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National foreword

This Draft for Development is the official English language version of
CEN/TS 15224:2005.

This publication is not to be regarded as a British Standard.

It is being issued in the Draft for Development series of publications and is of
a provisional nature because technology in this area is rapidly evolving. It
should be applied on this provisional basis, so that information and experience
of its practical application may be obtained.

Comments arising from the use of this Draft for Development are requested so
that UK experience can be reported to the European organization responsible
for its conversion to a European standard. A review of this publication will be
initiated 2 years after its publication by the European organization so that a
decision can be taken on its status at the end of its 3-year life. Notification of
the start of the review period will be made in an announcement in the
appropriate issue of Update Standards.

According to the replies received by the end of the review period, the
responsible BSI Committee will decide whether to support the conversion into
a European standard, to extend the life of the Technical Specification or to
withdraw it. Comments should be sent in writing to the Secretary of BSI
Subcommittee CH/100/-/2, Healthcare services — Quality management
systems, at British Standards House, 389 Chiswick High Road, London

W4 4AL, giving the document reference and clause number and proposing,
where possible, an appropriate revision of the text.

A list of organizations represented on this subcommittee can be obtained on
request to its secretary.

Cross-references

The British Standards which implement international or European
publications referred to in this document may be found in the BSI Catalogue
under the section entitled “International Standards Correspondence Index”, or
by using the “Search” facility of the BSI Electronic Catalogue or of British
Standards Online.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

Summary of pages

This document comprises a front cover, an inside front cover, the CEN/TS title
page, pages 2 to 64, an inside back cover and a back cover.

The BSI copyright notice displayed in this document indicates when the
document was last issued.

Amendments issued since publication
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Foreword

This Technical Specification (CEN/TS 15224:2005) has been prepared by Working Group CEN/BT/TF 142,
the secretariat of which is held by SIS.

This guide for the health services sector is intended to aid the user with the interpretation of the standard
EN ISO 9001:2000 Quality management systems - Requirements when implementing a quality management
system. The guide is not intended for certification purposes on its own.

In Annex A, practical and informative recommendations are provided for all who are involved in the
development, implementation and assessment of a quality management system in a health care organisation.

This Guide for the use of EN ISO 9001:2000 in health services has been developed by CEN/BT/TF 142, a
task force of health experts including experienced physicians, nurses and health administrators, representing
different sectors and levels in the European health services sector.

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through
ISO technical committees. Each member body interested in a subject for which a technical committee has
been established has the right to be represented on that committee. International organizations,
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely
with the International Electro technical Commission (IEC) on all matters of electro technical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 3.

Draft International Standards adopted by the technical committees are circulated to the member bodies for
voting. Publication as an International Standard requires approval by at least 75 % of the member bodies
casting a vote.

Attention is drawn to the possibility that some of the elements of this International Standard may be the
subject of patent rights. ISO shall not be held responsible for identifying any or all such patent rights.

International Standard ISO 9001 was prepared by Technical Committee ISO/TC 176, Quality management
and quality assurance, Subcommittee SC 2, Quality systems.

This third edition of ISO 9001 cancels and replaces the second edition (ISO 9001:1994) together with
ISO 9002:1994 and 1SO 9003:1994. It constitutes a technical revision of these documents. Those
organizations which have used ISO 9002:1994 and ISO 9003:1994 in the past may use this International
Standard by excluding certain requirements in accordance with 1.2.

The title of ISO 9001 has been revised in this edition and no longer includes the term “Quality assurance”.
This reflects the fact that the quality management system requirements specified in this edition of ISO 9001,
in addition to quality assurance of product, also aim to enhance customer satisfaction.

Annexes A and B of this International Standard are for information only.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to announce this CEN Technical Specification: Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland
and United Kingdom.
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0 Introduction

0.1 General

The adoption of a quality management system should be a strategic decision of an organization. The design
and implementation of an organization's quality management system is influenced by varying needs,
particular objectives, the products provided, the processes employed and the size and structure of the
organization. It is not the intent of this International Standard to imply uniformity in the structure of quality
management systems or uniformity of documentation.

