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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). ISO's technical work is normally carried out through ISO technical committees in which
each ISO member body has the right to be represented. International organizations, governmental and non-
governmental, in liaison with I1SO, also take part in the work.

In order to respond to urgent market requirements, ISO has also introduced the possibility of preparing
documents through a workshop mechanism, external to its normal committee processes. These documents
are published by ISO as International Workshop Agreements. Proposals to hold such workshops may come
from any source and are subject to approval by the ISO Technical Management Board which also designates
an ISO member body to assist the proposer in the organization of the workshop. International Workshop
Agreements are approved by consensus amongst the individual participants in such workshops. Although it is
permissible that competing International Workshop Agreements exist on the same subject, an International
Workshop Agreement shall not conflict with an exisiting ISO or IEC standard.

An International Workshop Agreement is reviewed after three years, under the responsibility of the member
body designated by the Technical Management Board, in order to decide whether it will be confirmed for a
further three years, transferred to an ISO technical body for revision, or withdrawn. If the International
Workshop Agreement is confirmed,.it-is teviewed\againiafteria further three jyéars) at which time it must be
either revised by the relevant ISO technical body or withdrawn.

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

International Workshop Agreement WA was “approved'at'a workshop’organized ‘jointly by the Automotive
Industry Action Group (AIAG), the American”Society for‘Quality' (ASQ) (Healthcare Division), the Standards
Council of Canada (SCC) and CSA International, and held in January 2001. Appreciation is extended to the
Automotive Industry Action Group (AIAG), the American Society for Quality (ASQ) (Healthcare Division), the
Standards Council of Canada (SCC) and CSA International for both the organization of the workshop and the
preparation of this International Workshop Agreement.

This second edition of IWA 1 cancels and replaces the first edition (IWA 1:2001). It provides the content of the
first edition but with improved appearance.

Vi © ISO 2005 — Al rights reserved
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Foreword to IWA 1, 2" Edition — Supplemental

The IWA 1 2" Edition is intended to provide the IWA 1, 1st Edition content with the same intent, but
with improved appearance and usefulness. This is not the only way to interpret the ISO 9000 series
of standards for health service organizations. The examples, definitions, and text given are only
representative of how the wording is used within the context of this document. Organization-specific
terminology can be used as applicable. These changes were the compilation of developments or
comments received since the original workshop from IWA 1, from reviewers who were primarily
providers, and some of the comments from the original workshop not previously incorporated.

Layout of this Edition:
Text in the solid box is from ISO 9001:2000.] Black text outside the box is from ISO 9004:2000, which is both

generic guidance and applicable to all organizations. [talicized text in Times New Roman font is material
added by AIAG, ASQ or the IWA-1 Workshop aimed at assisting health service organizations
specifically.

Also new in this Edition is guidance on “What to look for’" as well as examples when implementing
IWA 1 guidance.

Implementing this guidance and maintaining the system with discipline and rigor throughout the
organization should produce effectiveness and efficiencies with a cost benefit up to 17:1 based on
experience of other sectors., This document can be used to implement a quality system that is
compliant with and can'be third party certified to- ISO"9001"if the organization desires.

Acknowledgements are due to the following for their contribution to this Edition:

o Marvin “Mickey’ Christensen, TOM.Systems (ASQ-Healthcare Division Standards
committee) {

R. Dan Reid, General Motors Powertrain

Reginald Shaughnessy, Q-Norm

Ulises Ruiz Ferandiz MD, Universidad Comlutensa, Madrid

Peggy Congin, RN, Cleveland Clinic

Jane DeHart, OTR, Midwest Health System, Work-Safe Occupational Health
Ema Demink, AIAG

Ron Tillinger, AIAG

Joe McMahon, Standards Council of Canada

David Zimmerman, Canadian Standards Association

Jim Collins, Plexus Training

Rita RadCcliff, MD, Medical Excellence

O 0O O OO0 OO0 0O 0O o0 o0

February 2005
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Foreword-Supplemental

This guideline is the product of a committee under the American Society for Quality (ASQ) Health
Care Division and the Automotive Industry Action Group (AIAG), consisting of the following
members:

Robert Abbott, President, Unicorn Grove Enterprises, Inc., Registered QMS Lead Auditor, Audits
for RAB
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INTRODUCTION

The goal of this document is to aid in the development or improvement of a fundamental quality
management system for health service organizations (see 3.1.8) that provides for continuous
improvement, emphasizing error or adverse outcomes prevention, the reduction of variation and
organizational waste, for example non-value added activities (3.1.25).

