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Foreword

process improvements in health service organ

Quality Management Systems — Guidelines for

izations

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.
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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 1ISO 9004:200(, which is both

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

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

Implementing this guidance and maintaining the system with discipline and rigor throyghout the
organigation should produce effectiveness and efficiencies with a cost benefit up to 1711 based on
experiepce of other sectors. This document can be used to,implement a quality system that is
complignt 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:

Marvin “Mickey” Christensen, TOM:Systems (ASQ-Healthcare Division Standprds
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
Fma Demink, AIAG

Ron Tillingér-AIAG

Joe McMalion, Standards Council of Canada

David<Zimmerman, Canadian Standards Association

im\Collins, Plexus Training

Rita Radcliff. 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:

Acknowledgements are due to the following that participated in preparation of this document:

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 organi
system should
profession or 3

0.1 General

See ISO 9004:

0.2 Process

This Internation
improving the e
satisfaction by 1

For an organiza
activities. An ac
outputs, is cons

The application
interactions and

An advantage ¢
individual proce

Health service
multi-disciplin|
treatment, incl
a) developme
b) surgery pr
c) preventive

Fation S CUSTOMeTs (See 3.1.3) and other interested parties. 1/e quality mandgaq
provide for all customers of a health service organization regardless of thepro
ervice provided.

000.

approach
bl Standard promotes the adoption of a process approachwhen developing, implemen
neeting interested party requirements.

tion to function effectively and efficiently, it has\to identify and manage numerous linke
livity using resources, and managed in order, to enable the transformation of inputs intg

of a system of processes within an_organization, together with the identification and
managing of these processes.can be referred to as the “process approach”.

f the process approach is.the/ongoing control that it provides over the linkage between
5ses within the system_ of ‘processes, as well as their combination and interaction.

organizations stiopld define all their processes. These processes, which are ty]
ary, include dadministrative and other support services as well as those involvin
pide such examples as the:

pt and delivery of training as required by competencies or credentialing
pcesses-and the necessary ancillary support services

and predictive maintenance program

fectiveness and efficiency of a quality management system to enhance interested party

ment
Juct,

ting and

d

dered as a process. Often the output from*one process directly forms the input to the pext.

the

bically
4

d) design an
e)
Vi

L L o1 o L L
or-aevelopmeril Of dldgriostic protocolLy/ Ppatriways.

Billing and coding for services correctly
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
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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

l the quality management system

Management
responsibility

| — — — — — — — ——

£ N

Measurement,
analysis and

Resource
management \
improvement

Interested
barties

R

———— S

Vo

Input Product
= |realiza’(ion§>

Requirements

Product

’ Output

Key

——— Value-adding activities

— — — = Information flow

Inferested

arties

htisfaction

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

Quality Management Systems — Guidelines for

process improvements in health service organizations

ry 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

etoha dona by compconarie of ypnge el ato et accaiomale Bacod s og paodioa] £,

Rather, ISO 9(
in a controlled
The primary h
3.1.3), is show|
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particular atte
appropriate el
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document.
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The care plan
while the patig
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04:2000 can be used to ensure that the right activities are carried out consister
manner.

palth service process, with the patient/client (see 3.1.11) depicted as the_clistom|
p in the diagram below. The basic product (see 3.1.14) of the healthservice de
1 this diagram is the planning, design, and delivery of patient/client care. This
ply to other health service processes, for example education and-training for
Iness medicine. Design-responsibility (see 7.3), asterisked‘helow, is either with
e supplier. If the customer does not provide the designthen the supplier is des
en if they choose to subcontract the design to an outside organization or health

ntation, while the patient/client health record (see€’3.1.12) is an example of a q
ons that elect to be third-party certified-qgainst the requirements of ISO 9001 : 2

pition should be given to define an accurate scope of the certification to ensure
bments, for example design (see 7.3) are included. Also, due consideration sho

the ‘set of processes,that transforms requirements into specified characteristic!
into the specifi¢ation of a product, process or system.’

see 3.1.1L)\and clinical guidelines are examples of quality system documentatio
nt/clienthealth record (see 3.1.11) is an example of a quality record.

dings.
itly and

fer (see
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model
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ee 3.1.13). The care plan (see 3.1.2) and clinical guidelines are examples of qyality
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000,
that all
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es 1.1 Scope and 1.2 Application-of ISO 9001:2000, which are not included in this

1t is emphasized that-1SO 9000:2000 clause 3.4.4 defines ‘design and developmyent’ as

or
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0.3 Relationship with ISO 9001

See ISQ 9004:2000.

Manage

T

* Design &

Devel Planning

- . t - :

Patient/Client ( cvelopmen Patient during

seeking Health Diagnosis Delivery/ & after Health
Adminjstration Q .

SEIvICce STTVICT

\ Monitoring ﬁ,

1

Support

Figure 2: Model for Health Service Organizations with Patient/Client as “Customer”

* See 7.3 Design and devélopment

This Intérnational Standard does not include.guidance specific to other management systemg, such as those
particuldr 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 organizagtion to adapt its
existing[management system(s) ip-order to establish a quality management system that follows the guidelines

of this International Standard.

Each sqction of this docuinent is tied to its counterpart in 1SO 9004:2000 containing all the
requirements of ISO-9001:2000. This provides additional guidance for full compatibiljty between

the 1SO 9000 standdrds and the resulting quality system.

0.4 Introduction
This dogtment was developed with the following objectives:

Improve delivered health service quality and safety to complement existing accreditation or to
aid in achieving accreditation

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

Improve the image of the organization, increase customer confidence and have a tool to reward
quality

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).

Develop/incorporate a process that is actionable

Minimize/reduce burden on health service organizations.

© Copyright 2000, 2004, 2005 ISO, AIAG xiii


https://standardsiso.com/api/?name=bbf47ac149c0c4a47b2b79232fb7cb44

Xiv

IWA 1:2005(E) Quality Management Systems — Guidelines for

process improvements in health service organizations

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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rnational Standard provides guidelines beyond the requirements giventin ISO 9001 in
both the effectiveness and efficiency of a quality management system, and conseque]
for improvement of the performance of an organization. When-compared to ISO 9001
mer satisfaction and product quality are extended to include the.satisfaction of interest
prmance of the organization.

rnational Standard is applicable to the processes of the organization and consequentl
ment principles on which it is based can be deployed.throughout the organization. The
onal Standard is the achievement of ongoing improvement, measured through the sati
rs and other interested parties.

rnational Standard consists of guidance and recommendations and is not intended for
ry or contractual use, nor as a guide .te-the implementation of ISO 9001.

rope - Health service additions

cument provides additional guidance for any health service organization (see 3
anagement, delivery,_or administration of health service products or services,
r and/or research, i the life continuum process for human beings, regardless o
luct or servicg.provided.

INOTE ISO'13485 and ISO/IEC 17025 provide specific information for medica
organizations and commercial laboratory facilities. ISO 15189 provide:
information for medical (clinical) laboratories. Other organizations, su

order to
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bd parties and
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have to comply with other specified criteria. This document could be vie
voluntary supplement to those organizations should they choose to imple
guidance of this document.

lated and
wed as a
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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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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 possibility 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
IS0 19011:20(

3 Terms and definitions

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

The following tefms, used in this edition of ISO 9004 to describe the supply-chain, have been changed to
reflect the vocalpulary currently used:

supplier organjzation % customer % (interested parties)

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

3.1 Terms and definitions — Supplemental
For purposes of this document, the definitions in'tSO 9000:2000 Quality management sysfems —
Fundamentals and vocabulary apply. Howeverwhere there are terms for which the wording of
the definitipn of the term differs in ISO 9000:r2000, the definitions herein apply.

3.1.1
advers¢ event

any evént which is not consistent with the desired, normal or usual operation of the
organization. Typicallythese are documented and require the completion of an incident
report.|Such serious fioyi-conformance can also be known as a “sentinel” event and rdquires
immedlate correctiye action. When and adverse event is the result of an error (failure|of
planney action$.to' be completed as intended or the use of the wrong plans to achieve what is
intendqd) it may be considered to be a preventable adverse event.

Examplesmay-inctude:
- injury or accidental death, accidents involving patient/client/clients, staff or third parties
- medication variances (delays, incorrect dose, wrong patient/client/client, wrong
medication)

- unexpected result from a treatment or procedure

- foreign bodies left in patient/client/clients that was not planned

- unexpected neurological deficits (not present on admission)

- mistaken identity

- hospital-acquired infections and/or disease

- surgery on wrong side or part of the anatomy

- critical equipment that malfunctions with or without injury to
patient/client/clients/employees.
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care plan

documentation of the assessment, diagnosis, treatment, monitoring and re-evaluation of the
patient/client, including medications, treatment procedures, diagnostic tests/evaluations, and
ancillary services prescribed in the context of patient/client (see 3.1.11) care.

3.1.3
customer
organization, person or population that receives a product or service (see 1SO 9000:2000,
item 3.3.5) (examples of terms relating to or describing health service customers can be
subject of health service, family, group, community, neighborhood, society, target
population)

NOTE 1 The term “customer” includes the more specific terms “patient” such as an
individual under medical treatment, and “clientXsuch as an individual(s)
who employs a professional person.

NOTE 2 For the purposes of this document, “pafient/client” is a key customer of the
health service.

NOTE 3 The customer can be internal or‘external to the organization. |This could
include the patient/client, patient/client’s family, patient/client|s physician or
clinician, health services-worker, community, employer, payer| for example
insurance company, third party administrator, or members of 4 managed
care organization._The “customer’ and “supplier’ are defindd in the
context of a transdction; for example a customer may become p supplier if
the transaction.changes.

3.1.4
discharge
patient/client leaves the facility after termination of current care.

NOTEN)This does not preclude recommendations for a further level of tare or follow
up at the same organization or another organization by referrql or transfer.

3.1.5
error-proofing
L L . L “ “l “ L “l .

ST Of process o7 aesigrt jeatures (O prevertt trte acceptarnce or jurtiter processing Of

nonconforming product (see 3.1.14)

3.1.6

health service

all care, service (see 3.1.18), training, research and other products rendered to evaluate,
assess, diagnose, treat, and follow up on health conditions, prevent illness as well as
maintain and improve health.
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3.1.7

health service transaction

any transaction between health service interested parties such as the taking, giving and
documenting of the health service history or the giving and receiving of care or service.

3.1.8
health service organization
any organization providing, administering, or managing health services.

3.1.9
measurement system

the collection of operations, procedures, devices and other equipment, software, and
personhel used to assign a value to the characteristic being measured.

NOTE This includes the complete process used to obtain measurements.

3.1.10
metric
specifi¢ measure(s) chosen to ascertain or quantify an effect(s,).

NOTE Usually some measure over time to provide guidance to management|to
assure process improvement.

3.1.11
patient/client
(see 3.1.3)

NOTE All patient/clientS:are “customers” but all customers not necessaril)
“patient/clients.)” The patient/client is positively identified by a health
record number or other means.

3.1.12

healthrecord
files containing pertinent health information relating to a particular individual or a gnoup
receivipg healthservices. Typically includes the following documentation as applicable:
initial ¢valugtion/assessment, consent agreements, care plan, SOAP notes (see 3.1.19)
diagnoktic,imaging and/or laboratory results or findings, medications/prescriptions,
discharge Summartes Inctuding nome progrant and recommendarton Jor Jollow up. 1T may
also include patient/client education materials, payer required forms, and/or legal papers
required by law for admission against the patient/client's will, an advance directive or self
discharge against medical advice.

3.1.13

health professional

staff (see 3.1.20) directly providing health service such as a physician or clinician, physician
assistant, nurse, nurse practitioner, paramedic, therapists, psychiatrist, social worker,
psychologist, pharmacist and others who are qualified by a professional association or
authority, any or all of whom may also be a trainer and/or teacher of health service.
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NOTE Typically those licensed, board certified, credentialed and /or privileged to
practice in the organization.

3.1.14

product

result(s) of a process (see ISO 9000:2000, item 2.4.2). There are four generic product

categories: hardware; software, services, processed materials. Examples in health services

are:

- services (for example planning, designing and implementing the care plan, patient
home care plans, medical procedures, transport, physical, occupational or speech
therapy, clinical, support, dental),;

- hardware (for example splint, cane, wheelchair, bandage, replacement joint,
implant, dentures);

- software (for example computer program - customized or wodified),

- processed materials (for example blood and other infusion/perfusion products).

3.1.15
rehabilitation
the process of restoring a person's physical and/or cognitive functions.

NOTE Rehabilitation services includes.a¥ariety of inpatient/client and|
outpatient/client programs that are inter-disciplinary (such as plysical
therapy, occupational therapy, and speech language pathology)| Therapy is
individualized toward patient/client recovery. Patient/clients arg provided
with the appropriate trédtment to achieve maximum functional fotential.
Therapy is provided-so patient/clients are able to function in as jnuch of their
former capacity ‘as possible in their activities of daily living. Réhabilitation
enhances hedling and facilitates a return to productive activity.

3.1.16
repeatability
the variation in medasurements obtained with one measurement device when usdd several
times by the same person while measuring the identical characteristic on the sdme product or

batient/client:

3.1 17
reproducibility
ol L] . ol L L L Ll . ol .

e vartatior i1t e TNeasur ernertts maae Uy atjjerernt persons using e same medSuring
device when measuring the identical characteristic on the same product or patient/client.

3.1.18

service
intangible product (see 3.1.14) that is the result of at least one activity performed at the
interface between the supplier and the customer (see ISO 9000:2000, item 2.4.3)
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3.1.19

SOAP

an acronym that represents a commonly used medical charting form:

S — Subjective section of the Health Record designated for recording of the patient/client’s
subjective symptoms, for example patient/client’s statements.

O — Objective section of the Health Record designated for the recording of objective
physical findings obtained in the evaluation or assessment.

A — Assessment section of the Health Record designated for the recording of the diagnosis or

impression, based upon subjective symptoms, objective examination, and

other diagnostic information if applicable

P — Plan section of the Health Record designated for the recording of the cqreplan
that is/to be prescribed for the patient/client and the anticipated driration of
treatment.

3.1.20

staff

employees, contractors, clinicians and/or physicians that provide the products/service§ of the
health fervice organization

3.1.21

interested party

an intefested party. Examples may include:

a) patient/client, their family, and their representqtives/advocacy (patient/client associations)
wheh applicable (see 3.1.3);

b) payers such as individuals, federal and state’governments, insurance companies, and|

companies whose employees receive care, service (see 3.1.18) and other products frojm and
throyugh health service organizations\see 3.1.8);

¢) communities whose citizens receive care, service and other products from health serjice
orgqnizations, society in generdl;

d) suppliers and other organizations working with or through health service organizatidns,

e) certification/registrationyor accreditation bodies which certify or accredit health sefvice
orgqnizations;

f) regulatory bodies,whose rules regulate health service organizations;

g) organizations Sponsoring research;

h) health professionals, trainers, trainees, and researchers of health services working with or
through, hedlth services organizations,

i) emplayees of health services organizations;

j) finahctatriskownerstnctudtng managed ca

k) politically related persons or organizations that influence the regulatory agencies

) public

m)governing bodies

n) volunteers
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https://standardsiso.com/api/?name=bbf47ac149c0c4a47b2b79232fb7cb44

Quality

4 Quality management system

Management Systems — Guidelines for IWA 1:2005(E)
process improvements in health service organizations

3.1.22

supplier

person or health service organization that provides to a customer,
- care

- service (see 3.1.18)

- training

- research

- other customer-specified products

3.1.23

support services

provides direct care, support services include billing and coding, admitting and
1ousekeeping.

3.1.24

technologist / technician
staff (see 3.1.20) assisting in diagnostic examinations and.procedures as well a
supervised medical and surgical support roles.