The quality management system requirements specified in this International Standard are complementary to
requirements for products. Information marked “NOTE” is for guidance in understanding or clarifying the
associated requirement.

This International Standard can be used by internal and external parties, including certification bodies, to
assess the organization's ability to meet customer regulatory and the organization's own requirements.

The quality management principles stated in ISO 9000 and ISO 9004 have been taken into consideration
during the development of this International Standard.

Health services and quality management systems

In the health services sector, services provided by health care professionals to individuals are central. The
professional responsibility of the staff in the care/service provision is critical. Health care professionals are
increasingly becoming self regulated: professional groups in this sector implement, guard and promote their
professional practice and they guard the quality of their work with codes and standards developed by their
professional associations.

In the health services sector requirements for quality management have to be interpreted differently than in
industry and other types of business for the following reasons:

- The health services are characterised by the physical and mental involvement of the patient in the
process of care provision. Thus, the provision of care is based on the continuous interaction between health
care professionals (provider) and customers.

- The customer may have little knowledge of the professional aspects of the service delivered. The
relationship between the patient and the professional is an unequal one considering the professional input;
choices will be highly influenced by the professional.

- Commonly, the purchase and the receipt of health services are separated (so called “Third party
payment”). Thus, the provider may have to satisfy different quality demands from its two main customers: the
patient and the purchaser.

- Health services are characterized by complexities such as relations and interactions between patients,
health care professionals, health suppliers, insurers, industry and governmental bodies. In addition health
services are subject to constant change introduced by evolving technologies.

By the use of a quality management system the processes that are directly or indirectly related to the health
services provided, can be controlled to meet these requirements.

In interpreting the EN ISO 9001:2000 standard, the national approaches to improving quality in the health
service sector have been found to share a number of common principles. These principles have formed the
basis for creating the uniform requirements of this guidance document. These principles are:

Customer focus

A customer centred approach is an important objective in the development of public and private services and
it constitutes one of the main drivers for health services reforms. Close co-operation between the customer
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and the professional results in genuine and mutual influence and dialogue between equal partners. The
heterogeneity of customers means that the understanding of different backgrounds and the development of
versatile service capabilities are necessary. Health services need to be tailored to the customer’s
requirements taking into account their environment and immediate community. Thus, services delivered have
to meet both general and individual requirements.

Stakeholder involvement

The definition of care and quality of care requires inputs from all parties involved, which in addition to the
provider and purchaser, also include the patient/customer and the professionals. Such input is also
instrumental for bringing the stakeholder’s perspective of care into the planning process and the periodical
and independent assessment of customer satisfaction into the quality improvement process.

Leadership

In health care organisations, leadership is crucial for organisational and quality management with a sharp
customer focus that inspires, promotes and supports a quality culture. Quality improvement concerns, equally,
professionals and the management. Health care professionals are responsible for their professional practice;
the management is however accountable for the safety and quality of all services offered by the organisation.

People and care vision

Health services are ‘people working with people’. Quality development in the health service sector therefore
requires a shift from authoritative management paradigms to a people-oriented culture that can effect team
and group skills for continuous process improvement and intelligent, learning organisations. Guidance and
motivation of staff is essential and requires constant and structured communication, not only in between staff
members but also between staff and customers.

Process orientation

Modern health services constitute integrated processes that span functions and clinical specialisations and
also across different health services providers. Care is delivered through core processes that follow the
patient from the time of referral/ request until after the discharge, including follow-up. Core processes,
however, depend on a number of vital inputs in the form of supporting processes. Risk management is critical
to any health service and is best achieved through an integrated process approach.

Guidance through information

Professional practice is increasingly evidence-based, i.e. scientifically oriented, and best practices are
captured in protocols, guidelines and other resources which must keep pace with scientific developments. It is
essential that the care provided can be continually evaluated and adjusted according to scientific progress.
This requires systematic monitoring of activities and their outcomes.

It is also important to recognise the strong synergies between quality and information technology in an
organisation. Information systems are geared to effectively support, control and monitor standardised,
integrated processes. On the other hand, quality improvement in the knowledge based, complex and fast
evolving health services environment can effectively be carried out only with fully integrated information
technology support that links into the organisation’s longitudinal work-flows.