This guide incorporates much of the text of ISO 9004:2000 — “Quality management systems --
Guidelines for performance improvements’ and provides guidance on quality management systems,
including the processes for continual improvement that contribute to the satisfaction of a health
service organization’s customers (see 3.1.3) and other interested parties. The quality management
system should provide for all customers of a health service organization regardless of the product,
profession or service provided.

0.1 General

See 1SO 9004:2000.

0.2 Process approach

This International Standard promotes the adoption of a process approach when developing, implementing and
improving the effectiveness and: efficiency.of'a quality managementisystéem'to enhance interested party
satisfaction by meeting interested party requirements.

For an organization to function effectively and efficiently, 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, is 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 and managing of these processes 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 their combination and interaction.

Health service organizations should define all their processes. These processes, which are typically
multi-disciplinary, include administrative and other support services as well as those involving
treatment, include such examples as the:

a) development and delivery of training as required by competencies or credentialing

b) surgery processes and the necessary ancillary support services

c) preventive and predictive maintenance program

d) design and/or development of diagnostic protocols/ pathways.

e) Billing and coding for services correctly

f)  Continuum of care for patient, regardless of setting or location

When used within a quality management system, such an approach emphasizes the importance of
a) understanding and fulfilling the 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 interested parties play a significant role in defining
requirements as inputs. Monitoring the satisfaction of interested parties requires the evaluation of information

X © Copyright 2000, 2004, 2005 ISO, AIAG
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relating to the perception of interested parties as to whether the organization has met their requirements. The

model shown in Figure 1 does not show processes at a detailed level.

All work should be viewed as a process, and part of a system (see ISO 9000:2000, clause 2.2.1). To
make improvements in the system, it is essential to understand how the parts of the system interact.
Process management involves stability, capability, and targeting, which require management of

variation. (see ISO 9004:2000, clause 7.5.1.1).

Continual improvement of
the quality management system

Management
B - responsibility
Interested
parties
Interested Resoutce I\gizf;;ggigt - Satisfaction
parties management improvement
Requirements Input Product @ Product o
q o |realization
Key

———— \alue-adding activities

— — — = Information flow

Figure 1 — Model of a process-based quality management system

© Copyright 2000, 2004, 2005 ISO, AIAG
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0.2.1 Primary health service process

The primary beneficiary of the health service system is the patient/client (see 3.1.11). Health service
design, delivery, management and/or administration should focus ultimately on the patient/client.
For some health service organizations, the beneficiaries are individuals, communities and/or
populations, thus their focus would be on these client groups.

NOTE For health service management organizations, this applies to their members.

1SO 9004:2000 does not specifically define “what” needs to be done by a health professional (see
3.1.13). That is to be done by consensus of appropriate professionals based upon medical findings.
Rather, ISO 9004:2000 can be used to ensure that the right activities are carried out consistently and
in a controlled manner.

The primary health service process, with the patient/client (see 3.1.11) depicted as the customer (see
3.1.3), is shown in the diagram below. The basic product (see 3.1.14) of the health service delivery
organization in this diagram is the planning, design, and delivery of patient/client care. This model
would also apply to other health service processes, for example education and training for
preventive/wellness medicine. Design-responsibility (see 7.3), asterisked below, is either with the
customer or the supplier. If the customer does not provide the design, then the supplier is design
responsible, even if they choose to subcontract the design to an outside organization or health
professional (see 3.1.13). The care plan (see 3.1.2) and clinical guidelines are examples of quality
system documentation, whilelthe patient/client ‘health.record (see.3.1.12) is,anvexample of a quality
record.

