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Foreword 

This document (EN 15224:2012) has been prepared by Technical Committee CEN/TC 362, "Health services - 
Quality management systems”, the secretariat of which is held by SIS. 

This European Standard shall be given the status of a national standard, either by publication of an identical 
text or by endorsement, at the latest by April 2013, and conflicting national standards shall be withdrawn at the 
latest by April 2013. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

This document supersedes CEN/TS 15224:2005. 

This document includes the text of ISO 9001 as published in 2008 by the International Organization for 
Standardization, ISO, and therefore may not be the last version published. 

According to the CEN/CENELEC Internal Regulations, the national standards organisations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom. 
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Introduction 

0.1 Quality in health care 

0.1.1 General 

This is a sector specific quality management system standard for health care organizations. This standard 
incorporates EN ISO 9001:2008 and replaces CEN/TS 15224:2005 Health services – Quality management 
systems – Guide for the use of EN ISO 9001:2000. The text from EN ISO 9001:2008 in Clause 3 to Clause 8 
is shown in black in this European Standard and additional text specific to health care services is in Clause 3 
to Clause 8 shown in blue italics. 

This is a stand alone standard and can be used for certification in health care.  

The requirements in this standard incorporate those from EN ISO 9001:2008 with additional interpretations 
and specifications for health care. Requirements have been added to and clarified according to the specific 
health care context. New requirements have been added when considered relevant. This standard also 
includes aspects related to clinical risk management throughout the planning, operation and control of 
processes.  

This quality management system does not include requirements specific to environmental management. 
Therefore, it is recommended that organisations that apply a management system also apply an 
environmental management. 

The congruence and difference between this standard and EN ISO 9001:2008 is explained in this introduction 
and in cross reference table (Annex A).  

The congruence and difference between CEN/TS 15224:2005 and this standard is explained in cross 
reference table (Annex C). 

A practical guide for the implementation of this standard in health care organizations is presented in Annex B. 

Further guidance for quality improvement approaches can be found in CEN/TR 15592:2007, Health services - 
Quality management systems - Guide for the use of EN ISO 9004:2000 in health services for performance 

Improvement. 

The following quality management principles from EN ISO 9000:2005 are applied in this standard:  

a) Customer focus 

Organizations depend on their customers and therefore should understand current and future customer 
needs, should meet customer requirements and strive to exceed customer expectations. 

b) Leadership 

Leaders establish unity of purpose and direction of the organization. They should create and maintain the 
internal environment in which people can become fully involved in achieving the organization's objectives. 

c) Involvement of personnel 

Staff at all levels are the essence of an organization and their full involvement enables their abilities to be 
used for the organization’s benefit. 
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d) Process approach 

A desired result is achieved more efficiently when activities and related resources are managed as a process. 

e) System approach to management 

Identifying, understanding and managing interrelated processes as a system contributes to the organization’s 
effectiveness and efficiency in achieving its objectives. 

f) Continual improvement 

Continual improvement of the organization’s overall performance should be a permanent objective of the 
organization. 

g) Factual approach to decision making 

Effective decisions are based on the analysis of data and information. 

h) Mutually beneficial supplier relationships 

An organization and its suppliers are interdependent and a mutually beneficial relationship enhances the 
ability of both to create value. 

These eight quality management principles form the basis for the quality management system standards 
within the ISO 9000 family. 

0.1.2 The concept of "health"  

The World Health Organization (WHO) definition of health is “a state of complete physical, mental and social 
well-being and not merely the absence of disease or infirmity.” The International Classification of Functioning, 
Disability and Health (ICF), by WHO, identifies five health components; body function, body structure, activity, 
participation and environmental factors.  

0.1.3 Health care  

In this standard health is not a stand alone concept but is used in several terms as a prefix. When used as a 
prefix the concept of health is based on the health components in of ICF by WHO. The concept of health 
relates to both health care and social care. This standard is focused on requirements for health care.  