Partnerships for quality across health services

Health services are provided over a continuum that spans prevention and health promotion, diagnosis and
treatment to rehabilitation and health maintenance. The co-ordination of services between different providers
determines the extent of continuity of care that citizens receive within any health services system, over time

and across care providers. Eventually, in the regional context, it will be necessary to consider the
development of quality management systems encompassing care provider networks.
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Demand oriented care

In the health services sector a fundamental change is taking place from supply-oriented care, i.e., care
determined by the service provider, to demand-oriented care, in which the expectations and needs of the
customer are central. However, the supply of care is not unlimited, one should thus strive for an optimum
balance of taking into account needs and wishes of the customer, modified by the professional judgements,
and availability of resources. This balance can ideally be determined during a process of open
communication and negotiation and must meet both the quality criteria of the purchaser/customer as well as
those of the patient and the professional.

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 a health care organisation’s
quality and its outcomes. Likewise, services provided by clinical laboratories and imaging departments,
critically affect treatment decisions made by other departments. Safe and high quality services may be
developed only on the grounds of mutual understanding and respect of customer requirements in the
numerous internal and external customer-provider relationships.

Continual improvement

Health services organisations are challenged to become continuously evolving learning environments that
systematically accept, process and interpret results, and improve performance by learning from past
experience. This is one key competence that can allow an organisation to perform successfully in an ever
changing environment with escalating pressures for higher quality and better cost containment.

European harmonisation and ISO compatibility

Health services are increasingly becoming international markets. Over the past years, there has been a
growing awareness that quality management systems may be applied to the health services sector to improve
quality and safety, and ultimately promote public accountability for health care providers and policymakers.
National approaches vary and different organisations may choose different methods and approaches to
quality management. The ISO standards provide an international standardisation framework for quality
management systems and their evaluation. Recognition of quality on the basis of commonly held standards
facilitates mutual recognition between organisations. Consequently, there is a strong case for ISO
compatibility with national quality management systems in the health services sector, especially in cross-
border contracting situations.

Guide to the use of EN ISO 9001:2000 in the health services

This is a guidance document for organisations in the health services sector to aid the user in the interpretation
and application of the standard EN ISO 9001:2000, Quality Management Systems - Requirements, when
developing and implementing a quality management system. A quality management system is a management
system to direct and control an organisation with regard to quality.

Annex A provides practical guidance on the implementation of a quality management system and is meant to
be informative and motivating.

The main target groups for this guide are strategic decision-makers at all levels in the health services sector
and all staff who are involved in the development, implementation and assessment of a quality management
system in a health organisation, including the stakeholders.

In this guide, the term health services means health services provided. The term health services is in other
connections used to nominate the health services sector. In this document health services sector will be used
to differentiate between the health services and the health services sector. The services that are included in
the term may vary from country to country; this has to be considered in the national translations. In this guide,
health services is considered to include hospital care, primary health care and preventive care, psychiatry and
dental services.
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The original text of EN ISO 9001:2000 is framed and other referenced source text is marked.

The ISO introduction text to this guide generally explains the requirements in the ISO 9001 standard, clarifying
the process approach, the relationship with the ISO 9004 standard and the compatibility with other
management systems.

The Scope explains when and where the standard's requirements are applicable.

The terms and definitions described in Clause 3 of this guide are from the ISO 9000:2000 standard. In
addition, terms of special interest, importance and understanding for the health services sector are included.

In Clause 4, the general ISO requirements on quality management systems are specified complemented with
specifications of these requirements for the health services sector, when necessary.

In Clause 5 the management's responsibility is made explicit through the requirements in the standard and
complemented with specifications of these for the health services sector.

Clause 6 specifies requirements on the resource management in the organisation and these requirements are
also specified for the health services sector when needed.

Clause 7 specifies requirements for the realisation of the product that include the planning, the customer-
related processes, design and development, purchasing, service provision and the control of monitoring and
measuring devices. When needed, these requirements are also specified for the health services sector.

