  

 
2.3 Quality Management Standards in 
Healthcare 
 In recent years, we witnessed radical 
changes that brought the standardization as one 
of the concepts according to which the business 
world sought to address the challenges of the 
global market [11]. Indeed, according to 
Filipović et al. [6], access to health care 
services, high-quality treatment, safe medical 
practices and cost-effective solutions are 
becoming the expected standard of a modern 

society. For some time now, ISO 9001 was 
considered not applicable to healthcare 
organizations. This is why, in recent years, ISO 
organization has developed over 1.200 
standards in the area of health care [6], and 
only some of them are given below:  SRPS ISO 9001:2015 - Quality 

management systems - Requirements [10] 
– specifies requirements for a quality 
management system when an 
organization: a) needs to demonstrate its 
ability to consistently provide products 
and services that meet customer and 
applicable statutory and regulatory 
requirements, and b) aims to enhance 
customer satisfaction through the effective 
application of the system, including 
processes for improvement of the system 
and the assurance of conformity to 
customer and applicable statutory and 
regulatory requirements.  SRPS EN 15224:2017  - Quality 
management systems - EN ISO 9001:2015 
for Healthcare [7] – specifies requirements 
for a quality management system when a 
healthcare organization: a) needs to 
demonstrate its ability to consistently 
provide health care product or service that 
meets customer and applicable statutory 
and regulatory requirements, and b) aims 
to enhance customer satisfaction through 
the effective application of the system, 
including processes for improvement of 
the system and the assurance of 
conformity to customer requirements, 
applicable statutory and regulatory 
requirements and requirements related to 
the quality characteristics; appropriate, 
correct care; availability; continuity of 
care; effectiveness; efficiency; equity; 
evidence/knowledge-based care; patient 
centred care including physical, 
psychological and social integrity; patient 
involvement; patient safety and 
timelines/accessibility.   SRPS EN ISO 15189:2014 – Medical 
laboratories – Requirements for quality 
and competence [12] – specifies 
requirements for quality and competence 
in medical laboratories. It can be used by 
all the medical laboratories in developing 
their quality management systems and 
assessing their own competence. It can 
also be used for confirming or recognizing 
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the competence of medical laboratories by 
laboratory customers, various regulating 
authorities and accreditation bodies.  SRPS EN ISO 13485:2017 – Medical 
devices – Quality management systems - 
Requirements for regulatory purposes [13] 
– specifies requirements for a quality 
management system where an 
organization needs to demonstrate its 
ability to provide medical devices and 
related services that consistently meet 
customer and applicable regulatory 
requirements. Such organizations can be 
involved in one or more stages of the life-
cycle, including design and development, 
production, storage and distribution, 
installation, or servicing of a medical 
device and design and development or 
provision of associated activities (e.g. 
technical support).  IWA 1: 2005 – Quality management 
systems – Guidelines for process 
improvements in health service 
organizations [14] – International 
Workshop Agreement (IWA) – provides 
additional guidance for any health care 
organization involved in the management, 
delivery, or administration of healthcare 
products or services, including training 
and/or research, in the life continuum 
process for human beings, regardless of 
type, size and the product or service 
provided. 
 
In the last couple of decades, ISO has 

formed several special technical committees 
dealing with individual branches of medicine as 
well as for applying information technologies 
in the healthcare sector.  

Thus, some authors [6] cite some of the 
most important committees in the field, such as: 
ISO/TC 84 - Devices for the administration of 
medicinal products, as well as syringes, needles 
and intravascular catheters, ISO/TC 121 - 
Anesthesia and respiratory equipment, ISO/TC 
198 - Sterilization of medical products, ISO/TC 
210 - Quality management and related aspects 
of medical devices, ISO/TC 212 - Testing in 
clinical laboratories and diagnostic test 
systems, ISO/TC 215 - Health informatics, 
ISO/TC 249 - Traditional Chinese medicine 
and others.  
 
 

3. CONCLUSION 
 During the last decade of the 20th century, 
the Technical Committee 176 formed a 
working group designed to study thoroughly 
and explain in simple terms the principles of 
quality management that would represent an 
attempt to formulate the best management 
practices of the world. The formulation of these 
principles was a difficult task and, today, they 
and their application are explained in detail in 
ISO issues. On the one hand, it is very 
important to understand and apply these 
principles in the development of a quality 
management system, while, on the other hand, 
it is equally important to understand that these 
principles do not contain requirements that 
would represent a mere basis for evaluation.  

Properly understood, these principles can 
be an indication of excellence for those 
organizations that fully accept them. 
Respecting these principles should benefit all 
the stakeholders and interested parties (patients 
and/or clients), suppliers, employees, and 
society at today's global marketplace [15]. 

The aim of this paper was to clarify the 
idea and summarize the most important 
concepts, principles and standards of quality 
management in healthcare, thus creating the 
foundation for understanding the role and 
importance of quality of life in this field. In 
order to provide a summary of the most 
important concepts within the quality of health 
care, special attention was paid to the quality 
management concepts within the ISO 9000 and 
the ISO 9001:2015. Additionally, EN 
15224:2017 is a "sector-specific quality 
management standard for health care" [16] thus 
adapting generic requirements of the ISO 
9001:2015 to the special requests of health care 
[17]. In a similar vein, Coscun and Gulhan [18] 
concluded that for large hospitals intending to 
expand to the global markets, having an 
accreditation and having that certification 
internationally should make these institutions 
more competitive in the global health sector. 

Whilst the majority of authors agree that 
there have been significant improvements in the 
quality of healthcare in some settings, they also 
acknowledge that no one has found the right 
niche just yet. In the face of uncertainties, there 
still remains one fundamental approach to be 
revealed which would take away all the current 
medical errors and reasons for failure. There is 
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a belief that quality management concepts, 
principles and standards will find its application 
in the healthcare sector. However, until then, 
the authors' opinion is that this paper will serve, 

as for the purpose of measurement, thus for the 
establishment of the effective and trustworthy 
quality management system in health care. 
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