3.1.25

value-adding activity
activity for which a customer (see 3.1.3) wauld be willing to pay, if given the o
and efficiency activities that contribute to~continual improvement, prevention o
management of the organization.

any activities which support the core business of the organization. In an @rganjzation that

/

s working in

tion. Effective
( errors and

1ISO 9001:2000, Quality management systems — Requirements

4 Quality management-system

4.1 General requirements

The org

cantinually improve its effectiveness in accordance with the requirements of this Internat

The org

hnizationishall establish, document, implement and maintain a quality management sy

stem and
onal Standard.

bnization shall

a) identify the processes needed for the quality management system and their application throughout the
organization,

b) determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these processes
are effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring

of these processes,
e) monitor, measure and analyse these processes, and
f) implement actions necessary to achieve planned results and continual improvement of these processes.

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

Internati

onal Standard.
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Where an organization chooses to outsource any process that affects product conformity with requirements,
the organization shall ensure control over such processes. Control of such outsourced processes shall be

identified within

the quality management system.

NOTE Processes needed for the quality management system referred to above should include processes for management
activities, provision of resources, product realization and measurement.

4.1 Managing systems and processes

Leading and operatlng an organlzatlon successfully reqwres managmg itina systematlc and V|3|ble manner.

Success should
continually impr|
needs of interes
management di

Top manageme

a) by defin
effectivg
b) by ensy
used to
c) byinvg
effectiy

commuy

Examples of ac

— definfing and promoting processes that lead to impraved organizational performance,
— acquiring and using process data and informatien on a continuing basis,
— diregting progress towards continual improvement, and
— using suitable methods to evaluate process improvement, such as self-assessments and
manpgement review.
See 1SO|9004:2000.
What to look for:

Does the orga
a quality many
instructions. T
to control the |
all the customd
outsourced (cd

bve the effectiveness and efficiency of the organlzatlon s performance by conS|der|ng i
ted parties. Managing an organization includes quality management, among othet
Sciplines.

nt should establish a customer-oriented organization

ing systems and processes that can be clearly understood, managed and*improved in
bness as well as efficiency,

ring effective and efficient operation and control of processes and,the measures and d
determine satisfactory performance of the organization, and

lving the staff in the improvement of processes and thenholding them accountd
e implementation of these processes within the qualitysystem. Appropriate
nication channels should be utilized to bring this €0 the attention of managemer

ivities to establish a customer-oriented organization include

nization have a docuimented quality management system? Typically this would
al of policy statements relative to the criteria, procedures and where necessar)
fre number dud depth of detail will depend on the organization and amount nec

br/patient/client requirements? Are the ancillary support functions, as well as a
ntracted) services or goods included in the quality management system? Have

interaction an

ata
ble for

07,

include
work
bSsary

ork processes. Has the organization identified the necessary work processes to fulfill

7y
the

Sequence of these processes been evaluated? What monitoring and measurem

pnts

are established to ensure the work processes are functioning the way planned?

What is covered in the agreement for the outsourced services or goods when it comes to the quality
of service or goods? Is there any oversight of these outsourced functions? What recourse is available
when problems arise with the outsourced service or goods? Is quality of service or goods a

determining fa

ctor for payment of invoices?
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Guidance/example(s):

Most health care facilities have a “P & P” (or policies and procedures manual). This manual should
have documentation to address the requirements of ISO 9001:2000 or IWA 1. External documents
are necessary to provide product and service to meet customer or regulatory requirements.
Examples: Physicians Desk Reference, Nurses Guide to Medications, Radiology positioning
manuals, safety regulations, fire marshal requirements, environmental regulations, equipment
operating and maintenance manuals, accreditation criteria, or other documents used to do work
from to meet customer requirements.

Examplﬂc annnPf”nVy cuppnzﬁf SerVices. mighf include: A/]mfnicfrnﬁnm} hnucplfﬁoping} 4gintenance,
Bio-meflical engineering, sterilization services, dietary, billing and coding, account§rg¢ceivables,
risk mapagement, case management, admitting, patient services, chaplain, humagxesources, and
materidls management.

Examples of outsourced services and goods might include: PRN staff, ER\services, imdging services,
Bio-meflical engineering services, lab services, billing and collection services, and in Jome cases
managéement services.

4.2 Documentation

1ISO 9001:2000, Quality management systems — Requiremeénts
4.2 Do¢cumentation requirements
4.2.1 General

The quglity management system documentation shall include

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

¢) documented procedures required-by‘this International Standard,
d) documents needed by the organization to ensure the effective planning, operation and confrol of its
processgs, and

e) records required by this International Standard.

f) patient/client health and safety considerations.

NOTE 1 Where the term “documented procedure” appears within this International Standard, this
means that the procedure is established, documented, implemented and maintained.

NOTE Z The extent of the quality management system documentation can differ from one organization
to another due to

a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and
c) the competence of personnel.

NOTE 3 The documentation can be in any form or type of medium.

Management should define the documentation, including the relevant records, needed to establish, implement
and maintain the quality management system and to support an effective and efficient operation of the
organization's processes.
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The nature and extent of the documentation should satisfy the contractual, statutory and regulatory
requirements, and the needs and expectations of customers and other interested parties and should be
appropriate to the organization. Documentation may be in any form or medium suitable for the needs of the
organization.

In order to provide documentation to satisfy the needs and expectations of interested parties management
should consider

— contractual requirements from the customer and other interested parties,

— acceptance of international, national, regional and industry sector standards,

— relevant statutory and regulatory requirements,

— decisions by the organization,

ies, and

ion about the needs and expectations of interested parties.

The generation,|use and control of documentation should be evaluated with respect to the effectivenesgs and
efficiency of the|organization against criteria such as:

— functiorfality (such as speed of processing),

— user frigndliness,

— resources needed,

— policies|and objectives,

— current pnd future requirements related to managing knowledge,

— benchmjarking of documentation systems, and

— interfaces used by organization's customers, suppliers and other interested parties.

Access to docuinentation should be ensured for people in the organization and to other interested parilies,
based on the organization's communication policy.

NOTE 1|Generally documents are the information\itsed to guide the work process, for ejample
procedures, operating instructions, manals for standards of care, codes, regulagions,
farms, checklists, protocols, drug interactions, databases. Records are the evidé¢nce
the work was done, for example lab-data, purchasing records, inspection or test pesults,
health records, imaging records (film or digital), filled out forms and checklists,
electronic databases, presgriptions sent to pharmacy, narcotic logs.

NOTE 2 |Relevant health services industry sector documents include various regulatory|and/or
agcreditation criteria’? Decisions taken by the organization refer to policies or
procedures suclrqs’advance directives, do not resuscitate (DNR), restraint and
s¢clusion usesand prescription dispensing.

4.2.1 Contryl of documents — Supplemental
Documents us¢d-fodefine, direct, and control health service (see 3.1.6) and support activities|should
be controlled (seeZ L)

Documents generated internally and externally (including forms and checklists) should be reviewed
and approved for adequacy and accuracy prior to use by authorized personnel.

All health service policies, procedures and work instructions should be controlled and traceable to
the work process. All health service policies, procedures, protocols and work instructions should be

maintained to provide complete and up-to-date documents for involved interested parties.

Clinical guidelines and patient/client instructions are examples of external documents and should be
distribution-controlled.
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What to look for:

Are the documents used to guide work performed reviewed and approved prior to issue? Are the documents
used to guide work performed controlled to the extent the workers have the approved version (sometimes the
latest version is not the correct version to use)? Are external documents controlled to ensure the approved
version is available?

Guidance/example(s):
Documentation, such as procedures and job instructions, is necessary in order to provide for fact-
based decision making. Use of documentation helps prevent mistakes.

Th ) 1] L Do J D ) 1/ 4 4 £ ) dot sl d
ere Sprottraoe T orteyaita 1T roceatteS anttar(syinat referenceotneraetaitsorappryve

documdnts as necessary. Approved documents of external origin are usually necessdpy to comply
with legal, regulatory, and accreditation criteria. Other external documents may be pathways,
protocdls, or procedures developed at another institution and adopted for use™yithin the health
servicelorganization. They may also be operating manuals for a new technology device¢ approved for
use. The documentation should be reviewed for appropriateness, considering the burdens of
redundgnt documentation or data.

1ISO 9001:2000, Quality management systems — Requirements
4.2.2 Quality manual

The orggnization shall establish and maintain a quality manual that includes
a) the spope of the quality management system, includifig details of and justification for any exclusions,

b) the dpcumented procedures established for the quality management system, or reference t¢ them, and
c) a degcription of the interaction between the processes of the quality management system.

What to look for:

Is the quality manual controlled, reviewed and approved prior to issue?
Does the quality manual address-the ISO 9001 requirements?

Guidapce/example(s):
Policy gnd procedures mantials sometimes can be the quality manual and/or procedur¢s manual.
Policie§ should be highslevel management statements of how they expect the operation|to function.
Procedyres should e used for critical work and when it crosses disciplines within the prganization.
They typically ificlude what, when, where, and who should do the activity identified. Wprk
instructions are for work performed in one area or function and typically tell you “hoW” to do the
activity| Not'all work requires a work instruction depending on the complexity of the jpb and the
competence-oftheworker.

The quality manual should not contain any information that should not be made public. Contents
should be assumed to be public information if the manual is sent to satisfy a request from a
customer.

© Copyright 2000, 2004, 2005 1SO, AIAG 11
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1ISO 9001:2000,

Quality management systems — Requirements

4.2.3 Control of documents

Documents required by the quality management system shall be controlled. Records are a special type of

document and s

hall be controlled according to the requirements given in 4.2.4.

A documented procedure shall be established to define the controls needed

a) to approve documents for adequacy prior to issue,

b) to review and update as necessary and re-approve documents,

c) to ensure that changes and the current revision status of documents are identified,

d) to ensure thatrelevant-versions-ef-applicable-decuments-are-avallable-atpeints-ef-use;

e) to ensure|that documents remain legible and readily identifiable,

f) to ensure|that documents of external origin are identified and their distribution controlled, and

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they
are retaingd for any purpose.

What to look for:

Documents us{
controlled as t
documents acd
from service o

Guidance/e)
Document con
and ensures th
version numbd
from another.

means reviewd
revision or ver
pathways or p
treatment prog

d to do work to meet patient/customer requirements should bé-accessible and
O version available. Do other documents have approvals{versions identified?
essible to those needing to use them? Are obsolete or. inyvalid documents remoy
- at least identified as being retained for historical gi\légal purposes only?

cample(s):

frol ensures that everyone in the organization'who “needs to know” in fact, knd
at those who do not, in fact do not know.~The use of revision levels, issue date:
s, edition numbers, or some other identifier should be used to distinguish one
Ulso, if policy and procedures haye ;rev.” on them, it should be clear whether
d or revised. Many P & P are to be reviewed annually, but if there is no chang

‘otocols, work instructions,yequipment operating instructions, regulations, loca
rams, and treatment plans.

Ure the
ed

ws,
ersion
this

e the

sion stays the same. Examples-of documents include: meeting minutes, procedures,

/

1SO 9001:2000,
4.2.4 Control o
Records shall b

effective operat
retrievable. A dq

Quality management systems — Requirements
f records
b establishéd and maintained to provide evidence of conformity to requirements and of

on of the quality management system. Records shall remain legible, readily identifiablg
cumented procedure shall be established to define the controls needed for the identifi

the
2 and
Cation,

storage, protect

faot ] + 'H F'H -l HH £ <l
VI, Tourevdr, TOLCTIUuuIT e airiu UlopuUoltivlT Ul TTULUTUO.

4.2.4 Control of records — Supplemental
Quality records in health service (see 3.1.6) include the patient/client health record (see 3.1.12) and
others including calibration, maintenance, training, survey, audit, inter-rater reliability and
credentialing/privileging, licensing, certifications, and other competency records. Quality records
should be maintained to also provide evidence of conformance to regulatory requirements.

protocols, procedures, contracts and payer requirements. The organization should record any
adverse events (see 3.1.1). The organization should assure the legibility and accuracy of all data
and records, for example clinicians’ orders, prescriptions, nurses’ notes.

12
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What to look for:

Are all records needed to support the quality management system identified and complete? Are these
records readily available if needed? Is all information complete? Are there records to support the

activity

performed?

Guidance/example(s):
Records differ from other forms of documentation in that they prove that required work was
performed and record results. Medical records describe the care process for the individual patient.
They should allow for an evaluation of how well the process has been carried out, and whether it has

vy

WA 1:2005(E)

produc
additio
records
quality
correct
evidend
and cof
and log

4.3 Us

To lead
manner
manage

These p
improve
Internati

a) Custs

Organiz
needs, {

N

b) Leadgrship

Leaders]
internal

dHhe-desired-onteome—Examples-of-recordstosupportthe-gratitymanagenter
1 to the patient health record, are: lab results, imaging results, admitting recop

purchase requisitions and purchase orders, calibration records for measuring
indicator data, forms and checklists once completed, customer/patient/client cd
've and/or preventive action results records, internal and external audit/ surve)]
e of management reviews, quality planning records, personnel records (includi
npetence) records, records of equipment and facility maintenange, billing and ¢
s used by various departments.

e of quality management principles

and operate an organization successfully, it is necessary to manage it in a systematic
The guidance to management offered in this International Standard is based on eight
ment principles.

rinciples have been developed for use by top management in order to lead the organiz
d performance. These quality management principles are integrated in the contents of
onal Standard and are listed below

bmer focus

htions depend on their customers and therefore should understand current and future
hould meet customer requirements and strive to exceed customer expectations.

OTE This includes interested parties (see 3.1.21).

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

t system, in

s, pharmacy
devices,

mplaints,
reports,

g training

oding records

and visible
quality

ation toward
this

customer

aintain the
objectives.

c) Invol

vement-of people

People at all levels are the essence of an organization and their full involvement enables their abilities to be
used for the organization's benefit.

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.
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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 supnliers are interdenendent and a mutually beneficial relationshin enhances t
rr Ll J L

ne

ability of both tg

Successful use
parties, such as

create value.

of the eight management principles by an organization will result in benefits to interest
improved monetary returns, the creation of value and increased stability.

pd

ISO 9001:2000,
5 Manageme

5.1 Managem

Top manageme

Quality management systems — Requirements
nt responsibility

pnt commitment

nt shall provide evidence of its commitment to the development and implementation of|

quality management system and continually improving its effectiveness by

a) communicati

requirement
b) establishing
¢) ensuring tha

hg to the organization the importance of meeting-customer as well as statutory and reg
he quality policy,
quality objectives are established,

d) conducting management reviews, and

e) ensuring the

availability of resources.

the

ulatory

5 Managems

5.1 General ¢

nt responsibility

uidance

5.1.1 Introduction

Leadership, commitment and-the active involvement of the top management are essential for developi
maintaining an gffectivesand efficient quality management system to achieve benefits for interested pa
achieve these bgnefits,.it Is necessary to establish, sustain and increase customer satisfaction. Top
management should.consider actions such as:

ng and
rties. To

establishihg-a vision, policies and strategic objectives consistent with the purpose of the organiz

Ation,

leading th

system,
participati

e organization by example, in order to develop trust within its people,

ng in improvement projects, searching for new methods, solutions and products,

processes,

creating an environment that encourages the involvement and development of people, and
provision of the structure and resources that are necessary to support the organization's strategic plans.

communicating organizational direction and values regarding quality and the quality management

obtaining feedback directly on the effectiveness and efficiency of the quality management system,
identifying the product realization processes that provide added value to the organization,
identifying the support processes that influence the effectiveness and efficiency of the realization

Top management should also define methods for measurement of the organization's performance in order to
determine whether planned objectives have been achieved.