In Clause 8 the requirements on measurement, analysis and improvement processes are made explicit and
complemented with specifications when needed.

Annex A, "Practical guide for the implementation of EN ISO 9001:2000 in health care organisations", provides
practical and informative recommendations for all who are involved in the development, implementation and
assessment of a quality management system in a health care organisation.

The Bibliography has two parts. The first part consists of reference literature related to the EN ISO 9001:2000
standard. The second part contains reference documents supplied by the European CEN BT Task Force, that
has been used as background documents for the development of this guide for the health services. The list of
references to the guide does not claim to be comprehensive or covering all possible European or International
documents in the field. This part of the Bibliography should be considered as giving examples of documents
provided by the members of the task force.
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0.2 Process approach

This International Standard promotes the adoption of a process approach when developing, implementing
and improving the effectiveness of a quality management system, to enhance customer satisfaction by
meeting customer requirements.

For an organization to function effectively, it has to identify and manage numerous linked activities. An
activity using resources, and managed in order to enable the transformation of inputs into outputs, can be
considered as a process. Often the output from one process directly forms the input to the next.

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

An advantage of the process approach is the ongoing control that it provides over the linkage between the
individual processes within the system of processes, as well as over their combination and interaction.

When used within a quality management system, such an approach emphasizes the importance of

a) understanding and meeting requirements,

b) the need to consider processes in terms of added value,

c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process
linkages presented in clauses 4 to 8. This illustration shows that customers play a significant role in defining
requirements as inputs. Monitoring of customer satisfaction requires the evaluation of information relating to
customer perception as to whether the organization has met the customer requirements. The model shown
in Figure 1 covers all the requirements of this International Standard, but does not show processes at a

detailed level.

NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA can
be briefly described as follows.

Plan: establish the objectives and processes necessary to deliver results in accordance with customer
requirements and the organization's policies.

Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for the
product and report the results.

Act: take actions to continually improve process performance.
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Figure 1 — Model of a process-based management system

The process approach in the health service sector is discussed
Clause 3.8 and in Annex A.

0.3 Relationship with ISO 9004

Full document details: DD CEN/TS 15224:2005

and explained in

The present editions of ISO 9001 and ISO 9004 have been developed as a consistent pair of quality
management system standards which have been designed to complement each other, but can also be used
independently. Although the two International Standards have different scopes, they have similar structures
in order to assist their application as a consistent pair.

ISO 9001 specifies requirements for a quality management system that can be used for internal application
by organizations, or for certification, or for contractual purposes. It focuses on the effectiveness of the
quality management system in meeting customer requirements.

ISO 9004 gives guidance on a wider range of objectives of a quality management system than does
ISO 9001, particularly for the continual improvement of an organization's overall performance and efficiency,
as well as its effectiveness. ISO 9004 is recommended as a guide for organizations whose top management
wishes to move beyond the requirements of ISO 9001, in pursuit of continual improvement of performance.
However, it is not intended for certification or for contractual purposes.
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0.4 Compatibility with other management systems

This International Standard has been aligned with ISO 14001:1996 in order to enhance the compatibility of
the two standards for the benefit of the user community.

This International Standard does not include requirements specific to other management systems, such as
those particular to environmental management, occupational health and safety management, financial
management or risk management. However, this International Standard enables an organization to align or
integrate its own quality management system with related management system requirements. It is possible
for an organization to adapt its existing management system(s) in order to establish a quality management
system that complies with the requirements of this International Standard.

In the health services sector there are two other European management system standards covering medical
devices and medical laboratories:

EN ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes
(ISO 13485:2003)

EN ISO 15189, Medical laboratories — Particular requirements for quality and competence (ISO 15189:2003)

Health services - Quality management systems -
Guide for the use of EN ISO 9001:2000

1 Scope

A quality management system is a management system to direct and control an organisation with regard to
quality (ISO 9000:2000).

The guide is generally applicable to the health services sector and will complement national legislation.
Furthermore other national requirements, sector specific requirements and standards (including professional
standards) may complement the guide or be used in parallel.