What is included in health care can differ from country to country and this has to be considered in national 
applications. In this standard health care includes e.g. primary health care, pre-hospital and hospital care, 
tertiary care, nursing homes, hospices, preventive health care, mental health services, dental services, 
physiotherapy, occupational health services, rehabilitation and pharmacies.  

0.1.4 Quality in health care  

Quality in general is defined as “degree to which a set of inherent characteristics fulfils requirements”. To 
make quality in health care measurable and testable the quality characteristics of clinical processes must be 
identified and described. In this standard the requirements of the patients or customers for health care 
services must be specified according to effectiveness, safety, availability, timeliness/accessibility, continuity of 
care, respect of patient values and preferences and appropriateness, Aspects of efficiency; fair distribution 
and evidence must be considered (3.14, Note 2). Where any of the above mentioned requirements can not be 
applied due to the nature of an organisation and its product this can be considered for exclusion. The 
requirements can be specified in quality objectives according to 3.11. 
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To be able to define and describe the quality in health care the quality characteristics need to be identified and 
described. A quality characteristic always relates to a quality requirement. Therefore eleven quality 
characteristics of health care services with interrelated quality requirements are identified as:  

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;  

timeliness/accessibility.  

The health care organisation defines their quality vision/policy and it identifies the quality characteristics for 
their context / situation.  

A quality management system is a system to direct and control an organization with regard to quality. The 
requirements for a quality management system in this standard are consequently focused on the quality 
characteristics.  

0.1.5 The concept of "clinical"  

The term "Clinical” can have different meanings in different countries. In this standard "clinical" refers to all 
types of interactions between patients and all kinds of health care professionals. In this standard “clinical” is 
not restricted to the hospital context. 

0.1.6 Clinical risk  

Clinical risk denotes any risk that could have negative effects on the outcomes for any of the quality 
requirements. The risk factors could be non-clinical, but the risk is considered a clinical risk if it could have any 
negative impact on any of the quality requirements. Aspects of clinical risk management are integrated in this 
standard.  

0.1.7 Health care specific preconditions 

Health care is characterised by numerous interactions between patients, health care personnel, suppliers, 
insurers, industry and governmental bodies which shall be identified and taken into consideration. 

Examples of such specific preconditions in health care are given below: 

a) Health care is delivered through clinical processes which are dependent on a number of management 
and supporting activities/processes. A clinical process is a continuum of care from the patient's 

Full document details: BS EN 15224:2012

http://www.avadocuments.com/doc/bs-en-15224-2012
http://www.avadocuments.com/doc/bs-en-15224-2012


BS EN 15224:2012
EN 15224:2012 (E) 

9 

perspective. Depending on the scope of the organization the clinical processes consists of the whole or 
part of the continuum of care. The results of processes in health care are mainly services. 

b) Patient satisfaction based on needs and expectations is an overall objective for the organization. The 
patient cannot always evaluate all aspects of the results of the processes in health care. Some aspects of 
the services have to be evaluated by health care professionals. 

c) It is the responsibility of the organization to support and balance between the patient's expectations and 
the professionally assessed needs of care. There may be differences between the expectations 
expressed by the patient and the patient’s needs as judged by the professionals which must be 
considered. 

d) In health care there are both individual patient records, which contain confidential information about a 
single patient, and collated records where accumulated information on patients are collected. The privacy 
of all such information and documentation is subject to national regulation. 

e) Clinical risk management is a key component in the quality management system.  

f) National legislation, directives and recommendations from regulatory authorities concerning health care 
services are additional to the requirements in this standard and shall be identified and taken into account. 
An example of a national directive is implementation of clinical governance where organizations are 
accountable for continuously monitoring and improving the quality of their care and services. 
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0.2  Process approach  

0.2.1  General 

There are three types of directly customer oriented processes in health care organizations: 

• clinical processes,  

• research processes and, 

• educational processes  

0.2.1.1 Processes in the provision of health care  

The main activities in health care organizations are related to the interaction between patients and health care 
professionals. These activities are performed in a wide variety of processes, called clinical processes, which 
encompasses all health care activities related to one or more health issues.  