14
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Methods include

— financial measurement,

—  measurement of process performance throughout the organization,

—  external measurement, such as benchmarking and third-party evaluation,

— assessment of the satisfaction of customers, people in the organization and other interested parties,

— assessment of the perceptions of customers and other interested parties of performance of products
provided, and

— measurement of other success factors identified by management.
Information derived from such measurements and assessments should also be considered as input to
management review in order to ensure that continual improvement of the quality management system is
the driver for performance improvement of the organization.

5.1.2 Isisues to be considered

When developing, implementing and managing the organization's quality management(system{ management
should gonsider the quality management principles outlined in 4.3.

On the basis of these principles, top management should demonstrate leadershipin, and commitment to, the

following activities:

— undgrstanding current and future customer needs and expectations, in addition to requirements;

— prormoting policies and objectives to increase awareness, motivation\and involvement of pgople in the
organization;

— estgblishing continual improvement as an objective for processes of the organization;

— plarjning for the future of the organization and managing change;

— setting and communicating a framework for achieving the §atisfaction of interested parties

In additipn to small-step or ongoing continual improvement, top management should also consjder
breakthiough changes to processes as a way to improve the organization's performance. During such
changeg, management should take steps to ensure-that the resources and communication negded to maintain
the functions of the quality management system,are provided.

Top management should identify the organization's product realization processes, as these arg¢ directly related
to the syccess of the organization. Top.management should also identify those support processes that affect

either the effectiveness and efficiency:of‘the realization processes or the needs and expectatigns of interested
parties.

Management should ensure that'processes operate as an effective and efficient network. Management should
analyze|and optimize the interaction of processes, including both realization processes and support
processgs.

Considgration should-be given to

— ensliring that'the sequence and interaction of processes are designed to achieve the desired results
effegtively-and efficiently,

— ensyring\process inputs, activities and outputs are clearly defined and controlled,

— monitoring inputs and outputs to verify that individual processes are linked and operate effectively and
efficiently,

— identifying and managing risks, and exploiting performance improvement opportunities,

— conducting data analysis to facilitate continual improvement of processes,

— identifying process owners and giving them full responsibility and authority,

— managing each process to achieve the process objectives, and

— the needs and expectations of interested parties.

What to look for:

Are there organization charts and/or process flow charts that show reporting relationships,
accountability and how work is accomplished within the organization? Are such charts reviewed?
Are the roles and responsibilities shown clearly specified? Does the organization use a RASIC
(Responsible, Approves, Supports, Informed, Consulted) chart to accomplish this?
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Are there records that demonstrate:

care.

o o o o

Management reviews of the various inputs required in clause 5.6.
Commitment to providing adequate resources to meet customer requirements.
Management actively managing the process of change.

The establishment of organization-wide quality objectives with a target completion date?

Guidance/example(s):

Commitment to providing a balance between production efficiency and reliability/quality of

Top managem
organizational
adapting to ch

Competent ma
many sources.
organizational
collaboratively
especially thos

Management
management N
anomaly and i

Management
A RASIC char

identifies the r
be “R”), Infor

PNt 1s responsible jor governance of the organization. 1hey are responsible Jjor
nnge as knowledge increases or needs change.

nagement is key to providing excellent patient care. Such manageuient can com

strategy, implementation and maintenance of management system capableof*

The organization should identify and engage these individuals to ensure
effectiveness and efficiency, and a safe environment. Manggéement should won
to coordinate and integrate all the activities of the orgawization affecting qual
e activities designed to improve the clinical services proyided to patients.

eviews the competency of all workers-d@ud plans to maintain or increase compe

is a matrix that plots the steps of the process against the players involved and
elationship in each intersect,as either Responsible for that task (only one per td
med, Consulted, Supports-or-Approves the task.

the

e from

9
i1y,

hhould make decision based on evidence. Data is eollected and analyzed to ensyre the
as the information necessary to lead. Trends axe'reviewed to assure the data is
b representative of the process outcomes.

not an

encies.

sk can

1SO 9001:2000,
5.2 Customer f

Top manageme
enhancing custq

Quality management systems — Requirements
pcus

nt shall ensuré that customer requirements are determined and are met with the aim o
mer satisfaction.

f

5.2 Needs aq

d’expectations of interested parties

5.2.1 General

Every organization has interested parties, each party having needs and expectations. Interested
parties of organizations include

customers and end-users,
people in the organization,
owners/investors (such as shareholders, individuals or groups, including the public sector, that

have a specific interest in the organization),

16

suppliers and partners, and
society in terms of the community and the public affected by the organization or its products.
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NOTE 1 This includes interested parties (see 3.1.21), health professional (see 3.1.13) and
other health service organizations (see 3.1.8).

NOTE 2 Health service interested parties' requirements are often complex or implied and the
health service organization should define and review them at least periodically to
ensure that all requirements are met and are included in the management review
process.

5.2.2 Needs and expectations

The sucfcess of the organization depends on understanding and satisfying the current and futufe needs and
expectagions of present and potential customers and end-users, as well as understanding and' considering

those offother interested parties.

In orderfto understand and meet the needs and expectations of interested parties,.an organization should

identify its interested parties and maintain a balanced response to their needs and expegtations,
translate identified needs and expectations into requirements,

cgmmunicate the requirements throughout the organization, and

forus on process improvement to ensure value for the identified interested parties.

NQTE 1 In determining the needs and expectations of patient/clients, health professionals
should assess the patient/client’s understanding of the expected outcomes and results
of care. Likewise, the patient/clienthas git¢obligation to provide the health
professional with relevant information.and concerns.

To satisfy customer and end-user needs and expectations, the management of an organization should

understand the needs and expectations of its.customers, including those of potential customers,
dgtermine key product characteristics forits customers and end-users,

NQTE 2 This includes interested pdrties (see 3.1.21), health professionals (see 3.|I.13) and
other health service.oxganizations (see 3.1.8).

NOTE 3 Health service organizations should define who their customers are in drder to
develop indicators to monitor if the customer (see 3.1.3) requirements qre being met
and if they,are satisfied.

identify and assess competition in its market, and
identify market opportunities, weaknesses and future competitive advantage.

ExampITs of‘customer and end-user needs and expectations, as related to the organization's products,

include

conformity,
dependability,
availability,

delivery,

post-realization activities,
price and life-cycle costs,
product safety,

product liability, and
environmental impact.

NOTE 4 Examples for health service organizations may include
— access
— accountability
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effectiveness

privacy protection

credentialing, licensing, and accreditation
compliance with accepted standards of practice
data and process integrity

ines for
izations

The organization should identify its people's needs and expectations for recognition, work satisfaction, and
personal development. Such attention helps to ensure that the involvement and motivation of people are as
strong as possible.

The organizatiop-shetta-definefinanciat-and-otherresults-thatsatisfy-the-ider ations of

owners and invgstors

Management should consider the potential benefits of establishing partnerships with suppliers-ta.the

organization, injorder to create value for both parties. A partnership should be based on a joint strategy,

sharing knowledge as well as gains and losses. When establishing partnerships, an organization shoujd

— identify kay suppliers, and other organizations, as potential partners,

— jointly establish a clear understanding of customers' needs and expectations,

—  jointly establish a clear understanding of the partners' needs and expectations; and

—  set goals fo secure opportunities for continuing partnerships.

In considering its relationships with society, the organization should

— demonstrate responsibility for health and safety,

— consider ¢nvironmental impact, including conservation of energy-and natural resources,

— identify applicable statutory and regulatory requirements, and

— identify the current and potential impacts on society in general, and the local community in partigular, of
its produgts, processes and activities.

5.2.2.1 Product Safety

Due care regayding safety and relevant means to-minimize potential risks to patients/clients, dther

customers and|employees and the environment should be addressed in the organization’s quality

policy and prdctices. The organization should promote internal awareness of safety considerqtions

relative to the fservices they provide.

5.2.2.2 Product efficacy

The organization should desigy-and promote its products and services so as to produce the ogtimal

desired effect.

5.2.2.3 Secyrity

The Organiza[I n=should have g cpr’uw'fy mﬂnﬂgompnfplﬂn, with prnﬂor]urpo as. ﬂpanpViﬂfD, L

provide for the security of interested parties and health information, for example controlled access to

specified facili

NOTE:

18

ties, documents and records.

Specified facilities may include postpartum nurseries, x-ray facilities, and
laboratories or employee and patient exposures (for example SARS).
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5.2.2.4 Community service
The organization should consider the need for providing community service programs, for example
health screening, blood pressure checks, prenatal care, cholesterol screens.

5.2.2.5 Social responsibility

The organization should consider its social responsibility and its role in a community health service
system (for example emergency services and preparedness for external disasters, risk management
and recovery plans).

5.2.3 Statutory andregulatory requirements

Management should ensure that the organization has knowledge of the statutory and regulatony requirements
that apply to its products, processes and activities and should include such requirements-as pgrt of the quality
management system. Consideration should also be given to
— the promotion of ethical, effective and efficient compliance with current and prospective requirements,
— the benefits to interested parties from exceeding compliance, and

— the [ole of the organization in the protection of community interests.

5.2.4 |Patient/client care practices
Health services organizations should establish and maintaintheir quality system to align as

appropliate with legislation, regulations, codes, standards and directives affecting the|quality of
health §ervice and supporting services.

What to look for:
Is the grganization’s customer (for example padient, client, resident) offered accessiblg, safe,
appropriate care? Does the organization have clear procedures for dealing with custpmers
including handling of complaints or suggestions? Is there evidence that:

The policy, mission and goals with plans are made public

The spiritual, cultural and psychosocial needs have been addressed

Pain management is_adequate

Relevant information is provided and informed consents obtained

Staff is competent in customer relations

Patient/cliént 7ights have been communicated

The confidentiality of personal health information has been ensured
Patient/client wishes or preferences have been complied with as practical

Has thd erganization identified the statutory and regulatory requirements for their typ¢ of business?
Do the : 5 ; F 5 ; roTT T —or quarantine

issues? Are there documented processes to assure the persons involved are able to work within the

legal and statutory requirements?

Guidance/example(s):

The organization should consider customer/patient wishes and plan care in consultation with the
customer/patient as far as possible. The customer should be informed of his/her diagnosis and the
available methods of treatment in a manner they can understand.

The organization should provide for communication and coordination with those outside the

organization such as public and private health agencies and providers to advance the health of the
community.
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Government regulations pertaining to safety and environmental impacts should be available and
current. Any regulations relative to transporting medical supplies, pharmaceuticals, or people are
noted and current. Records should be defined in the documented processes to ensure evidence of
compliance with regulations and/or accreditation criteria.

1ISO 9001:2000,

Quality management systems — Requirements

5.3 Quality policy

Top manageme

nt shall ensure that the quality policy

a) is appropriat

b 10 the purpose of the organization,

b) includes a cgqmmitment to comply with requirements and continually improve the effectiveness of. the
quality management system,

c) provides a framework for establishing and reviewing quality objectives,

d) is communicpted and understood within the organization, and

e) is reviewed fpr continuing suitability.

5.3 Quality pglicy

Top management should use the quality policy as a means of leading the organization toward improvgment of

its performance

An organization|s quality policy should be an equal and consistent part.of the organization's overall policies

and strategy.

NOTE |In some instances, the “vision” or “mission” statement could meet the requirements
for the quality policy if they can be intérpreted to address a focus on the custorqer and
the need for continual improvement:

In establishing the quality policy, top management should consider

— the level and type of future improvement'needed for the organization to be successful,

— the expegted or desired degree of customer satisfaction,

— the develppment of people in the organization,

— the needq and expectations of other interested parties,

—  the resoufces needed to go beyond ISO 9001 requirements, and

— the potential contributions.6f suppliers and partners.

The quality poli¢gy can be used for improvement provided that

— itis consigtent with{top management's vision and strategy for the organization's future,

— it permitsjquality‘ebjectives to be understood and pursued throughout the organization,

— it demonstratés'top management's commitment to quality and the provision of adequate resources for
achievemehtof objectives,

management,

and other
it is effect

interested parties, and
ively formulated and efficiently communicated.

As with other business policies, the quality policy should be periodically reviewed.

What to look for:

Does the quality policy address the requirements of clause 5.3 and include appropriate references in
the quality manual? Does the workforce know the key points of the quality policy and the relevance

to their jobs?

20

Is the quality policy appropriate for the organization?
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Guidance/example(s):

The organization should have a concise quality policy statement that is easy to remember by the
workforce. It should give direction for the organization and is focused on the core issues. The key
points should lead to quality objectives as required below. The quality policy should not have
grandiose claims that are not easily evaluated or measured. Example: “To provide the world’s best
care for ...”

1ISO 9001:2000, Quality management systems — Requirements

5.4 Plapning

5.4.1 Quality objectives

Top management shall ensure that quality objectives, including those needed to meet'requirements for
product, are established at relevant functions and levels within the organization. . The quality objectives shall
be measurable and consistent with the quality policy.

5.4 Planning
5.4.1 Quality objectives

The organization's strategic planning and the quality policy pravide a framework for the setting|of quality
objectives. Top management should establish these objectives, leading to improvement of theg organization's
performance. The objectives should be capable of being.measured in order to facilitate an effeftive and
efficient[review by management. When establishing these objectives, management should als¢ consider

— current and future needs of the organization and the markets served,
— relevant findings from management reviews;

— current product and process performance,

— evels of satisfaction of interested parties,

— self-assessment results,

— benchmarking, competitor analysis, opportunities for improvement, and
— resources needed to meet the objectives.

The quglity objectives should be)communicated in such a way that people in the organization dan contribute to
their achievement. Responsibility for deployment of quality objectives should be defined. Objegtives should be
systematically reviewed.and revised as necessary.

What to look far:
Is therd morethan one quality objective? Are the quality objectives measurable, implhjing some
target tp bé achieved over a specified time frame? Are the quality objectives found at rglevant levels
and functions within the organization? Does each department or division have quality pbjectives that
are subsets of the organization wide objectives?

Are the organization’s quality objectives included or referenced in the organization’s business plan

(see 5.4.3)?

Guidance/example(s):

Examples of quality objectives include reduction in medication errors, lead time for patient services,
errors per unit (where unit can be a report, a time period), cycle time to administer care or procure
supplies, and various rates of indicators of care such as nosocomial infection rate, C-section rate, or
returns to surgery rate.
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Quality objectives should be measurable and meaningful to the organization. The objectives should
link or relate to the quality policy. Quality objectives can be short term (less than a year), long term

(more than a year), or a mixture of both. Possible subjects for objectives could be: change in
nursing to patient ratio over time, improved training program outcomes, infection rate reduction
over time, improved efficiency, improved patient wait time in ER, reduce patient returns after

surgery within

72 hours, or reduce medicine errors over time.

1ISO 9001:2000,

5.4.2 Quality m

Quality management systems — Requirements

anagement system planning

Top manageme

nt shall ensure that

a) the planningof the quality management system is carried out in order to meet the requirements’ given in
4.1, as well gs the quality objectives, and

b) the integrity ¢f the quality management system is maintained when changes to the quality management
system are glanned and implemented.