The main target groups for this guide are strategic decision-makers at all levels in the health services sector
and all staff who are involved in the development, implementation and assessment of a quality management
system in a health care organisation, including the stakeholders.

This guide is generally applicable to all health care organisations regardless of structure, organisation, owner,
size, type of service provided, locally used approaches or location. When using and adapting this guide every
organisation needs to consider the nature, culture, complexity, legislation, regulation, etc. of their organisation
and further specify their own requirements and use complementary national and local information.

The guide also applies to the requirements of patient organisations, owners, users, insurers, inspectorates
and to relevant legislation. In this manner the guide provides a basis for national requirements on health
services, e.g. Provisions and Recommendations, for purchasers of health services, for contracts and
agreements, and for supervision, audit, certification and accreditation in the health services sector.
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1.1 General
This International Standard specifies requirements for a quality management system where an organization

a) needs to demonstrate its ability to consistently provide product that meets customer and applicable
regulatory requirements, and

b) aims to enhance customer satisfaction through the effective application of the system, including
processes for continual improvement of the system and the assurance of conformity to customer and
applicable regulatory requirements.

NOTE In this International Standard, the term “product” applies only to the product intended for, or required by, a
customer.

1.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all
organizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard cannot be applied due to the nature of an
organization and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity to this International Standard are not acceptable unless
these exclusions are limited to requirements within Clause 7, and such exclusions do not affect the
organization's ability, or responsibility, to provide product that meets customer and applicable regulatory
requirements.

2 Normative reference

The following normative document contains provisions which, through reference in this text, constitute
provisions of this International Standard. For dated references, subsequent amendments to, or revisions of,
any of these publications do not apply. However, parties to agreements based on this International Standard
are encouraged to investigate the possi-bility of applying the most recent edition of the normative document
indicated below. For undated references, the latest edition of the normative document referred to applies.
Members of ISO and IEC maintain registers of currently valid International Standards.

ISO 9000:2000, Quality management systems — Fundamentals and vocabulary.

3 Terms and definitions

For the purposes of this document the following terms and definitions from [EN ISO 9000:2000] and [ENV
13940:2001,CONTSsys] apply.

The terms and definitions are of special interest and importance for the health services sector and for the
understanding of this guide. For the complete terminology, see EN 1ISO 9000:2000.
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The terminology is presented with the original definitions and notes from the [EN ISO 9000:2000] standard
within boxes, together with interpretation, explanation and necessary examples specific for health services.
The origin from [EN ISO 9000:2000] and [ENV 13940:2001,CONTsys] is shown in [brackets].
Correspondence to the numbering of the terminology in this document is shown in (brackets).
To be easily accessible, the terms from [EN ISO 9000:2000] are presented in alphabetical order.

For the purposes of this International Standard, the terms and definitions given in ISO 9000 apply.

The following terms, used in this edition of ISO 9001 to describe the supply chain, have been changed to

reflect the vocabulary currently used:

supplier organization customer
The term “organization” replaces the term “supplier” used in ISO 9001:1994, and refers to the unit to which

this International Standard applies. Also, the term “supplier” now replaces the term “subcontractor”.

Throughout the text of this International Standard, wherever the term “product” occurs, it can also mean
“service”.

The health services sector carries out a wide variety of processes. The results of these processes could in
general be called health services. The result of processes that include patients/subjects of care could be
called health care services, as in Contsys.

In this guide, the term health services has the meaning health services produced. The term health services
could in other circumstances also be used to nominate the health services sector, In that case the term health
services sector will be used.

The services that are included in the term may vary from country to country and this has to be considered in
national translations. In this guide, health services include hospital care, primary health care and preventive
health care, psychiatry and dental services.

31
customer

organization or person that receives a product
EXAMPLE Consumer, client, end-user, retailer, beneficiary and purchaser.

NOTE A customer can be internal or external to the organization.

[EN 1SO 9000:2000, 3.3.5]

The patient/subject of care (3.1.1) is the key customer and the recipient of the health services provision. In
the health services sector, the citizens in the affiliated area or target group must be taken into consideration in
dimensioning health care resources as an act of quality management.