For organizations that elect to be third-party certified against the requirements of 1SO 9001:2000),
particular attention should be given to define an accurate scope of the certification to ensure that all
appropriate elements, for example design (see 7.3) are included. Also, due consideration should be
given to Clauses 1.1 Scope and 1.2 Application of ISO 9001:2000, which are not included in this
document.

NOTE It is emphasized that ISO 9000:2000 clause 3.4.4 defines ‘design and development’ as
the ‘set of processes that transforms requirements into specified characteristics or
into the specification of a product, process or system.’

The care plan (see 3.1.1) and clinical guidelines are examples of quality system documentation,
while the patient/client health record (see 3.1.11) is an example of a quality record.
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Figure 2: Model for Health Service Organizations with Patient/Client as “Customer”

* See 7.3 Design and development
0.3 Relationship with ISO 9001

See ISO 9004:2000.

This International Standard’/does not'include'guidance 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 systems. It is possible for an organization to adapt its
existing management system(s) in order to establish a quality management system that follows the guidelines
of this International Standard.

Each section of this document is tied to its counterpart in 1SO 9004:2000 containing all the
requirements of ISO 9001:2000. This provides additional guidance for full compatibility between
the 1SO 9000 standards and the resulting quality system.

0.4 Introduction

This document was developed with the following objectives:

o [mprove delivered health service quality and safety to complement existing accreditation or to
aid in achieving accreditation

e Provide process improvements to increase the value added to the organization and customer (see
3.1.2)

o [mprove the image of the organization, increase customer confidence and have a tool to reward
quality

e  Maintain consistency in the global approach with TS-16949 and other ISO 9000 sector-specific
documents, for example aerospace (AS-9100), medical devices (ISO 13485), telecommunications
(TL-9000), and medical laboratories (ISO 15189).

e Develop/incorporate a process that is actionable

o  Minimize/reduce burden on health service organizations.
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Any relevant health service accreditation criteria external to the organization should be used in
conjunction with this document. The organization can include additional requirements to further

define and/or document the quality management system as appropriate (for example use of quality
award criteria).
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Quality Management Systems — Guidelines for process improvements
in health service organizations

Quality management systems — Guidelines for performance
improvements

1 Scope

This International Standard provides guidelines beyond the requirements given in ISO 9001 in order to
consider both the effectiveness and efficiency of a quality management system, and consequently the
potential for improvement of the performance of an organization. When compared to ISO 9001, the objectives
of customer satisfaction and product quality are extended to include the satisfaction of interested parties and
the performance of the organization.

This International Standardis applicable te, the processes af,the organizatian;and consequently the quality
management principles ‘on which'it'is'based can‘be’deployed throughout the organization. The focus of this
International Standard is the achieyement of ongoing improvement; measured through the satisfaction of
customers and other interested parties.

This International Standard consists of guidance’ .and recommendations and is not intended for certification,
regulatory or contractualiuse;nonas aguide:to.theimplementation-of 1ISO-90071.

1.1 Scope - Health service additions

This document provides additional guidance for any health service organization (see 3.1.8) involved
in the management, delivery, or administration of health service 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.

NOTE IS0 13485 and ISO/IEC 17025 provide specific information for medical device
organizations and commercial laboratory facilities. ISO 15189 provides specific
information for medical (clinical) laboratories. Other organizations, such as
manufacturers/distributors of pharmaceuticals, medical supplies are regulated and
have to comply with other specified criteria. This document could be viewed as a
voluntary supplement to those organizations should they choose to implement the
guidance of this document.

The definitions of terms such as patient/client, client, primary, ancillary, and specialty care vary by
region within the health service community. The organization’s processes for addressing these
activities should be included in the quality management system. The recommendations and guidance
in this document apply to anyone in the organization who could affect the quality of the
organization’s product(s) or service(s), including necessary support services (see 3.1.23).
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