5.4.2 Quality planning

Management should take responsibility for the quality planning of the organization. This planning should focus

on defining the processes needed to meet effectively and efficiently the @rganization's quality objectivgs and

requirements cd

Inputs for effect
strategieg
defined o
defined n
evaluatior
evaluatior
evaluatior
lessons lg
indicated
related rig

Outputs of quali
needed in terms
skills and
responsib
resources
metrics fo
needs for
needs for

nsistent with the strategy of the organization.

ve and efficient planning include

of the organization,

ganizational objectives,

peds and expectations of the customers and other interested parties,
of statutory and regulatory requirements,

of performance data of the products;

of performance data of processes;

arned from previous experience,

ppportunities for improvement;-and

k assessment and mitigation data.

such as:

knowledge needed by the organization,
ility and authortity for implementation of process improvement plans,
needed,Such as financial and infrastructure,

r evaluating the achievement of the organization's performance improvement
improvement including methods and tools, and

doeumentation, including records.

ty planning for the ofganization should define the product realization and support processes

NOTE Health service organizations (see 3.1.8) should plan the stages of design where

applicable, as well as development, delivery and evaluation of health service

including support services (see 3.1.23), resource allocation, evaluation criteria, and
improvement procedures to achieve valid customer or interested party expectations
and measurable outcomes. Planning should be considered at the procedural level
and for a discrete care plan for each patient/client (see 3.1.11). The organization
should first consider what activities constitute quality planning, then document and

record accordingly.

Management should systematically review the outputs to ensure the effectiveness and efficiency of the
processes of the organization.
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|
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Business planning

WA 1:2005(E)

The organization should conduct strategic business planning resulting in a comprehensive business
plan. The business plan should be a controlled document and include for example:

emergency response time, health, safety and environmentat.issues

[ ]
° ﬁn
L 2
[ ]
[ ]
[
mé
e Ju
e Re
° qu
° cuj
qu
o e
red
® 7is
Goals (
determi
be used
collecti
Method

is followed and communicated throwghout the organization as appropriate.

5.4.4

The org
plannin

N

market-related issues

ancial planning (for example budgeting, variance reports, re-forecasting)

growth projections and strategies
plans for facilities

cost objectives

out-sourced functions, for example health professionals (3.1.13), diagnostic imaging, bio-

dical enigineering services, purchasing, laundry, 11
man resource development
search and development (R & D) plans, projections, and projects with appropr.
ulity objectives / indicators including cost of poor quality
i tomer satisfaction plans, for example time spent with health professionals (3.1
pstions

internal quality and operational performance measurables, for example i
dmission rates, staff hours/procedure, immunizatiof )rates,

e management and/or corporate compliance activities (see 7.3.1)

nd plans should cover short-term (1-2 years)and longer-term (3 years or mor
ne current and future customer expectations should be in place. An objective |
[ to define the scope and collection of information, including the frequency a
O71.

s to track, update, revise, and keview the plan should be documented to ensun

Error proofing
anization should utilize appropriate error proofing (see 3.1.5) methodologies d
o of care, proceSses, and facilities to prevent adverse events (see 3.1.1).

OTE Sonte-common examples for health service would be the use of unique co
for'various medical gases, shielded hypodermic needles, automated extd
defibrillators that will only defibrillate in the presence of ventricular fib
automatic lockout of measurement equipment if internal quality control

ate funding
13) answering

jifection rates,

appointmenyt availability,

). Methods to
brocess should

nd methods of

e that the plan

uring the

upling devices
rnal

rillation,
specifications

are Mot TeT, and eiecITonic Prescription entry.

What to look for:
Long-term plan:

© Copyrig

customer/patient across the care continuum?
record?

these notes before providing service?

ht 2000, 2004, 2005 ISO, AIAG

Is there a defined process to integrate and coordinate the care provided to each
Is the care provided to each customer/patient is planned and noted in that patient health

Does each care provider have access to the notes of the other care providers and reviews
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revised when indicated?

methods to support the practice of evidence-based medicine?

Are methods to standardize care processes developed by the clinical providers in the

organization or reviewed and adopted from outside sources?

Guidance/example(s):

Planning shou

e (linicq
policy
profess
profess
emergd
oversig

compli

Planning shoul
applicable ind)
Outsourced wq
controls and o

Plans should 1
using float pod
indicates that |
performance d

The organizati
plans and prod

The organizati
business-critid

There are man
design, workpl
should be incol
down stream i

ld include as applicable:

Is the care of each customer/patient reassessed and the customer/patient’s plan of care

Do clinical providers, when appropriate, implement clinical practice guidelines and other

1 planming

levelopment

ional ethics

ional development

ncy or disaster preparedness

ht of quality of the organizations products and/or services
nnce issues related to regulatory and payer criteria.

/d result in products and/or services that are uniform.and coordinated between
viduals and/or departments. Processes should be repeatable and reproducibld
rk should also be designed to be seamless to the.@rganization and subject to th
ersight as those designed to be internal.

ninimize the use of temporary clinical providers and develop slack for the shifts
Is or cross training. The total work hours should be limited to reasonable hour,
brolonged periods of wakefulness:(Such as 17 hours without sleep) can produce
ecrements equivalent to a blood glcohol concentration of 0.05 per cent.

on’s cross-functional leadepship should work collaboratively on the organizati
esses. The plans should be reviewed with a case manager if possible.

on’s business planincludes a capital plan for the upgrading or replacement of
] systems, buildings or components.

y reasos_for error such as human error, misunderstanding, misidentification,
ace design, fatigue, or poor ergonomics. Where possible error proofing device
yporated into hardware to prevent errors from being made, being accepted or p

PR VAo Yerel

g same

by
5. Data

bn’s

ervice
s
assed

1iaa
NPT OCTS5™

Checklists, also known as clinical pathways or care maps, can be used to error proof processes.
They should be based on best practice protocols and be used to guide patient care and record notes.

Such documen

ts should become part of the patient health record.

1ISO 9001:2000,

Quality management systems — Requirements

5.5 Responsibility, authority and communication

5.5.1 Responsi

bility and authority

Top management shall ensure that responsibilities and authorities are defined and communicated within the

organization.
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5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

WA 1:2005(E)

Top management should define and then communicate the responsibility and authority in order to implement

and mai

ntain an effective and efficient quality management system.

People throughout the organization should be given responsibilities and authority to enable them to contribute
to the achievement of the quality objectives and to establish their involvement, motivation and commitment.

5.5.1.1 Responsibility and authority - Supplemental

The per.
be free Y
systems

The resj
service
problem
unmet.

Manage
and resjl
minutes

What

Has md
know th
process

Guida
Respon
organi
given d

Docum
confide
provide

vonnel who manage, perform, and verify work affecting the quality of health service (sd
ithout reprisal to identify, report, record, and solve, as appropriate, problems where
have not met specified requirements or the needs of patient/clients and/or interested p¢

onsibility and authority of all those in health service organizations who verify the qua
hould be documented. Appropriate actions should be defined in order:ta identify, rec
s for patient/clients and other interested parties whose customer (see€>3.1.3) needs or o

ment should ensure that mechanisms are in place to communicate information on patid
onsibilities, for example posting in prominent areas, e-mail on Intranets, or in recordq

fo look for:

nagement defined the responsibilities and~authorities for the various jobs? Do
e responsibility and authority for the job they are performing? Has manageme
for communicating to the patient/client their responsibilities and authorities?

nce/example(s):

sibility and authority may, be defined in job descriptions, procedures, organizat,
ation policies, or separate documents that management provides. The patient/c,
bcuments, trained,cor-told their rights.

entation for mopitoring the compliance with regulatory requirements, for examj
ptiality of patient data, controlled substances, licensing and credentialing of cli
s is avdilable.

e 3.1.6) should
health service
urties.

/ity of health
rd, and solve
bligations are

bnt/client rights
bd meeting

the people
it defined the

jon by-laws,
lients may be

ble
nical

1ISO 900

1:2000, Quality management systems — Requirements

5.5.2 Management representative

Top management shall appoint a member of management who, irrespective of other responsibilities, shall

have responsibility and authority that includes

a) ensuring that processes needed for the quality management system are established, implemented and
maintained,

b) reporting to top management on the performance of the quality management system and any need for
improvement, and

c) ensuring the promotion of awareness of customer requirements throughout the organization.

NOTE The responsibility of a management representative can include liaison with external parties on
matters relating to the quality management system.

© Copyrig
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5.5.2 Management representative

A management representative should be appointed and given authority by top management to manage,
monitor, evaluate and coordinate the quality management system. This appointment is to enhance effective
and efficient operation and improvement of the quality management system. The representative should report
to top management and communicate with customers and other interested parties on matters pertaining to the
quality management system.

What to look for:

Has the organization appointed the management representative and communicated this to the
organization?

Guidance/example(s):
Evidence can be a letter, an email, spelled out in the quality manual, or in a job descripfion.

1ISO 9001:2000, Quality management systems — Requirements

5.5.3 Internal communication

Top management shall ensure that appropriate communication channels are“established within the
organization ang that communication takes place regarding the effectiveness of the quality managemgnt
system.

5.5.3 Internal gommunication

The management of the organization should define and implement an effective and efficient process for
communicating the quality policy, requirements, objectives and accomplishments. Providing such inforation
can aid in the ofganization's performance improvement’and directly involves its people in the achievement of
quality objectivgs. Management should actively encourage feedback and communication from people |n the

organization asa means of involving them.

Activities for comnmunicating include, for example

— managenmnjent-led communicatiop-in.work areas,

—  team briefings and other meetings, such as for recognition of achievement,
— notice-boards, in-house journals/magazines,

— audio-visyal and electronic)mnedia, such as email and websites, and

—  employe€| surveys and‘suggestion schemes.

NOTE [ |Examptes of use of electronic media in health service include information systgms
database of recommended care protocols, relational databases for drug interagtions,
the quality manual, policy and procedure manuals, laboratory records, the
patient/client health record (see 3.1.12) information, computer aided training, use of
the internet-based standards, codes, and regulations, and document control systems.

NOTE 2 The use of electronic “mail” within the organization may be an effective and efficient
means for internal communications. Document and data control applies to these files
and data also.

What to look for:

Is there evidence of a process to communicate to the employees the information needed to function
efficiently and effectively? Is there a way to prevent certain information that is not needed from
being disseminated throughout the organization?
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Are responsibilities for cooperation and coordination in the care of the customer
(patient/client/resident) among staff including their interface with other units or areas of
responsibility documented?

Is patient information recorded electronically in a secure system to comply with confidentiality
regulations?

Guidance/example(s):
Management has established means to communicate via electronic messages, bulletin boards, policy,

p;ﬁoced1 Les., namm/ph‘prc, mnf]fngc la pmp]nyppc) or minufchanm mpoﬁngc where verbgl

commupications were passed on.

To facilitate electronic communication, the organization should use availablestandards for

informqtion structures, such as ISO/TC 215 Health Infomatics. The structure-of informgation should

include|at least the following categories:

1) Geperal and organization-specific knowledge, examples: surgeon-privileges readily available,
dryg interactions,

2) Patient/Client-related information, for example patient heatth’record, orders, refefrals, lab
results; and

3) Intgrnal process documentation that aids in managemént of the staff and facilities.

1ISO 9001:2000, Quality management systems — Requirements

5.6 Mapagement review
5.6.1 General

Top management shall review the organization's quality management system, at planned interyals, to ensure
its continuing suitability, adequacy and-effectiveness. This review shall include assessing oppdrtunities for
improvement and the need for changes to the quality management system, including the quality policy and

quality gbjectives.

Recordqd from management\eviews shall be maintained.

5.6 Mgnagementreview

5.6.1 Ggneral

Top mapagement should develop the management review activity beyond verification of the effectiveness and
efficiency of the quality management system into a process that extends to the whole organization, and which
also evaluates the efficiency of the system. Management reviews should be platforms for the exchange of new
ideas, with open discussion and evaluation of the inputs being stimulated by the leadership of top
management.

To add value to the organization from management review, top management should control the performance
of realization and support processes by systematic review based on the quality management principles. The
frequency of review should be determined by the needs of the organization. Inputs to the review process
should result in outputs that extend beyond the effectiveness and efficiency of the quality management
system. Outputs from reviews should provide data for use in planning for performance improvement of the
organization.
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NOTE This review of the quality system should include the review of all elements of the
quality management system including health service policies, procedures, work
instructions and support systems, system performance indicators, interested party
satisfaction, assessment criteria, evaluation results including results from health

record reviews, compliance to ISO 9001:2000 requirements when certified, and

continual improvements. These reviews should be recorded.

What to look for:

Is there evidence that management review meetings have taken place? Are the management review
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Quality management systems — Requirements
put

hagement review shall include information on
audits,

feedback,

erformance and product conformity,

d)  status of
e) follow-up
f) changes
g) recomme

Feventive and corrective actions,

ctions from previous management reviews,
hat could affect the quality management system, and
hdations for improvement.

5.6.2 Review i

Inputs to evaluate efficiency as welhas effectiveness of the quality management system should consid

customer and o

hput

status an
status of

results of jaudits and self-assessment of the organization,
feedback jon the(satisfaction of interested parties, perhaps even to the point of their participation
market-reJated factors such as technology, research and development, and competitor performa

her interested-parties and should include
results of guality objectives and improvement activities,
anagement review action items,

or the

nce,

new oppo
control of

results frormmoenchmrarkingactivities;
performance of suppliers,

rtunities for improvement,
process and product nonconformities,

marketplace evaluation and strategies,
status of strategic partnership activities,
financial effects of quality related activities, and
other factors which may impact the organization, such as financial, social or environmental conditions,

and relevant statutory and regulatory changes.

What to look for:

Is there an agenda, prepared before the meeting occurred, of what was to be reviewed by
management?
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Guidance/example(s):
Some organizations use an agenda template that contains the typical inputs (5.6.2) and then special
items are listed under new business.

ISO 9001:2000, Quality management systems — Requirements
5.6.3 Review output

The output from the management review shall include any decisions and actions related to
a) improvement of the effectiveness of the quality management system and its processes,

b) imprn\/nmnnf of prndlmf related to customer rnqnirnmnn’re’ and

c) resolrce needs.

5.6.3 Review output

By extemding management review beyond verification of the quality management\system, the ¢utputs of
management review can be used by top management as inputs to improvementprocesses. TqQp management
can use|this review process as a powerful tool in the identification of opportunities for performgnce
improvement of the organization. The schedule of reviews should facilitate the timely provision|of data in the
context pf strategic planning for the organization. Selected output shodld)be communicated to femonstrate to
the people in the organization how the management review process l€ads to new objectives thiat will benefit
the orgdnization.

Additionjal outputs to enhance efficiency include, for example

—  performance objectives for products and processes,

—  performance improvement objectives for the organization,

—  appraisal of the suitability of the organization's-structure and resources,
—  stfategies and initiatives for marketing, products, and satisfaction of customers and othef interested
parties,

— logs prevention and mitigation plans foridentified risks, and

— information for strategic planning for'future needs of the organization.

Recordg should be sufficient to proyide for traceability and to facilitate evaluation of the management review
process|itself, in order to ensure ifs continued effectiveness and added value to the organizatign.

What to look for:

See abqve notes for réview inputs.

Guidance/example(s):
See preyious:section’s notes for examples.

ISO 9004:2000;,-Quality-management-systems—Regtirements

6 Resource management

6.1 Provision of resources

The organization shall determine and provide the resources needed
a) to implement and maintain the quality management system and continually improve its effectiveness, and
b) to enhance customer satisfaction by meeting customer requirements.
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6 Resource management

6.1 General guidance
6.1.1 Introduction

Top management should ensure that the resources essential to the implementation of strategy and the
achievement of the organization's objectives are identified and made available. This should include resources
for operation and improvement of the quality management system, and the satisfaction of customers and
other interested parties.

Resources may[be people, INfrastructure, Work environment, Information, sUppiiers and partners, natutal
resources and flnancial resources.

NOTE The organization should consider patient/clients, patient/client’s family.and cloye
relations, and community, as local law and regulations allow, as additional reyources
that can have significant impact on care outcomes.