Examples of other customers could be other health care providers (3.5.3) or department/part of the
organisation receiving products/services produced. It can also be insurance companies asking for services
from the health care organisation (3.6.1) etc.

Concerning relatives/next of kin see stakeholder (3.5.1)
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3.141

subject of care

person scheduled to receive, receiving, or having received health care services
[ENV 13940:2001, CONTsys]

3.2
customer satisfaction

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

EXAMPLE Consumer, client, end-user, retailer, beneficiary and purchaser.

NOTE 1 Customer complaints are a common indicator of low customer satisfaction but their absence does not
necessarily imply high customer satisfaction.

NOTE 2 Even when customer requirements have been agreed with the customer and fulfilled, this does not
necessarily ensure high customer satisfaction.

[EN ISO 9000:2000, 3.1.4]

The primary customer in health services is the patient/subject of care i.e. the degree to which the needs of
and expectations on health care services have been fulfilled, as judged by the patient/subject of care/health
care third parties

Cf. customer [EN ISO 9000:2000 3.3.5] (3.1), subject of care [ENV 13940:2001,CONTsys] (3.1,1)

3.3
defect

non-fulfilment of a requirement (3.1.2) related to an intended or specified use
NOTE 1 The distinction between the concepts defect and nonconformity is important as it has legal connotations,
particularly those associated with product liability issues. Consequently the term “defect” should be used with extreme

caution.

NOTE 2 The intended use as intended by the customer can be affected by the nature of the information, such as
operating or maintenance instructions, provided by the supplier.

[EN ISO 9000:2000, 3.6.3]

3.31
adverse event
event which is not consistent with the desired, normal or usual operation of the organisation (Cf.IWA-1:2001)

This may include: Injury or accidental death, accidents involving patient, personnel or third parties; medication
variances (delays, incorrect dose, wrong medication); unexpected results from a treatment or procedure;

mistaken identity; medical devices that malfunction/or incorrect use of medical devices, with or without injury
to patient, personnel etc.
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34
information

meaningful data

[EN 1SO 9000:2000, 3.7.1]

the information concept applies to the health care record, (3.4.1) document control and records.

There are special conditions for the health services sector, regulated in national legislations, concerning the
privacy of all information and documentation concerning the patient. The health care record is of importance
for not only the documentation and continuity of health care of individual patients but also as a source for
follow up and science in general.

3.41

health care record

repository of information regarding the health of a subject of care

[ENV 13940:2001, CONTSsys]

3.5
interested party

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

EXAMPLE Customers, owners, people in an organization, suppliers, bankers, unions, partners or society.
NOTE A group can comprise an organization, a part thereof, or more than one organization.

[EN ISO 9000:2000, 3.3.7]

3.5.1

stakeholder

in health services the term stakeholder is often used for the concept interested party: e.g., health insurance
organisations, patient organisations, customers, relatives, citizens, professional organisations, health
administration, suppliers and the society.

Relative/next of kin, are to be seen as interested party (3.5) [EN ISO 9000:2000 3.3.7] or health care third
party (3.5.2) [ENV 13940:2001, CONTSsys] due to national legislation concerning patient rights) i.e. the parent
admitted to the hospital ward assisting in the care of the child being the patient/subject of care. A relative can
also be other carer (3.5.5) i.e. when involved in the health care process of a relative at home. In both cases,
the relative is also supplier (3.18) of health care activities to the subject of care. In some specific situations
the patient may refer to his/her legal representatives e.g. the parents, the next of kin etc.

3.5.2
health care third party
party involved in supporting health care services, financially or practically

[ENV 13940:2001, CONTsys]
353

health care provider
health care professional or health care organisation involved in the direct provision of health care services

[ENV 13940:2001, CONTsys]
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3.54
other carer
party providing assistance for activities of daily living, or social support

[ENV 13940:2001, CONTSsys]

3.6
organisation

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

EXAMPLE Company, corporation, firm, enterprise, institution, charity, sole trader, association, or parts or combination
thereof.

NOTE1 The arrangement is generally orderly.