Clinical processes, as processes in general, are influenced by leadership and management activities as well 
as by resource management activities. 

Depending on the scope of the organization, the health care services provided can encompass 
comprehensive clinical processes or parts of it. Depending of the scope of the organization it can deal with 
any combination of the types of processes mentioned here. 

This standard focuses on the clinical processes.  

0.2.1.2 Clinical processes 

The clinical processes are the main type of processes in health care services and all health care organizations 
participate in such processes. The clinical process includes all health care activities and interactions between 
the patient and health care professionals from the initial health request to the last activity concerning that 
health issue.  

The clinical processes shall be designed to meet the quality objectives and quality requirements set for the 
quality characteristics.  

Clinical processes shall be designed and developed in relation to certain specified health issues, for example 
stroke, and includes all care within the complete continuum of care related to that health issue; pre-hospital, 
emergency care, hospital care, primary care and rehabilitation.  

Clinical processes may cross organizational borders depending on the scope of the organization. 

0.2.1.3 Research processes 

The objective of the research process is to contribute to knowledge and subsequently improvement in health 
care.  

0.2.1.4 Educational processes  

The educational process encompasses the processes for basic professional education.  

NOTE Competence development is not regarded as an educational process but should be integrated in the resource 

management of all organizations.  
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0.2.2  Process approach and improvements 

This standard and EN ISO 9001:2008 are based on a process approach when developing, implementing and 
improving the quality management system. 

The application of a system of processes within an organization, together with the identification and 
interactions of these processes, and their management to produce the desired outcome, can be referred to as 
a “process approach”. 

Clauses 1 to 4 in the standard constitute the basis for the quality management system. The relevance of 
Clauses 5 to 8 are shown in the improvement figure below. The PDCA (plan-do-check-act) cycle is applicable 
to the improvement of the health care organization's processes encompassed in the quality management 
system, Figure 1. 

 

 

Figure 1 — Model of a process-based quality management system 
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0.3 Compatibility with other standards 

This standard is based on EN ISO 9001:2008 and is a development of CEN/TS 15224:2005 Health services – 
Quality management systems – Guide for the use of EN ISO 9001:2000.  

This standard is a quality management system standard and can be applied together with other standards for 
example, 

EN ISO 14001, Environmental management systems — Requirements with guidance for use,  

EN ISO 27799:2008, Health informatics — Information security management in health using ISO/IEC 27002, 

ISO 31000, Risk Management — Principles and guidelines. 

This standard enables an organization to align or integrate its own quality management system with related 
management system requirements. It is possible to adapt the organization’s existing management system(s) 
in order to comply with the requirements of this standard 
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1 Scope 

1.1 General 

This European standard specifies requirements for a quality management system where an organization: 

a) needs to demonstrate its ability to consistently provide health care services that meet requirements from 
customers as well as applicable statutory and regulatory requirements, and professional standards 

b) aims to enhance customer satisfaction through the effective application of the system, including continual 
improvement of the management system, the clinical processes and the assurance of conformity to 
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. 

Material products such as tissue, blood products, pharmaceuticals, cell culture products and medical devices 
have not been focused in the scope of the standard as they are regulated elsewhere.  

This European Standard is focused on requirements for clinical processes. Organizations that also include 
research or education processes, or both in their quality management system could use the requirements in 
this European Standard where applicable. 

This European Standard aims to adjust and specify the requirements, as well as the “product” concept and 
customer perspectives in EN ISO 9001:2008 to the specific conditions for health care where products are 
mainly services and customers are mainly patients. 

The focus of this European Standard is the clinical processes and their risk management in order to promote 
good quality health care. 