6.1.2 Issues tg be considered

Consideration should be given to resources to improve the performance of the 6rganization, such as:
—  effective, efficient and timely provision of resources in relation to opportunities and constraints,
— tangible résources such as improved realization and support facilities,

— intangible|resources such as intellectual property,

—  resourceq and mechanisms to encourage innovative continuakimprovement,

— organization structures, including project and matrix management needs,

— informatign management and technology,

— enhancement of competence via focused training, education and learning,

—  developmient of leadership skills and profiles for the future managers of the organization,

— use of nafural resources and the impact of resalirces on the environment, and

—  planning for future resource needs.

6.1.2.1 Shift resources
The organization should ensure that dnappropriate number of employees or full time equivalents are
provided for op each shift. All shifts should be staffed with personnel in charge of, or with delegated
responsibility for quality.

What to look for:
What process {oes mafiagement use to establish the required resources? Is there some data that is
used to determfine staffing levels, such as the overtime hours worked by nurses and physicians{? Who
is able to change the number of employees as workloads vary? What services are approved t¢ be
provided at thisfeettity?

Guidance/example(s):

A process for reviewing the resources required for personnel, facilities, and equipment. Some
establish a hierarchical structure that at various levels of commitment, different managers have
authority to approve. Some establish approvals for resource commitment by job title or description.
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1ISO 9001:2000, Quality management systems — Requirements
6.2 Human resources

6.2.1 General

Personnel performing work affecting product quality shall be competent on the basis of appropriate education,
training, skills and experience.

6.2 People

6.2.1 Involvement of people

Management should improve both the effectiveness and efficiency of the organization, inctuding the quality
management system, through the involvement and support of people. As an aid to achjeving its performance
improvement objectives, the organization should encourage the involvement and.development|of its people
— by providing ongoing training and career planning,
— by defining their responsibilities and authorities,
— by establishing individual and team objectives, managing process perfermance and evaluating results,
— by facilitating involvement in objective setting and decision making,

— by recognizing and rewarding,

— by facilitating the open, two-way communication of information,

— by continually reviewing the needs of its people,

— by creating conditions to encourage innovation,

— by ensuring effective teamwork,

— by communicating suggestions and opinions,

— by using measurements of its people's satisfaction, and

— by investigating the reasons why people joincand leave the organization.

NQOTE This section is applicable to-employed and subcontracted staff-

What to look for:

Is the number and types of staff needed specified using a cross-functional process involving
managément from all affected, fiinctions/disciplines?

Are thelhours worked pep week per employee limited to avoid errors caused by fatigue

Does alnurse leader or physician have the right to refuse additional patients if staffinglis below
acceptdble nuwibeérs?

Does mjanagement dedicate budgetary resources for the ongoing acquisition and maintenance of
knowledge and skills?

Guidance/example(s):
The plan for staffing should be periodically reviewed and updated as appropriate.

Work hours should be scheduled to avoid the effects of fatigue, for example slowed reaction time
and/or decreased energy. Limits on the number of shifts or hours worked per week should be

specified based upon benchmarking data from other safety-sensitive industries such as aviation.

There should be a process for allowing nursing and other providers inputs to determine the “safe”
patient load considering the level of staffing.
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1ISO 9001:2000, Quality management systems — Requirements
6.2.2 Competence, awareness and training

The organization shall
a) determine the necessary competence for personnel performing work affecting product quality,
b) provide training or take other actions to satisfy these needs,
c) evaluate the effectiveness of the actions taken,
d) ensure that its personnel are aware of the relevance and importance of their activities and how they
contribute to the achievement of the quality objectives, and
€) maintain appropriate records of education, training, skills and experience.

6.2.2 Competence, awareness and training
6.2.2.1 Competence

Management should ensure that the necessary competence is available for the effective\and efficient
operation of the|organization. Management should consider analysis of both the present and expected
competence negds as compared to the competence already existing in the orgapization.

Consideration of the need for competence includes sources such as:

—  future demands related to strategic and operational plans and objectives,

— anticipated management and workforce succession needs,

— changes fo the organization's processes, tools and equipment;

— evaluation of the competence of individual people to perform defined activities, and

—  statutory and regulatory requirements, and standards, affecting the organization and its interestgd
parties.

NOTE The interested party needs to be assured that the health service organization (see 3.1.8)
has the qualified personnel to meetthe interested party’s needs, and has placed a high
priority on competency of the people (including family and others) to whom tagks may
be assigned that affect the«care delivered to the patient/client. The certifications and
licenses held by all empleyees and subcontractors, their employment history, special
courses, continuing education, or certificates, and in-service training, as well ¢s all
data that supportsiprocedures and instructions should be recorded.

6.2.2.1.1 Credentials and health status

The organization should-ensure that all health service staff have appropriate credentials, for
example certifjcationslicenses, and professional qualifications, when required.

The organization should have proof of satisfactory health status for example tuberculosis tests, and
hepatitis B vaccination. The organization should also determine and document any known allergies
of these employees, for example latex. Other limitations that may require appropriate
accommodations should be documented.

6.2.2.1.2 Quality management and re-qualification
The organization should have human resources competent in quality management. Concepts of
variation and control should be well deployed through the work force.
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NOTE Examples of areas of competency may include the ISO 9000:2000 series, national or
international quality award programs or criteria, statistical process control,
measurement system analysis, or other third party accrediting schemes.

The organization should conduct ongoing reviews of staff, as applicable.

6.2.2.1.3 Communication skills
Management should define criteria for and ensure that all staff has adequate communication skills

including language skill where appropriate, in order to communicate with colleagues and customers
includi gpnﬁpnf clients and thfVanmi]fpc

6.2.2.2 Awareness and training

Planning for education and training needs should take account of change caused by the nature of the
organization's processes, the stages of development of people and the culture of\the organizafion.

The objective is to provide people with knowledge and skills, which, togetherwith experience, improve their
competence.

Education and training should emphasize the importance of meeting requirements and the negqds and
expectations of the customer and other interested parties. It should also include awareness of the
consequences to the organization and its people of failing to meet the requirements.

To suppprt the achievement of the organization's objectives and the development of its peoplef planning for
educatign and training should consider
—  experience of people,

— tapit and explicit knowledge,

— lepdership and management skills,
—  planning and improvement tools,
—  tepmbuilding,

—  prpblem solving,

—  cgmmunication skills,

—  cylture and social behaviouf,

—  knowledge of markets and, the needs and expectations of customers and other interestedl parties, and
—  creativity and innovation,

To facilifate the involvement of people, education and training also include
— thp vision for the future of the organization,

—  the organization's policies and objectives,

— organizational change and development,

— thg initiation and implementation of improvement processes,

—  bgnefits from creativity and innovation,

tr\ Staanization'a tmanant An ool tavi
1 OTrgarmzatroTrT o T PaC T o SUCTICTY;

— introductory programs for new people, and
—  periodic refresher programs for people already trained.

Training plans should include

—  objectives,

—  programs and methods,

—  resources needed,

— identification of necessary internal support,

— evaluation in terms of enhanced competence of people, and

— measurement of the effectiveness and the impact on the organization.

The education and training provided should be evaluated in terms of expectations and impact on the
effectiveness and efficiency of the organization as a means of improving future training plans.
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6.2.2.2.1 Ongoing training
The organization should review qualifications periodically to identify and provide necessary in-
service training to all instructors and staff to enable instruction personnel to carry out their tasks
with minimal supervision. If in-service is not available and this impairs the quality of instruction,
then a staff communication procedure within the quality system should be considered to address this.
Records should show a periodic review of training needs.

NOTE

6.2.2.2.2 1d

The organizati

and review of

patient/client (

patient/client d

should be inclyded in the patient/client health record. The organization should ensure that th

patient/client d
any.

Any instruction plan should require that conditions for learning include safe classrooms, free

health hazards

interfere with

What to look for:

Are job descril
or quality? Aj
Are staff meml
or training ned
required to md
patient/client d

Guidance/ex
Medications a
supervision of|

and identified

Specialists / I

The prerequisites, objectives, standards of assessment, instructional strategies,
necessary controls, and the materials used for instruction shall be available.

entification of patient/client's family education/training programs

nd/or family or others training as appropriate. Where applicabie) these record

nd/or family or others can demonstrate the ability to perforin prescribed activi

and physical distractions. Supporting services‘should reinforce learning and 1
he learning process.

btions and training requirements decumented for each position affecting patien
e qualifications, work history afid-training records maintained for each employ
pers periodically evaluated to determine competency and identify continuing ed,
ds? Are there records documenting that staffing is adequate in number and in
et anticipated demand?” Has the management identified a process for educating
nd their families as nécessary for proper safe care?

cample(s):

re prescribed Correctly by the physician and then dispensed accurately under th
an apprépriately licensed pharmacist or technician. The organization has sped
those-quthorized to prescribe, dispense, and administer medications.

on should use the results of an initial patient/client (see 3.1.11) evaluationtasse
he patient/client health record (see 3.1.12), if any, to identify training 'needs of
nd/or family or others as appropriate. The organization should maifitain recof

ssment
the

ds of
/s

r

ties, if

of

ot

F safety
ee?
Lcation

skills
b the

ified

tensivists those with sionificant-exneriencelexnpertiseshould be used in emered
Y (S aaav) T T Y S

care settings, such as emergency rooms and intensive care units.

The education

The organizati

of the patient/client and their family is documented in the records.

on employing regulated health professionals should be responsible to check

ncy

professional registration status at employment and have procedures with specified responsibility and
authority in place to ensure that they receive current updates from the appropriate registration
bodies of the status of such professionals.
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6.3 Infr

1:2000, Quality management systems — Requirements

astructure

The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to

product
a) buildi

requirements. Infrastructure includes, as applicable
ngs, workspace and associated utilities,

b) process equipment (both hardware and software), and
C) supporting services (such as transport or communication).

6.3 Inf

Manage
needs a
tools an

The pro
should i
a) pr
cq
dd
m
ar
ey
cq
w

b)

c)
d)

Natural
should d
the inter

N

6.3.1
The org
hazard
pathoge
those W]

\Hazardous waste handling

rastructure
ment should define the infrastructure necessary for the realization of products while co
0 equipment, support services, information and communication technologyyand transp

cess to define the infrastructure necessary for achieving effective and.efficient product
nclude the following:

pvision of an infrastructure, defined in terms such as objectives, function, performance
st, safety, security and renewal;

velopment and implementation of maintenance methods toensure that the infrastructy
pet the organization's needs; these methods should consider the type and frequency o
d verification of operation of each infrastructure elemeént, based on its criticality and us
aluation of the infrastructure against the needs and expectations of interested parties;
nsideration of environmental issues associated-with infrastructure, such as conservati
hste and recycling.

bhenomena that cannot be controlled can impact the infrastructure. The plan for the in
onsider the identification and mitigation’of associated risks and should include strategi
ests of interested parties.

OTE  Resources shouldibe-available, which describe the prerequisites, object
standards of assessment, instructional strategies, necessary controls, an
of all the materials used for instruction.

anization sheiild have a documented procedure for handling, disposal and rem
us materials, for example radioactive isotopes, sharps and/or needles, blood-b
pns, in.compliance with regulatory requirements and appropriate standards, an
ho'hay come into contact with such hazardous waste or substance.

nsidering the

nd expectations of interested parties. The infrastructure includes resources such as plant, workspace,

ort facilities.
realization

| availability,

re continues to
f maintenance
age;

bn, pollution,

rastructure
es to protect

ves, and
d mechanics

pval of any
orn
1 to safeguard

What to look for:

Is an emergency/disaster preparedness plan included in provisions for infrastructure support? Does
hazardous waste handling meet regulatory requirements and if outsourced, is quality monitored and
controlled to remain in compliance? Have personnel involved been trained in the proper handling?
Are records kept of routine reviews of the work process?.

Is a process for verifying the current procedure compliant with applicable regulations for hazardous
and toxic wastes?
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Guidance/example(s):

Water, medical gas and utility supplies should be regularly inspected, maintained, and improved as
necessary. Potable water and electrical power should be continuously available. Backup sources
should be in place and operational as noted from routine testing. Inspections and status should be
recorded and used for continuous improvement.

The organization should have any applicable Medical Waste Management standards readily
available and be in compliance with such requirements, as the majority of biomedical waste is not
hazardous.

1ISO 9001:2000, Quality management systems — Requirements

6.4 Work environment

The organization shall determine and manage the work environment needed to achieveieonformity to product
requirements.

6.4 Work enVironment

Management should ensure that the work environment has a positive influence on motivation, satisfaction and

performance of people in order to enhance the performance of the organization. Creation of a suitable{work

environment, ag a combination of human and physical factors, should.include consideration of

—  creative work methods and opportunities for greater involvement to realize the potential of people in the
organization,

—  safety rul¢s and guidance, including the use of protective equipment,

—  ergonomigs,

—  workplacg location,

—  social intgraction,

— facilities fpr people in the organization,

—  heat, humjidity, light, airflow, and

— hygiene, ¢leanliness, noise, vibration and‘pollution

—  precautidns against infection.

NOTE 1] The organizationShould also consider the needs and comfort of the patient/clignt
relative to the-criteria above.

NOTE 21 Healtheaxe institutions should install a peer support system and ensure access|to
counseling for staff members after critical incidents with patients and for routipe
ocCupational stress.

6.5 Information

Management should treat data as a fundamental resource for conversion to information and the continual

development of an organization's knowledge, which is essential for making factual decisions and can

stimulate innovation. In order to manage information, the organization should

— identify its information needs,

— identify and access internal and external sources of information,

—  convert information to knowledge of use to the organization,

— use the data, information and knowledge to set and meet its strategies and objectives,

—  ensure appropriate security and confidentiality, and

— evaluate the benefits derived from use of the information in order to improve managing information and
knowledge.
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Management should establish relationships with suppliers and partners to promote and facilitate
communication with the aim of mutually improving the effectiveness and efficiency of processes that create
value. There are various opportunities for organizations to increase value through working with their suppliers
and partners, such as:

optimizing the number of suppliers and partners,
establishing two-way communication at appropriate levels in both organizations to facilitate the rapid

solution of problems, and to avoid costly delays or disputes,

cooperating with suppliers in validation of the capability of their processes,
monitoring the ability of suppliers to deliver conforming products with the aim of eliminating redundant
Ve

rifications.

in

In

6.6.1

The org

produc

6.7 Na

Considg
organizd
significa
plans, td
effects (

6.8 Fin

Resourd

resource

plans, a

financial

el
P4

ef]

e\

couraging suppliers to implement programs for continual improvement of performanesg
rticipate in other joint improvement initiatives,
bolving suppliers in the organization's design and development activities to share Know
fectively and efficiently improve the realization and delivery processes for conforming
volving partners in identification of purchasing needs and joint strategy devetopment, a
aluating, recognizing and rewarding efforts and achievements by suppliers and partne

Supply-purchased product
anization should ensure that their staff people know how te obtain and inspect
, for example medical and operational supplies, to support quality care and ser

kural resources

tion. While such resources are often out of the direct control of the organization, they
nt positive or negative effects on its results:-The organization should have plans, or co
ensure the availability or replacement-of these resources in order to prevent or minim
n the performance of the organization:

ancial resources

e management should-include activities for determining the needs for, and sources of,
s. The control of financial resources should include activities for comparing actual usal
d taking necessary 'action.

ent should plan, make available and control the financial resources necessary to img
an effective and efficient quality management system and to achieve the organization
ent should also consider the development of innovative financial methods to support

and to

ledge and
roducts,
nd

I's.

burchased
vices.

ration should be given to the availability of natural resources that can influence the pefformance of the

can have
htingency
ze negative

financial
ge against

lement and
s objectives.
and encourage

a) internally, by reducing process and product failures, or waste in material and time, or
b) externally, by reducing product failures, costs of compensation under guarantees and warranties, and
costs of lost customers and markets.

sitively the

Reporting of such matters can also provide a means of determining ineffective or inefficient activities, and
initiating suitable improvement actions.