NOTE 2 An organization can be public or private.

NOTE 3 This definition is valid for the purposes of quality management system (3.2.3) standards. The term
“organization” is defined differently in ISO/IEC Guide 2.

[EN ISO 9000:2000, 3.3.1]

Depending on the application of the quality management system an organisation may be a department, a
hospital, a group of hospitals, a primary health care unit etc.

3.6.1
health care organisation
organisation involved in the direct provision of health care services

Groupings or subdivisions of an organisation, such as departments or sub-departments, may also be
considered as organisations where there is need to identify them. Therefore, a health care organisation may
be considered in itself as a stand alone organisation or as a superstructure containing departments and sub-
departments, i.e. other lower level organisations.

A free-standing self employed solo practising health care professional shall be considered as the only member
of his/her own health care organisation.

[ENV 13940:2001, CONTSsys]

3.6.2

staff

personnel within the health care organisation (3.6.1) consisting of health care professionals and other
health personnel (3.6.4)

3.6.3
health care professional
person involved in the direct provision of health care services

[ENV13940:2001, CONTsys]
3.6.4
other health personnel

personnel not involved in the direct provision of health services e.g. IT-services, catering, cleaning and
administration etc.
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3.7
procedure

specified way to carry out an activity or a process

NOTE 1 Procedures can be documented or not.

NOTE 2 When a procedure is documented, the term “written procedure” or “documented procedure” is frequently used.
The document that contains a procedure can be called a “procedure document”.

[EN ISO 9000:2000, 3.4.5.]

the term “documented procedure” should not be confused with clinical guidelines and does not necessarily
indicate that the procedure shall be based on clinical evidence or highly recommended medical practice.
Where the term documented procedure appears within this Guide, this requires the procedure to be
established, documented, implemented and maintained.

Cf. specification (3.17), [ISO 9000:2000, 3.7.3], clinical guidelines (3.17.5)
3.8

process

set of interrelated or interacting activities which transforms inputs into outputs

NOTE 1 Inputs to a process are generally outputs of other processes.
NOTE 2 Processes in an organization are generally planned and carried out under controlled conditions to add value.

NOTE 3 A process where the conformity of the resulting product cannot be readily or economically verified is
frequently referred to as a “special process”.

[EN ISO 9000:2000, 3.4.1]

Based on the scope of the organisation, each organisation should define which processes it provides and
includes in the quality management system.

Processes can be classified according to different approaches. The following very general three level
classification can be applied by most health care organisations:

Strategic processes: Processes that focus the organisation generally on the needs and expectations of the
customers through the overall management, the clinical management, teaching and research, surveys,
monitoring and measuring etc.

Operational processes: Processes related to the customer (may include diagnostic services like laboratory
and imaging, administrative processes like admitting service etc.)

Support processes: Processes that provide the resources needed by the other processes. (Managing
activities like financing and staff, warehousing and supplies, laundry, kitchen, pharmacy, etc. and, in some
organisations, laboratories and imaging services).

These processes interact through sub-processes of the same category as well as those of any of the three
different categories.

The operational processes in the health service sector include both clinical and non clinical processes. The

clinical process (3.8.2) could then be regarded as the health care activities provided to patients/subject of
care with a specified health issue. The clinical processes include all kinds of activities that are of importance
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for patients' health issues e.g. examination, needs assessment, diagnosis, treatment, care, rehabilitation and
follow-up.

Management processes could be of strategic nature (i.e. to direct and control the QMS) or processes to direct
and control specific clinical processes. Information such as clinical data is also handled in processes. Different
information processes are also relevant to identify in the QMS.

Another way of regarding processes is to define the organisation’s core processes and support processes.
Processes involving the main customer could be regarded as core processes, and consist of both strategic
and operational processes, supported by the necessary support processes.

3.8.1
health
a state of complete physical, mental and social well-being and not merely the absence of disease or infirmity.