1.2 Application 

This European Standard  

a)  gives requirements for systematic approaches for the organization’s ability to produce good quality health 
care. 

b)  can be used by management at all levels in the health care organization to implement and maintain a 
quality management system or by internal and external parties, including certification bodies, to assess 
the organization’s ability to meet patients’ needs and expectations as well those from other customers. 

c)  is applicable to health care organizations, regardless of structure, organization, owner, size or type of 
health care services provided. 

d) is applicable to e.g. primary health care, pre-hospital and hospital care, tertiary care, nursing homes, 
hospices, preventive health care, mental health services, dental services, physiotherapy, occupational 
health services and pharmacies.  

e) is focused on requirements for clinical processes. Organizations that also include research or education 
processes, in the scope of their quality management system could use the requirements in this standard 
where applicable. 

Where any requirement(s) of this European Standard cannot be applied due to the nature of a health care 
organization and its product (including services), this can be considered for exclusion. 
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Where exclusions are made, claims of conformity to this European Standard are not acceptable unless these 
exclusions are limited to requirements within Clause 7, and such exclusions do not affect the health care 
organization’s ability, or responsibility, to provide products (including services) that meets customer and 
applicable statutory and regulatory requirements. 

2 Normative references 

The following document, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated references, 
the latest edition of the referenced document (including any amendments) applies. 

EN ISO 9000:2005, Quality management systems — Fundamentals and vocabulary (ISO 9000:2005)  

3 Terms and definitions 

For the purposes of this document the terms and definitions given in EN ISO 9000, together with the following 
terms and definitions apply. Specifications for health care are added in Notes. 

3.1 

clinical  

context where patients and health care personnel interact concerning a health issue  

NOTE The term clinical is used regardless of types of health care service, organizations or levels involved. 

3.2 

customer  

organization or person that receives a product  

[EN ISO 9000:2005, 3.3.5] 

NOTE 1  The patient is the key customer in health care. 

NOTE 2  In health care, the citizens in the affiliated area or target group should be taken into consideration as potential 
customers.  

NOTE 3 Some interested parties are considered as customers in certain circumstances, e.g. other customers could be 
other health care organizations or departments or parts of the organization co-operating in the products or services 

produced. It can also be insurance companies, purchasers and funders asking for services from the health care 
organization. 

NOTE 4  Concerning relatives and next of kin see interested party in health care. 

3.2.1 

patient 

person who is the subject of care  

3.3 

customer satisfaction 

customer's perception of the degree to which the customer's requirements have been fulfilled 

[EN ISO 9000:2005 3.1.4] 
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NOTE Patient satisfaction based on needs and expectations is an overall objective for the organization. The patient 

cannot always evaluate all aspects of the results of the processes in health care. Some aspects of the services have to be 
evaluated by health care professionals. 

3.4 

interested party 

person or group having an interest in the performance or success of an organization. 

[EN ISO 9000:2005, 3.3.7] 

NOTE 1 Interested party in health care is a person or group having an interest in the services offered by a health care 
organization. 

NOTE 2  The term stakeholder can be used as a synonym to the concept interested party. Examples of stakeholders 
are patients, relatives, personnel, citizens, health care administration, health insurance organizations, patient 

organizations, professional organizations, municipalities and suppliers. 

NOTE 3  Relative or next of kin can be regarded as an interested party. 

NOTE 4  In some specific situations the patient can refer to his or her legal representatives.  

3.5 

nonconformity  

non-fulfilment of a requirement 

[EN ISO 9000:2005, 3.6.2] 

NOTE 1 Nonconformity in health care is a non-fulfilment of a requirement directly or indirectly related to any of the quality 

characteristics in health care [EN 13940-1:2007]. 

NOTE 2 Nonconformity includes non compliance to legislation. 

NOTE 3 Near misses, incidents and adverse events should be treated as nonconformities. 

3.5.1 

near miss 

situation or event that has the potential to cause an adverse event, but fails to do so because of chance or 
because it is intercepted 
 
[EN 13940-1:2007] 

NOTE  An example of a near miss could be the patient was to be given the wrong drug or blood but this was noticed 

and stopped prior to administration. 