The financial reporting of activities related to the performance of the quality management system and product

conform

© Copyrig

ity should be used in management reviews.

ht 2000, 2004, 2005 ISO, AIAG

37


https://standardsiso.com/api/?name=bbf47ac149c0c4a47b2b79232fb7cb44

IWA 1:2005(E) Quality Management Systems — Guidelines for

process improvements in health service organizations

What to look for:

Is the work environment designed with input from those working in the facility? Does this input
include workflow, lighting, cleanliness and heating/cooling data based from benchmarking similar
jobs in other facilities or industries?

Is there a documented process for identifying information needs, defining, capturing, and analyzing
data and then converting it to information? Are data and information secured and is confidentiality

maintained where it is a specified requirement?

Is there a peer,

eartcuatais 110 nlaoo?

Are errors con
solvers?

DU POT T O yotCIi T pratts

sidered a positive opportunity for improvement and are all staff urged to-be prd

Are suppliers ytilized to assist in planning new facilities or equipment installations? Are supp,

considered “p
organization?
requirements?

Guidance/e)
There is a pro
Benchmarking
work environn

The organizati
protected agd
interdiscipling|

Regarding pat
or low temper

artners” and is the purchasing function a “win-win” for both sypplier and the
Are suppliers evaluated periodically for their capability tduneet the organizati

cample(s):

ress to get workers inputs relative to the work ettvironment when appropriate.
of similar jobs and work environments provide a sound data based decision on
ent.

on plans and implements processes to-meet information needs of stakeholders.
inst inadvertent loss or corruption: Data is shared in a timely manner with
iy functions, as needed, and within the restrictions of confidentiality.

'ent comfort, the organjzation should avoid leaving the patient for long periods
utures, which may beanecessary component of the work environment for the

operation of medical equipment.bridiagnostic procedures. The organization should also have

procedures in |

The organizati
the assignmen

place to avoid noisy conditions that might cause stress for the patient/client.

on should-strive to implement a culture of patient safety, rather than one direct,
of blawe’for errors.

blem-

Jiers

On'’s

the

Data is

in high

bd at

Terminology, abbreviations, symbols and definitions should be standardized to facilitate

communication and understanding within and among all organizations that may impact the quality
of product or service throughout the continuum of care. Uniform diagnosis and procedure codes
should be used.
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1:2000, Quality management systems — Requirements

7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the processes needed for product realization. Planning of product
realization shall be consistent with the requirements of the other processes of the quality management

system.

In plann

ing product realization, the organization shall determine the following, as appropriate:

a) quali
b) the n
c) requi
criteria f
d) reco
requiren

The out

NOTE 1
realizati
referred

NOTE 2
realizati

y objectives and requirements for the product;

eed to establish processes, documents, and provide resources specific to the product;
red verification, validation, monitoring, inspection and test activities specific to the_prod
pr product acceptance;

ds needed to provide evidence that the realization processes and resulting.product me
nents.

put of this planning shall be in a form suitable for the organization's method of operatio
A document specifying the processes of the quality management system (including th
to as a quality plan.

The organization may also apply the requirements.given in 7.3 to the development of
DN Processes.

bn processes) and the resources to be applied to a specific.product, project or contrac,

uct and the
et

Ns.

e product

can be

product

7 Pro¢

7.1 General guidance

N

7.1.1 Introduction

Top ma
the assq
While re
necessd

Huct realization

OTE  Activities undertaken.in product realization should focus on reduction
of waste, for example cost of excess inventory, poorly utilized floor spad
added procegsing, waiting or lost motion.

hagement shodld ensure the effective and efficient operation of realization and support

alization-processes result in products that add value to the organization, support proce
ry to the organization and add value indirectly.

r elimination
e, non-value

processes and

ciated process network so that the organization has the capability of satisfying its intefested parties.

sses are also

badst 1o o cacinanen Af ralatad aathitine Ay ol anth ity that hao hath ot oA A~ bt R 1A

Any pro

CT oI To o oCqUTTICC O TrCrotc TattvitC o oot uuuvu.y ot T o oottt "'P"“' oo \JML'.JM\. VIO

nagement

should define the required outputs of processes, and should identify the necessary inputs and activities

required

NOTE 1

for their effective and efficient achievement.

See section 0.2.1

The interrelation of processes can be complex, resulting in process networks. To ensure the effective and
efficient operation of the organization, management should recognize that the output of one process may

become

the input to one or more other processes.

NOTE 2 In health service, realization processes result in the outcomes and results related to
the patient/client care. They can also be those processes related to meeting other

© Copyrig

customers’ requirements such as billing for services.
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7.1.2 Issues to be considered

Understanding that a process can be represented as a sequence of activities aids management in defining the
process inputs. Once the inputs have been defined, the necessary activities, actions and resources required
for the process can be determined, in order to achieve the desired outputs.

Results from verification and validation of processes and outputs should also be considered as inputs to a
process, to achieve continual improvement of performance and the promotion of excellence throughout the
organization.

Continual improvement of the orgamzatlon S processes will improve the effectlveness and efficiency of the
quality manage i
improvement” th

at can be used to assist in the identification of actlons needed for contmual improvemg

the effectivenes|

Processes shol
Documentation
identifying
training in|

measurer
analysis,

The role of people within the processes should be evaluated in order

to ensure
to ensure
to supporf
to providg
to promot

The drive for co
the effectivenes
Increased bene
examples of me

7.1.3 Managin
7.1.3.1 General
Management sh
and other intere|

support process
needs, equipmg

sharing kmowledge and experience in teams and work groups,

s and efficiency of processes.

Id be documented to the extent necessary to support effective and efficient operation.
related to processes should support

and communicating the significant features of the processes,

the operation of processes,

hent and audit of processes, and
eview and improvement of processes.

the health and safety of people,

that the necessary skills exist,

coordination of processes,

for input from people in process analysis, and
b innovation from people.

htinual improvement of the organization’s performance should focus on the improvems
s and efficiency of processes as the means by which beneficial results are achieved.
its, improved customer satisfaction, improved use of resources and reduction of wastg
asurable results achieved by greater effectiveness and efficiency of processes.

j processes

ould identify precesses needed to realize products to satisfy the requirements of custd
sted parties'’To ensure product realization, consideration should be given to associated
es as welhas desired outputs, process steps, activities, flows, control measures, training
nt, methods, information, materials and other resources.

An operatlng plan should be defined to manage the processes, including |

input and

corrective

control of

NOTE 1

output requirements (for example specifications and resources),

activities within the processes,

verification and validation of processes and products,
analysis of the process including dependability,
identification, assessment and mitigation of risk,

and preventive actions,

opportunities and actions for process improvement, and

changes to processes and products.

Plans should include verification and validation of procedures, both for new

nt of

are

mers

proposed procedures and existing procedures to ensure the treatment plan has its
intended outcomes. The organization should have a documented procedure to define
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responsibilities and authorities for work, which cross more than one function or

department in the organization.

Examples of support processes include

managing information,

training of people,

finance-related activities,

infrastructure and service maintenance,

application of industrial safety/protective equipment, and
marketing.

N

71.3.21

The pro
formulat
external

Resoluti
and extd
through
features
monitori

Examplgs of input issues to consider include

cd
dq
eq
hd

Process
should ¢
purpose]
This evs
the effe
order to

The ma
process

OTE 2 Other examples for health service (see 3.1.6) may include preparatian
infusion, assurance that patient/client (see 3.1.11) care progresses-acca
including diagnostic and treatment procedures meet requirementsyand
fitting of implants and prosthetics.

Process inputs, outputs and review

Cess approach ensures that process inputs are defined and recotded in order to provid
ion of requirements to be used for verification and validation efutputs. Inputs can be
to the organization.

on of ambiguous or conflicting input requirements canqinvolve consultation with the aff
rnal parties. Input derived from activities not yet fully.evaluated should be subject to e
subsequent review, verification and validation. The organization should identify signifig
of products and processes in order to develop@n effective and efficient plan for contrg
hg the activities within its processes.

mpetence of people,

cumentation,

uipment capability and monitofing, and
alth, safety and work environment.

outputs that have been'yerified against process input requirements, including accepta
onsider the needs and expectations of customers and other interested parties. For ver

luation should.identify necessary corrective actions, preventive actions or potential im
tiveness and efficiency of the process. Verification of the product can be carried out in
identify variation.

nagement of the organization should undertake periodic review of process performancs
is-eonsistent with the operating plan. Examples of topics for this review include

of fluids for
rding to plan,
customizing or

e a basis for
nternal or

pcted internal
aluation
ant or critical
lling and

nce criteria,
fication

S, the outputs should be recorded and evaluated against input requirements and acceptance criteria.

brovements in
the process in

b to ensure the

re

fabitity and Tepeatabitity of the process;

identification and prevention of potential nonconformities,

adequacy of design and development inputs and outputs,

consistency of inputs and outputs with planned objectives,
potential for improvements, and

unresolved issues.

7.1.3.2.1 Planning of realization processes
Planning for patient/client (see 3.1.11) care should include a consideration of:

— in

© Copyrig

Patient/client rights

itial patient/client evaluation/assessment,
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—  specialty or ancillary treatment if required,

—  the compatibility of the design of care to the delivery of care.

—  the “error-proofing” (see 3.1.5) of the processes to minimize medical error and variances.
—  follow-up requirements to prevent recurrence and/or maintain progress.

NOTE Health service (see 3.1.6) consists of a number of processes provided along a
continuum of care, or a care chain, in which different phases of care are implemented
by public and private providers of health service involving a particular patient/client.

The effectiveness and efficiency of the care process may require the use of instructions

se of

communications between the various providers involved. This should include
clinical guidelines, care paths and protocols based upon best practice and,)yas
applicable, patient/client preference. For planning within health service'mandgement
organizations, the needs of the population of enrollees, the numbers-and types pf
health service providers needed, and geographic location of healtlr'service propiders

should be addressed.
7.1.3.3 Product and process validation and changes

Management should ensure that the validation of products demonstrates_that they meet the needs ang
expectations of customers and other interested parties. Validation activities include modeling, simulation and
trials, as well aq reviews involving customers or other interested parties.

NOTE Modeling can be used in certain health service applications, for example computer
modeling of a hand with the bone and muscle structure for use in reconstructive

surgery.

Issues to consider should include

— quality policy and objectives,

—  capability|or qualification of equipment,

—  operating|conditions for the product;

— use or application of the product,

—  disposal gf the product,

—  product life cycle,

— environmegntal impact of theproduct, and

— impact of the use of natural resources including materials and energy.

Process validation should\be carried out at appropriate intervals to ensure timely reaction to changes
impacting the p%ocess. Particular attention should be given to validation of processes

—  for high valué and safety critical products,

— where deficiency in product will only be apparent in use
—  which cannot be repeated, and

—  where verification of product is not possible.

The organization should implement a process for effective and efficient control of changes to ensure that
product or process changes benefit the organization and satisfy the needs and expectations of interested
parties. Changes should be identified, recorded, evaluated, reviewed, and controlled in order to understand
the effect on other processes and the needs and expectations of customers and other interested parties.

Any changes in the process affecting product characteristics should be recorded and communicated in order
to maintain the conformity of the product and provide information for corrective action or performance
improvement of the organization. Authority for initiating change should be defined in order to maintain control.

Outputs in the form of products should be validated after any related change, to ensure that the change has
had the desired effect.
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Use of simulation techniques can also be considered in order to plan for prevention of failures or faults in
processes.

Risk assessment should be undertaken to assess the potential for, and the effect of, possible failures or faults
in processes. The results should be used to define and implement preventive actions to mitigate identified

risks.

Examples of tools for risk assessment include

fa
re
Si

fault modes and effects analysis,

ult tree analysis,
lationship diagrams,
ulation techniques, and

re

What
Is there

Is the p
Is there

Is there
provide
to bette

proofin

Does m
and res
incentiy

Guida
The org
degree
standar

goal of|
adversd

Approp
nutritio

iability prediction.

fo look for:
a procedure for the transfer of a patient within the organization?

itient health record accessible to care providers and staff to fdeilitate commun
a high degree of computerized clinical data deployed thiqQughout the organizal

a process for validating work processes that may impact the quality of product
d? Are any other facilities or institutions consulted in an effort to design unifo
i distinguish human errors from wilful negligence and intentional misconduct?
o considered in the validation of processes?

anagement monitor work process outcomes and take corrective actions when t/|
pits are not as expected? Has theré-been consideration for a process to institut
es for error reduction?

nce/example(s):

anization should proactively participate in regional health care consortiums to

possible. Benefits should include consensus on performance measurement requ

d care sets for comnmon conditions such as diabetes, hypertension, and heart di

provider surveillance is the early detection of a downturn in the patient’s healt
event.

iatefood and nutrition is important to health. For those customers assessed td
hzisk, a plan for nutrition therapy should be implemented. The planning and d¢

cation?
ion?

or service
'm procedures
Is error

e outcomes
b rewards and

the highest
irements and
sease. The

h or of an

be a
blivery of

nutritio

TNeTapy SHOTId De @ CToSS~JinCTIONdl process. I ood CONSISTent Witll the care

lan and

appropriate for the patient’s age, cultural and dietary preferences, and allergies should be provided.

There should be a report in the patient health record when anaesthesia is provided, when surgical
and other invasive procedures are performed, and when medications are prescribed. The
organization should document those with responsibility and authority to make or revise such entries.

Examples of quality characteristics in health care include clinical effectiveness, timeliness,

availab
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ility, accessibility, and safety.
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Failure modes and effects analysis (FMEA) involve activities performed to predict the effects of
potential failures and intervene to prevent such failure from occurring or to mitigate the effects of
such failure. Fault tree analysis is a method of depicting the FMEA visually, as a tree, with the
ultimate system failure at the top and subsystem failures as branches supporting it, and component
failures at the bottom.

1ISO 9001:2000,

7.2 Customer

Quality management systems — Requirements

-related processes

7.2.1 Determination of requirements related to the product

The organizatio
a) requirements
b) requirements
c) statutory ang

h shall determine

specified by the customer, including the requirements for delivery and post-delivery a
not stated by the customer but necessary for specified or intended use, wihere known
regulatory requirements related to the product, and

d) any additional requirements determined by the organization.

7.2.2 Review o

The organizatio
the organization
acceptance of G
a) product requ
b) contract or o
¢) the organiza

requirements related to the product

h shall review the requirements related to the product. This teview shall be conducted
's commitment to supply a product to the customer (for eéxample submission of tenders
ontracts or orders, acceptance of changes to contracts’or orders) and shall ensure tha
rements are defined,

rder requirements differing from those previously.expressed are resolved, and

ion has the ability to meet the defined requirements.

Records of the fesults of the review and actions arising from the review shall be maintained.

Where the custq
confirmed by th

Where product
amended and th

NOTE In some
review can cove

7.2.3 Custome}
The organizatio

p organization before acceptance.

equirements are changed, the organization shall ensure that relevant documents are
at relevant personnel are.made aware of the changed requirements.

Situations, such as. internet sales, a formal review is impractical for each order. Instead
r relevant produetinformation such as catalogues, or advertising material.

communication
n shall détermine and implement effective arrangements for communicating with custo

information,

Ctivities,

Drior to

mer provides no documented statément of requirement, the customer requirements shall be

the

mers in

s;contracts or order handling, including amendments, and

relation to

a) product
b) enquirig
c)

customer feedback, including customer complaints.