[WHO definition of Health]

3.8.2

clinical process

set of interrelated or interacting health care activities which are performed for patients/subjects of care with a
health issue

3.8.3
health issue
issue related to the health of a subject of care, as defined by a specific health care party

[ENV 13940:2001, CONTsys]

3.84

health care activity

activity performed for a subject of care by a health care agent with the intention of directly or indirectly
improving or maintaining the health of that subject of care

[ENV 13940:2001, CONTSsys]

3.9
product

result of a process

NOTE 1 There are four generic product categories, as follows:

services (e.g. transport);

software (e.g. computer program, dictionary);

hardware (e.g. engine mechanical part);

processed materials (e.g. lubricant).

Many products comprise elements belonging to different generic product categories. Whether the product is
then called service, software, hardware or processed material depends on the dominant element. For
example the offered product “automobile” consists of hardware (e.g. tyres), processed materials (e.g. fuel,

cooling liquid), software (e.g. engine control software, driver's manual), and service (e.g. operating
explanations given by the salesman).
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NOTE 2 Service is the result of at least one activity necessarily performed at the interface between the supplier and
customer and is generally intangible. Provision of a service can involve, for example, the following:

an activity performed on a customer-supplied tangible product (e.g. automobile to be repaired);

an activity performed on a customer-supplied intangible product (e.g. the income statement needed to prepare a tax
return);

the delivery of an intangible product (e.g. the delivery of information in the context of knowledge transmission);
the creation of ambience for the customer (e.g. in hotels and restaurants).

Software consists of information and is generally intangible and can be in the form of approaches,
transactions or procedures.

Hardware is generally tangible and its amount is a countable characteristic. Processed materials are
generally tangible and their amount is a continuous characteristic. Hardware and processed materials often
are referred to as goods.

NOTE 3 Quality assurance is mainly focused on intended product.

[EN 1SO 9000:2000, 3.4.2]

The health services sector carries out a wide variety of processes, see 3.8. The results of these processes
could in general be called health services. The result of processes that include patients/subjects of care could
be called health care services, as in Contsys

3.10
quality

degree to which a set of inherent characteristics (3.5.1) fulfils requirements (3.1.2)

NOTE 1 The term “quality” can be used with adjectives such as poor, good or excellent.

NOTE 2 “Inherent”, as opposed to “assigned”, means existing in something, especially as a permanent
characteristic.

[EN ISO 9000:2000, 3.1.1]

Quality in the health services sector means the degree to which a set of inherent characteristics of the health
service fulfils requirements. See 3.11

3.11
quality characteristic

inherent characteristic of a product, process or system related to a requirement

NOTE 1 Inherent means existing in something, especially as a permanent characteristic.

NOTE 2 A characteristic assigned to a product, process or system (e.g. the price of a product, the owner of a product)
is not a quality characteristic of that product, process or system.

[EN ISO 9000:2000, 3.5.2]

Quality characteristics of health services: distinguishing features, which consider several aspects as,
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- appropriateness;

- safety;

- effectiveness and efficiency;

- caring, respect and privacy;

- continuity of care;

- patient and customer perceptions;
- availability and accessibility

3.12
quality objective

something sought, or aimed for, related to quality

NOTE 1 Quality objectives are generally based on the organization's quality policy.

NOTE 2 Quality objectives are generally specified for relevant functions and levels in the organization.

[EN ISO 9000:2000, 3.2.5]

Health care quality objectives may include e.g. reduction of mortality rates, preventive actions arising from the
analysis of identified non-conformities.

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

3.121
health care objective
desired ultimate achievement of a programme of care

[ENV 13940:2001, CONTsys]

3.13
quality policy

overall intentions and direction of an organization (3.3.1) related to quality (3.1.1) as formally expressed by
top management (3.2.7)

NOTE 1 Generally the quality policy is consistent with the overall policy of the organization and provides a framework
for the setting of quality objectives (3.2.5).

NOTE 2 Quality management principles presented in this International Standard can form a basis for the establishment
of a quality policy. (See 0.2.)

[EN ISO 9000:2000, 3.2.4

Quality policies for health care providers (3.5.3) can be developed and implemented for each organisation
individually. National, regional or local health care authorities may also prefer to formulate a uniform quality
policy being applicable or compulsory for a group of organisations
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