3.5.2 

adverse event  

situation or event that has caused harm to a patient 

3.6 

organization  

group of people and facilities with an orderly arrangement of responsibilities, authorities and relationships 

[EN ISO 9000:2005, 3.3.1] 

NOTE 1  A health care organization is an organization involved in the direct provision of health care [EN 13940-1:2007]. 
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NOTE 2 An organization can be for example, a group of hospitals, a hospital, a department, primary health care 

unit/units, nursing homes as well as a free-standing self employed solo practising health care professional.  

3.6.1 

staff 

personnel within a health care organization 

NOTE  Staff includes health care personnel and other personnel. 

3.6.2 

health care personnel 

personnel involved in the direct provision of health care 

3.6.3 

health care professional 

health care personnel with a professional entitlement in a given jurisdiction 

3.7 

procedure  

specified way to carry out an activity or a process  

[EN ISO 9000:2005, 3.4.5] 

3.8 

process 

set of interrelated or interacting activities which transforms inputs into outputs  

[EN ISO 9000:2005, 3.4.1] 

NOTE 1  Health care process is defined as a process where a patient and health care personnel interact with the aim to 
directly or indirectly influence the health state of that patient [prEN ISO 13940] 

NOTE 2 Clinical processes are health care processes where a subject of care and health care actors interact 

encompassing all health care activities related to one or more health issues. [prEN ISO 13940] 

NOTE 3 A clinical process comprises all kinds of health care activities, mainly those provided by health care 
professionals, but also self care activities as prescribed or recommended by health care professionals. 

NOTE 4  The primary input and output to a clinical process is the health state of a patient. 

3.9 

product  

result of a process  

[EN ISO 9000:2005 3.4.2] 

NOTE 1 EN ISO 9000:2005 describes a service as a category of product.  

NOTE 2 Products of health care are mainly services as the results of clinical processes. [EN 13940-1:2007] 

NOTE 3 The result of a health care process can also be a tangible product, e.g. blood, plasma.  

3.10 

quality characteristic  

inherent characteristic of a product, process or system related to a requirement 
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[EN ISO 9000:2005 3.5.2] 

NOTE 1 In health care, a quality characteristic is an inherent characteristic of a service, process or system related to a 
quality requirement. [EN 13940-1:2007] 

NOTE 2 During product realization in health care the quality characteristics related to quality requirements given in 7.2 
are identified.  

NOTE 3 For further explanation see B.3.3. 

3.11 

quality objective 

something sought, or aimed for, related to quality 

[EN ISO 9000:2005, 3.2.5] 

NOTE 1 In health care, quality objectives are related to quality characteristics in health care.  

NOTE 2 Professional associations and other mandated organizations elaborate and assign indicators that can be used 
for evaluation of health care services or health care activities. Such predefined and measurable parameters can be 
monitored in order to assess suitability and effectiveness of processes in the organization. 

3.12 

quality policy 

overall intentions and direction of an organization related to quality as formally expressed by top management 

[EN ISO 9000:2005, 3.2.4] 

3.13 

record 

document stating results achieved or providing evidence of activities performed. 

[EN ISO9000:2005 3.7.6] 

NOTE 1 A health record is a repository of information regarding the health of a subject of care (EN 
ISO/TR 20514:2005). 

NOTE 2 In health care there are both records with information on a single patient (health record or patient record) and 

records in which accumulated information concerning patients or customers are collected (for example, registers of quality 
indicators, epidemiological data). 

NOTE 3 Any information that has consequences for a patient’s treatment is available in a health record. 

3.14 

requirement  

need or expectation that is stated, generally implied or obligatory  

[EN ISO 9000:2005, 3.1.2]  

NOTE 1 A quality requirement in health care is related to a quality characteristic in health care. 

NOTE 2 During product realization in health care the quality requirements related to quality characteristics given in 7.2 
are identified. 

NOTE 3 Needs for health care services: The health care services that the patient needs, as judged by a health care 
professional, based on evidence based knowledge including good clinical practice as related to the quality requirements in 
health care. 
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NOTE 4 Expectations of health care services: The effect (cure or relief) and behavioural treatment the patient, based 

on the dialogue with the responsible health care professional, can expect from the health care organization. 