7.2 Processe

s related to interested parties

Management should ensure that the organization has defined mutually acceptable processes for
communicating effectively and efficiently with its customers and other interested parties. The organization

should impleme
expectations of
processes shou

nt and maintain such processes to ensure adequate understanding of the needs and
its interested parties, and for translation into requirements for the organization. These
Id include identification and review of relevant information and should actively involve

customers and other interested parties. Examples of relevant process information include

competito

44

requirements of the customer or other interested parties,
market research, including sector and end-user data,
contract requirements,

r analysis,
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—  benchmarking, and
—  processes due to statutory or regulatory requirements.

The organization should have a full understanding of the process requirements of the customer, or other
interested party, before initiating its action to comply. This understanding and its impact should be mutually
acceptable to the participants.

NOTE The organization should consider both primary and support services (see 3.1.23) to the
patient/client (see 3.1.11). An example of support service would be the food service for
interested parties.

7.2.1 |Contract review
The organization should ensure that all customer contracts are subject to contragtyeview (see 7.5.1).
Examples include release of health record information forms, patient/client and/or employer

payment agreements, and third party administrator agreements.

What to look for:
Is therd a process for establishing the basis for the care plan and thatthe products or Jervices
suppliefl are medically necessary? Are there records of this in theynedical chart?

Does the patient/client understand the care plan and their responsibility and any actiops required by
them?

Is food preparation, storage, and distribution monitoied to ensure regulatory compliance?

Guidance/example(s):
Medicdl charts contain all orders and notes relative to the original orders. Patient
educatipn/explanations are documented. in-the chart.

Are all customer/patient/client requirements understood and are they considered when| appropriate
in the development of the care plan? Examples: Allergies, financial, family issues, carg after
discharnge, environmental exposures when discharged that would be adverse to the pat{ent’s health,
return Visits required by the\physician, and medications along with any adverse interadtions.

In the UIS, an example'where the patient should be involved in the release of any patient information
would be the compliance with the Health Information Portability and Accountability Art (HIPAA).

1ISO 9001:2000;-Quality management systems — Requirements

7.3 Design and development

7.3.1 Design and development planning

The organization shall plan and control the design and development of product.

During the design and development planning the organization shall determine

a) the design and development stages,

b) the review, verification and validation that are appropriate to each design and development stage, and
c) the responsibilities and authorities for design and development.

The organization shall manage the interfaces between different groups involved in design and development to
ensure effective communication and clear assignment of responsibility.

Planning output shall be updated, as appropriate, as the design and development progresses.
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7.3 Design and development

7.3.1 General guidance

Top manageme

nt should ensure that the organization has defined, implemented and maintained the

necessary design and development processes to respond effectively and efficiently to the needs and

expectations of

its customers and other interested parties.

When designing and developing products or processes, management should ensure that the organization is
not only capable of considering their basic performance and function, but all factors that contribute to meeting
the product and process performance expected by customers and other interested parties. For example, the

owld r\nnondar II'FQ r\yr\la O’!'Fﬁ{‘\l and hno“h I'Qol'rxhnhfy ||ooh|||+y USer ‘FV'IQI’\AIIY\QSS dena
' )

organization sheuld-ee

durability, ergon

7.3.1.1 Desi
A health servig
describe how
design care an

NOTE

Management al
the users of the
assess the pote
the assessment
Examples of tog

fault tree
reliability
relationsh
ranking te
simulation

What to look for:

Where is the c
organization r
the physician i

design falllt modes and effects analysis,

oot

omics, the environment, product dlsposal and identified risks.

TrOTHITTT TepPTT

lgn process
e design process should be documented. The health service design process sha
inticipated health service outcomes identified in the needs assessment are used
d its assessment.

Health service process measures may be utilized as surrogates of patient/client
outcome. For example, a design for a diphtheria immunization program would
include a measurement of immunization rate (a process) rather than surveying
incidence of diphtheria (patient/client outcome);

products and processes of the organization. Risk assessment should be undertaken t
htial for, and the effect of, possible failures er faults in products or processes. The resy
should be used to define and implement-preventive actions to mitigate the identified ri
Is for risk assessment of design and dévelopment include

hnalysis,
prediction,

ip diagrams,
chniques, and
techniques.

wre for the patient or the development of a protocol designed? Is the provider
esponsible or did they bring in the procedure or protocol from an outside sourd
s nat'an employee of the organization, but is privileged to practice there, then v

designs the ca

ability,

uld

fo

/ likely
for the

50 has the responsibility to ensure that steps arestaken to identify and mitigate potentidl risk to

D
Its of
5ks.

e? If
ho

éplan?

Does the organization specify where patient care is designed and where new protocols are

developed?

Guidance/example(s):
The surgeon goes to learn a new procedure or how to use a new piece of equipment used for surgical
procedures. When the surgeon is trained to do this new procedure, it becomes the norm for that
surgery. The surgeon is responsible for the care plan, but did not design the actual protocol used in
the surgery. The surgeon would still be design responsible in a two party agreement. The patient,

the other party, certainly did not design the care plan or the surgical procedure.
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1ISO 9001:2000, Quality management systems — Requirements
7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained. These shall include
a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development.

These inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in
conflict with-each other

7.3.2 Dgsign and development input and output

The orggnization should identify process inputs that affect the design and development of products and
facilitatd effective and efficient process performance in order to satisfy the needs‘and expectatjons of
customars, and those of other interested parties. These external needs and expectations, coupled with those
internal fo the organization, should be suitable for translation into input requirements for the design and
development processes.

Examplgs are as follows:
a) external inputs such as:
— | customer or marketplace needs and expectations,
— | needs and expectation of other interested parties;
— | supplier's contributions,
— | user input to achieve robust design and develgpment,
— | changes in relevant statutory and regulatory, requirements,
— | international or national standards, and
— | industry codes of practice;

b) internal inputs such as:
— | policies and objectives,
— | needs and expectations of-people in the organization, including those receiving the qutput of the
process,
— | technological developments,
— | competence requirements for people performing design and development,
— | feedback informration from past experience,
— | records and data’on existing processes and products, and
— | outputs from ether processes;

c¢) inputg that identify those characteristics of processes or products that are crucial to safe and proper
functjoning;and maintenance, such as:
— | (operation, installation and application,
—_ cfnragn, hnndling and dnli\/nr},/,
—  physical parameters and the environment, and
— requirements for disposal of the products.

Product-related inputs based on an appreciation of the needs and expectations of end users, as well as those
of the direct customer, can be important. Such inputs should be formulated in a way that permits the product
to be verified and validated effectively and efficiently.

The output should include information to enable verification and validation to planned requirements. Examples
of the output of design and development include

— data demonstrating the comparison of process inputs to process outputs,

—  product specifications, including acceptance criteria,

—  process specifications,

—  material specifications,

— testing specifications,
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training requirements,

user and consumer information,
purchase requirements, and
reports of qualification tests.

Design and development outputs should be reviewed against inputs to provide objective evidence that outputs
have effectively and efficiently met the requirements for the process and product.

NOTE  Design in health service (see 3.1.6) may include the creation or revision of care and
service programs, guidelines, care paths, patient/client treatment parameters,
research and treatment protocols, training materials, as well as customization or
modification of devices and other products or procedures.

7.3.2.1 Fac
The organizati
plans. Plans §
prevention of 1

lity and equipment planning

on should use a multi-disciplinary approach for developing facility and equipm
ould address patient/client privacy and safety, the need for sterilization and th
nfection as appropriate. Facility layouts should minimize travel and handling.

ent
e
The

organization s

NOTE

The organizati
(see 3.1.3) int

weather activi

What to look for:

When an orga
or procedure)
way to implem
organization s

exclude elemept 7.3 of ISO 9001.c.See the explanation above about a surgeon learning a new

procedure.

Facility plans
charts (which
Analysis (FMH
maintenance p

ent a pathway, protocol,.or)procedure then the element 7.3 applies. If the

hlould ensure the ability of staff to monitor patient/client load.

Consideration should be given to determination of the optimum size of facilitie
equipment during the planning phase in order to aghieve efficient operations.

on should prepare contingency plans to reasonably protect employees and cust,
he event of emergency, such as utility interimption, key equipment failure, or ex
. Plans should also address security and sound privacy.

hization designs (does medical research and the outcome is a new pathway, pro
the requirements of element .3 apply. When the organization develops a differ

trictly applies known techinology, protocols, pathways, or procedures then it mqg

should be dpcumented. Applicable documents include floor plans, RASIC or R
lefine roles and responsibilities), work or job instructions, Failure Mode and E
[A) forms, visual controls, meeting minutes, ergonomic studies, preventive
lans and records, equipment manuals supplied from the manufacturer or suppli

v and

omers
f[reme

tocol,
ent

y

1SCI
ffects

er,

internal audit

FeCOTds, CHAaracleriSTIC Malrices, emergency preparedness ariit plans and reco

ds.

Facility planning should include multidisciplinary teams to review and recommend work flow, floor
plans, equipment necessary, and other related issues before physical implementation of the plans

begins.

Facility layouts should support efficient/effective patient care sequences with minimal traveling and
handling.
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Guidance/example(s):

The organization should determine if design and development apply. If not, the justification should
be documented to assure the customer/patient/client understands. When the design and development
element is appropriate, there should be procedures about how design is to be reviewed and approved
prior to implementation. Records of design reviews, verification, and validation should be available.

The organization plans should address the following:
1. Safety — Buildings, grounds, equipment and support systems should not pose a hazard to

employees, patient/clients, or visitors.
2. Security— prnporfy, pnﬁont Plionfc, visitors and data should be anfDr*for]Janm harm or loss,

inclyding disasters.
3. Hazdrdous Materials — Handling, storage, transportation, and use of radioactive or|other
hazdrdous materials should be managed for safety and proper disposal.
4. Emergencies — Responsibility and authority is defined for all persons inyotved in emjergency
activities due to disasters.
5. Fire|Safety — Property, employees, patient/clients and visitors should.be protected fijom fire and
smoke. Routine drills are held to assure proper response.
6. Medical Equipment — Equipment should be selected, maintained, calibrated, and us¢d such that it
reduyes risks and improves patient/client safety.
7. Utility Systems — Electrical, water, telephone, sewer and-other utilities should be mdintained such
that they are capable to respond to disasters or thereis’a back-up plan to assure palient/client

safety.

1ISO 9001:2000, Quality management systems — Requirements

7.3.3 Dgsign and development outputs

The outputs of design and development shall be provided in a form that enables verification against the design
and development input and shall be.approved prior to release.

Design @and development outputs shall

a) meefthe input requirements-for design and development,

b) provide appropriate infermation for purchasing, production and for service provision,
¢) contain or reference¢product acceptance criteria, and

d) spec|fy the characteristics of the product that are essential for its safe and proper use.

7.3.3 Dgsign and-development review

Top management should ensure that appropriate people are assigned to manage and conducf systematic
reviews 10 determine that design and development objectives are achieved. These reviews may be conducted
at selected points in the design and development process as well as at completion.

Examples of topics for such reviews include

— adequacy of input to perform the design and development tasks,

—  progress of the planned design and development process,

— meeting verification and validation goals,

— evaluation of potential hazards or fault modes in product use,

— life-cycle data on performance of the product,

—  control of changes and their effect during the design and development process,
— identification and correction of problems,

—  opportunities for design and development process improvement, and

—  potential impact of the product on the environment.
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At suitable stages, the organization should also undertake reviews of design and development outputs, as well
as the processes, in order to satisfy the needs and expectations of customers and people within the

organization wh
expectations of

o receive the process output. Consideration should also be given to the needs and
other interested parties.

Examples of verification activities for output of the design and development process include

deficienci

comparisons of input requirements with the output of the process,

comparative methods, such as alternative design and development calculations,

evaluation against similar products,

testing, simulations or trials to check compliance with specific input requirements, and
evaluation against lessons learned from past process experience, such as nonconformities and

alN

NOTE 1

Validation of thg
and use by cust

NOTE 2

Participation by
validation
validation
validation

Verification activities should be used to monitor on-going care in relatigu o p
care, prognosis and duration of treatment to reach maximum medicalimprove

output of the design and development processes is important for the suceessful recef
omers, suppliers, people in the organization and other interested parties.

When appropriate, validation is conducted in the end—users  environment. Exar
in health service are different reactions to medications by different people, tolq
to pain by different people, physical condition beforéxand after therapy.

the affected parties permits the actual users to evaluate the output by such means as
of engineering designs prior to construction, installation or application,

of software outputs prior to installation or use,»and

of services prior to widespread introductiop.

Partial validatiofp of the design and development outputs may be necessary to provide confidence in th

future applicatio

Sufficient data s
development m
process a
usability @
adequacy
failure inv|
future deg

7.3.3.1 Sele

Determination

n.

hould be generated through verification and validation activities to enable design and
bthods and decisions to be keviewed. The review of methods should include

nd product improvement,

f output,

of process and review records,

estigation activities/and

ign and development process needs.

cting-care approaches
of th& appropriate care should include review of the most current relevant clin

guidelines, tre

lanned
ment.

tion

nples
rance

eir

cal
ecord

himent techniques, procedures, and/or protocols, and the patient/client health r

(see 3.1.12), if any. The care selected should be recorded in the care plan (see 3.1.2).

What to look for:

See notes above for design and development.

Guidance/example(s):
See notes above for design and development. When new medications or equipment are considered
for use in a facility, a process to evaluate, pilot, and re-evaluate these items is in place.
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1ISO 9001:2000, Quality management systems — Requirements

7.3.4 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangements

a) to evaluate the ability of the results of design and development to meet requirements, and

b) to identify any problems and propose necessary actions.

Participants in such reviews shall include representatives of functions concerned with the design and
development stage(s) being reviewed. Records of the results of the reviews and any necessary actions shall
be maingaired-

7.3.5 Dgsign and development verification
Verificafjon shall be performed in accordance with planned arrangements to ensure_that the dgsign and

development outputs have met the design and development input requirements<Records of the results of the
verificatlon and any necessary actions shall be maintained.

7.3.6 Design and development validation
Design @and development validation shall be performed in accordance*with planned arrangemehts to ensure

that the resulting product is capable of meeting the requirements for the specified application dr intended use,
when krlown.
Wherever practicable, validation shall be completed priorio the delivery or implementation of the product.

Recordq of the results of validation and any necessary actions shall be maintained.

7.3.7 Control of design and development changes

Design and development changes shall be identified and records maintained. The changes shall be reviewed,
verified and validated, as appropriates:and approved before implementation. The review of desjgn and
development changes shall include'evaluation of the effect of the changes on constituent party and product
already delivered.

Recordq of the results of the review of changes and any necessary actions shall be maintained.

What to look for:

See notps abovesfor design and development.

Guidayice/example(s):
Validation should take into consideration all relevant customers including patients, practitioners,
clinicians and other involved personnel. A process that satisfies the needs of one customer may be
detrimental to another. For example, a process that provides rapid blood test results from an HIV
positive patient may at the same time unnecessarily expose lab personnel to the virus.
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1ISO 9001:2000,

Quality management systems — Requirements

7.4 Purchasing

7.4.1 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The type
and extent of control applied to the supplier and the purchased product shall be dependent upon the effect of
the purchased product on subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply product in accordance

with the organi
Records of the
maintained.

esults of evaluations and any necessary actions arising from the evaluation shall be

7.4.2 Purchasing information

Purchasing info
a) requirements
b) requirements
c) quality mana

The organizatio
to the supplier.

'mation shall describe the product to be purchased, including where appropriate
for approval of product, procedures, processes and equipment,

for qualification of personnel, and

gement system requirements.

n shall ensure the adequacy of specified purchase requirements prior to their commun

7.4.3 Verification of purchased product

The organizatio
purchased prod

Where the orga
organization sh
purchasing info

n shall establish and implement the inspection\or other activities necessary for ensurin

Lict meets specified purchase requirements.

hization or its customer intends to perform verification at the supplier's premises, the
Il state the intended verification arrahgements and method of product release in the
mation.

ished.

cation

j that

7.4 Purchasing

7.4.1 Purchasing process

Top manageme
defined and imp
products satisfy|

Use of electroni

nt of the organization should ensure that effective and efficient purchasing processes
lemented-for the evaluation and control of purchased products, in order that purchase
the organization's needs and requirements, as well as those of interested parties.