NOTE 5  Obligatory requirements include legal obligations in health care, including statute, regulations and laws 
applicable to health care. 

3.15 

risk  

combination of the probability of an event and its consequence 

[ISO Guide 73:2009] 

NOTE 1 The term ―risk‖ is generally used only when there is at least the possibility of negative consequences. 

NOTE 2 Clinical risk is a risk that could have negative effects on outcomes related to a quality requirement in health 
care. The risk factors could be non-clinical but the risk is considered a clinical risk if it has any negative impact on the 

quality characteristics. 

3.15.1 

risk assessment 

overall process of risk analysis and risk evaluation  

[ISO Guide 73:2009] 

3.15.2 

risk management 

coordinated activities to direct and control an organization with regard to risk  

[ISO Guide 73:2009.16.4] 

NOTE Risk management generally includes risk assessment, risk treatment, risk acceptance and risk 
communication. 

4 Quality management systems 

4.1 General requirements 

The health care organization shall establish, document, implement and maintain a quality management 
system and continually improve its effectiveness in accordance with the requirements of this European 
Standard, and in relation to the quality characteristics. Aspects concerning clinical risk management shall be 
specifically addressed. 

The organization shall 

a) determine the processes needed for the quality management system and their application throughout the 
organization (see 1.2),  

b) identify and determine all clinical and other processes needed to deliver health care services compliant to 
the quality requirements in health care, 

c) determine the sequence and interaction of these processes, 

d) determine indicators, criteria and methods for evaluation needed to ensure that both the operation and 
control of the processes are effective and ensure compliance to quality requirements related to the quality 
characteristics in health care, 
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e) determine criteria and methods needed to ensure that both the operation and control of these processes 
are effective, 

f) ensure the availability of resources and information necessary to support the operation and monitoring of 
these processes, and for the risk management of the clinical processes, 

g) monitor, measure where applicable, and analyse these processes,  

h) implement actions necessary to achieve results compliant to the quality requirements related to the 
quality characteristics in health care, and 

i) implement actions necessary to achieve planned results and continual improvement of the clinical and 
other processes. 

These processes shall be managed by the organization in accordance with the requirements of this European 
Standard. 

Where an organization chooses to outsource any process that affects product conformity to requirements or to 
any quality characteristics in health care, the organization shall ensure control over such processes. The type 
and extent of control to be applied to these outsourced processes, shall take account of the results of a risk 
analysis (where applicable), and shall be defined within the quality management system. 

These types of controls shall also be applied to external and contracted personnel contributing to the 
processes. 

NOTE 1 Processes needed for the quality management system referred to above include processes for management 
activities, provision of resources, product realization, measurement, analysis and improvement. In healthcare, these 

processes for product realization include clinical processes (i.e. the patient's pathway in the continuum of care), 
educational processes and research processes. 

NOTE 2 An “outsourced process” is a process that the organization needs for its quality management system and 
which the organization chooses to have performed by an external party. 

NOTE 3  Ensuring control over outsourced processes does not absolve the organization of the responsibility of 
conformity to all customers, statutory and regulatory requirements. The type and extent of control to be applied to the 

outsourced process can be influenced by factors such as: 

a) the potential impact of the outsourced process on the organization's capability to provide product that conforms to 

requirements, 

b) the degree to which the control for the process is shared, 

c) the capability of achieving the necessary control through the application of 7.4. 

NOTE 4 Quality characteristics and interrelated quality requirements in health care include; appropriate, correct care; 
availability; continuity of care; effectiveness; efficiency; equity; evidence based and best practice care; patient centred care 
including physical, psychological and social integrity; patient involvement; patient safety; timeliness/accessibility. 

4.2 Documentation requirements 

4.2.1 General 

The quality management system documentation shall include 

a) documented statements of a quality policy and quality objectives, 

b) a quality manual, 
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