C linkage with suppliers should be considered in order to optimize communication of

requirements.

Ire

To ensure the effective and efficient performance of the organization, management should ensure that
purchasing processes consider the following activities:

unique su
considera

control of

52

timely, effective and accurate identification of needs and purchased product specifications;
evaluation of the cost of purchased product, taking account of product performance, price and delivery;
the organization's need and criteria for verifying purchased products;

pplier processes;
tion of contract administration, for both supplier and partner arrangements;

warranty replacement for nonconforming purchased products;
logistic requirements;

product identification and traceability;

preservation of product;

documentation, including records;

purchased product which deviates from requirements;
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access to suppliers' premises;

product delivery, installation or application history;

supplier development;

identification and mitigation of risks associated with the purchased product.

IWA 1:2005(E)

Requirements for suppliers' processes and product specifications should be developed with suppliers in order
to benefit from available supplier knowledge. The organization could also involve suppliers in the purchasing
process in relation to their products in order to improve the effectiveness and efficiency of the organization's
purchasing process. This could also assist the organization in its control and availability of inventory.

NOTE Purchased products could include the care provided by health professionals (see

7.4.1.1
The org

N

7.4.1.2
The org

produc

N

Purchasing control
anization should consider implementation of a “pull” system of invefitory man
those sypplies used for routine service.

OTE

' Urgently needed purchased product
anization should hate)a documented procedure for procuring urgently needed |
when required., This procedure should be a controlled document.

OTE Exauiples of provisions are sharing arrangements with another facility o

The org

bnization should define the need for records of purchased product verification, commu

31713 orService provided by otfier organizarions as well as Taw and p
materials.

A pull system of inventory management is based upon replacing materid
consumed rather than based on a forecast of futuré’ demand. To implen|
system, the organization has to determine: the optimal amount of invenf
stock item to have on hand and the optimum time to reorder based upon
lead time to replace the material. A pullsystem also uses a visually ma
“trigger” mechanism to place the order, such as what banks use to notj
when it is time to reorder more checks. Pull systems optimize the cost g
while minimizing out-of-stock conditions. Items such as pacemakers, j
replacement implants, corngat transplants, are generally not inventorie
life sustaining items, however, should be inventoried with adequate safée
avoid adverse events.,

another department or facility, or having arrangements for acquiring s
supplies, snake venom antidote, rare blood types, expensive drugs.

ocessed

igement for

lasitis

ent such a

ory for each
the supplier

haged

{y customers

f inventory
int

1. Emergency
ty stock to

purchased

- referral to
ldom-used

hication and

response to nonconformities in order to demonstrate its own conformity to specification.

7.4.2 Supplier control process

The organization should establish effective and efficient processes to identify potential sources for purchased
materials, to develop existing suppliers or partners, and to evaluate their ability to supply the required products
in order to ensure the effectiveness and efficiency of overall purchasing processes.

7.4.2.1 Predetermined suppliers
For organizations working within a contract where the evaluation and selection of suppliers is
determined externally, the organization should monitor supplier performance and quality, and take
appropriate action to resolve supplier nonconformances. Where associations or other organizations

© Copyright 2000, 2004, 2005 ISO, AIAG

53


https://standardsiso.com/api/?name=bbf47ac149c0c4a47b2b79232fb7cb44

IWA 1:2005(E) Quality Management Systems — Guidelines for
process improvements in health service organizations

are formed to combine purchasing quantities, the association or organization should be notified of
any non-conformances by suppliers.

Examples of inputs to the supplier control process include

— evaluation of relevant experience,

—  performance of suppliers against competitors,

—  review of purchased product quality, price, delivery performance and response to problems,

— audits of supplier management systems and evaluation of their potential capability to provide the
required products effectively and efficiently and within schedule,

—  checking supplier references and available data on customer satisfaction,

— financial assessment to assure the viability of the supplier throughout the intended period of supply and
cooperatipn,

—  supplier r¢sponse to inquiries, quotations and tendering,

—  supplier service, installation and support capability and history of performance to requirements,

—  supplier awareness of and compliance with relevant statutory and regulatory requirements;

—  the supplier's logistic capability including locations and resources, and

—  the supplier's standing and role in the community, as well as perception in society:

Management should consider actions needed to maintain the organization's performance and to satisfy
interested partigs in the event of supplier failure.

7.4.2.2 Subc¢ontracted services
Health service|delivery organizations that subcontract for services'should provide adequate
oversight of subcontracted operations.

A managed cale organization should provide all newly c¢entracted providers with information
(including any\necessary forms) regarding the organization’s administrative requirements angl
procedures indluding:

—  Claims submission processes

— Utilizatign review requirements

—  Reimbur§ement procedures

—  Grievande and appeal rights

—  Credentifling requirements

—  Office practice performancexeview

—  Patient/member rights afidbresponsibilities
—  Patient/member confidentiality requirements

What to look for:
Is there evidence of Working with suppliers to develop a “win-win’ arrangement for the orgagization
and the suppligr?

Are purchase orders filled out properly and do they describe the product or service well enough the
supplier knows what to provide to meet the organization’s requirements?

Is the receiving of supplies and the verification that the order was filled properly documented?

Are non-conforming supplies identified so they are not used for unintended purposes? Is a record of
the nonconformance available?

Is there an approved supplier list up-to-date with specified responsibility and authority for its
maintenance and update? Are there supplier metrics for quality and service / delivery at a minimum
used internally for continuous improvement and timely feedback to suppliers?

54 © Copyright 2000, 2004, 2005 I1SO, AIAG


https://standardsiso.com/api/?name=bbf47ac149c0c4a47b2b79232fb7cb44

Quality Management Systems — Guidelines for IWA 1:2005(E)
process improvements in health service organizations

Guidance/example(s):

Products and services should be purchased from suppliers with documented capability to meet
specified requirements including product quality, technology and service at a competitive price (best
value). Where appropriate, the purchases are made for “best value” and not always the lowest
purchase price. Audits may be conducted of potential new suppliers if no other acceptable records
exist of their capability, for example accreditation, certification, or referral).

When the organization is requested to purchase supplies that are not from an approved supplier, for
a specific physician or surgeon, the medical staff/administration should reviewed those supplies to

lne-appropriateness for use
determ pproy J

The organization should have a cross-functional team to determine what are critical pyirchased
goods /|supplies for each process. For example, in Radiology the critical supplies are the equipment
and the|film. Paper for writing reports or chairs in the waiting room may jiot. be desighated as
critical| Critical supplies should be under Purchasing controls (see 7.4)-\General supplies are also
ideal cqndidates for use in a “pull system” of inventory management described above [see 7.4.1.1).
Emergdncy life sustaining items should be inventoried with adequdte safety stock to prevent unusual
occurrdnces and address unplanned emergencies.

The organization should monitor indicators of practitionerquality performance including
subconfractors. The organization should be responsiblesfor the design of delivered senvices even
when these are subcontracted. The organization should be responsible to assure that ipdividual
practitipner preferences for care or service meet the design requirements of the organtzation.

ISO 9001:2000, Quality management systems —Requirements

7.5 Prgduction and service provision
7.5.1 Control of production and seryvice provision

The organization shall plan and carry out production and service provision under controlled conditions.
Controlled conditions shall inelude, as applicable

a) the ajailability of information that describes the characteristics of the product,
b) the apailability of workjinstructions, as necessary,

¢) the use of suitable*equipment,

d) the apailabilityand use of monitoring and measuring devices,

e) the implementation of monitoring and measurement, and

f) the implementation of release, delivery and post-delivery activities.

752V

The organization shall validate any processes for production and service provision where the resulting output
cannot be verified by subsequent monitoring or measurement. This includes any processes where
deficiencies become apparent only after the product is in use or the service has been delivered.

Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable
a) defined criteria for review and approval of the processes,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records, and

e) revalidation.
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7.5 Production and service operations

7.5.1 Operation and realization

Top management should go beyond control of the realization processes in order to achieve both compliance
with requirements and provide benefits to interested parties. This may be achieved through improving the
effectiveness and efficiency of the realization processes and associated support processes, such as:

improvin

reducing waste,

training of people,

communicating and recording information,
developing supplier capability,

mnfractriuctura
S GtHTe;

preventin
processin
methods

NOTE

7.5.1.1 Man

The organizati
government or
health service
such as establi
surgeries perf(

administration.
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Benchmarking
industry. Prei
the service bei
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charts identify
should include
recommendati
is responsible |

To help identif
Care should b

) problems,
g methods and process yield, and
bf monitoring.

Fducating the patient/client or customer may be required to create\ot reinforce
expectations.

age patient/client care processes

on should ensure compliance with stated care plans (sée/3.1.2) and industry,
customer-imposed standards, codes, requirements ar,procedures, and applical
accreditation criteria. The organization should use appropriate tools and sour|

rmed, reference databases and normative data in health service management g

on should use appropriate tools andfor equipment in a suitable environment.
should be conducted when appropriate inside and outside of the health service
hises should be maintained in a state of order, cleanliness, and repair appropri
g provided.

on should documentappropriate patient/client care processes in the form of flo
ing what actions areyto be taken for the delivery of patient/client care. Flow ch
a division of tasks, reference appropriate clinical guidelines and/or

ons, staff-approved care protocols, procedures, manuals and/or instructions an
for each step on the flowchart.

Vv, understand and manage variation, appropriate statistical tools should be usée

shed research, benchmarking, best-of-class outcomes, number of procedures of

valid

ble
Ces

nd/or

te to

%
ares

i who

d.
Fiate

 taken to apply relevant statistical tools to understand and to facilitate approp

use of the data (see ISO 9004:2000, clause 8.4), such as histograms, run charts, Pareto charts,

control charts,

design of experiments.

7.5.1.2 Servicing
When servicing is expected as part of the organization’s services, or is specified in the contract,
provisions should be planned and carried out according to the care plan. When the functionality of
a product, for example a pacemaker, depends upon regular scheduled maintenance, records of

servicing shou
requirements.
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ld be maintained in sufficient detail to demonstrate compliance to the specified
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NOTE Examples could include follow up care such as disease management programs, for
example asthma, hypertension, in-home infusion, physical, occupational or

respiratory therapy.

What to look for:
Is the medication administration guided by the policies and procedures developed by the

organization comprehending any applicable regulatory requirements? Is computer-aided order entry
deployed through the organization?

Does t
errors (
rate is 1

Does th
expectd

Guida

Preven
ensure

Record,
outside
with oyl
outcom
establig

Examp]
laborat

le organization monitor the medication error rate and analyses the data td dete
jre occurring in the prescribing, dispensing, or administration of the;medicines
nacceptable, are corrective actions taken with the focus on error<proofing the

e organization monitor all patient care plan outcomes and<those with outcomes
(1?7 Is a review conducted and corrective action taken whew appropriate?

nce/example(s):
ive actions should be taken to prevent the occurience of an adverse event. Prod
the monitoring should be in place with the results provided to management.

b of actions should be taken to respond 9 monitoring or measuring that the res
of expected limits. The organizationishould monitor all patient care plan outco
fcomes not as expected are reviewed and corrective action taken when appropr
ps are better than expected, these’cases are reviewed as a learning experience (
h if this can be repeated withfuture patients.

es of how monitoring-ndy be done would include programs that monitor and c
pry and radiology, wesullts.

equipment and

rmine if the
P’ If the error
process?
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edures to
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jate. If the
nd to

ntrol clinical

1ISO 900

1:2000, Quality'management systems — Requirements

7.5.3 Identification’ and traceability

Where g

ppropriate, the organization shall identify the product by suitable means throughout pr

bduct

realizati

DIT.

The organization shall identify the product status with respect to monitoring and measurement requirements.

Where traceability is a requirement, the organization shall control and record the unique identification of the

product.

NOTE In some industry sectors, configuration management is a means by which identification and traceability
are maintained.

7.5.2 Identification and traceability

The organization can establish a process for identification and traceability that goes beyond the requirements
in order to collect data which can be used for improvement.
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The need for identification and traceability may arise from

relevant s

mitigation

status of products, including component parts,

status and capability of processes,

benchmarking performance data, such as marketing,
contract requirements, such as product recall capability,

tatutory and regulatory requirements,

intended use or application,
hazardous materials, and

of identified risks.

NOTE In health service organizations, all patient/client-related products should ensure both

identificarion and atso raceability where required. Certain Suppiies will iee
traceability, for example narcotics, implants, isotopes.

What to look for:

Are patient/cli
communicate (
process to add
patients with t

Guidance/ex
A procedure fd
the potential fq

ents properly identified as necessary? Are infants or other persons ot able to
n their own identified to their respective guardians or family menibers? Is thef
ess how patients are to be identified normally, but also whenthere may be mu
he same name, or other characteristics?

cample(s):
r identifying patients and any other materials or supplies should be used to mif
r an error. Traceability should be identified and documented to ensure the “cl

events” does Hot break the traceability. In some instancessof drug testing for use of illegal

substances, a

Traceability in
translation; 2)
information; 4
disclosure, tra
the capability

‘chain of custody” may be required.

cludes accounting for acts of: 1) guality record origination, amendment and
record verification, 3) record dcgess/use and to ensure privacy of patient

) record de-identification, such as removal of personal identifiers; 5) record
psmittal and receipt; 6) record archival and 7) record destruction. It also incl
o reconstruct the qualify record for a given historical date and time.

‘e a
tiple

pimize
pain of

1udes

1ISO 9001:2000,

7.5.4 Customel

The organizatio
being used by t
property provide

Quality management systems — Requirements
property

n shall exercise care with customer property while it is under the organization's control
e organization. The organization shall identify, verify, protect and safeguard customer

or

=

dAoruse or incorporation into the product. If any customer property is lost, damaged d

otherwise found

NOTE Customer property can include intellectual property.

| to-be unsuitable for use this shall be reparted to the customer and recards maintained.

7.5.4 Customer property

The organization should identify responsibilities in relation to property and other assets owned by customers
and other interested parties and under the control of the organization, in order to protect the value of the

property.

Examples of such property are

58

ingredients or components supplied for inclusion in a product,
product supplied for repair, maintenance or upgrading,
packaging materials supplied directly by the customer,
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—  customer materials handled by service operations such as storage,
—  services supplied on behalf of the customer, such as transport of customer property to a third party, and
—  customer intellectual property, including specifications, drawings and proprietary information.

NOTE In health service organizations, there are many examples: certain blood products (for
example platelets, plasma, whole blood, autologous donations), tissues, prosthetic
devices, medications, personal effects and valuables, hearing aids, dentures, mobility
aids, for example walkers, splints, chairs, crutches.

The organization should have procedures for handling, storing, packaging, preserving, and delivery
of custqmer property.1f 103t or Tendered Unsuitabie for 1se, The customer Shotia be igtified and the
issue resolved.

What to look for:

See notp immediately above.

Guidapce/example(s):
See notp immediately above. Intellectual property / Information$supplied by the customer may be
confideptial and should be treated accordingly, for example HIV or history of mental illness. Other
examples include some diagnostic imaging products, sucha@s>MRI, CT film or reports fhat the patient
providds from other health service providers, dependent minors and incompetent adults may also be
considdred under this section. Newborn infants should-be considered “patients” as opposed to
customer propert).

ISO 9001:2000, Quality management systems = Requirements
7.5.5 Preservation of product
The orggnization shall preserve the conformity of product during internal processing and delivgry to the

intended destination. This preservation'shall include identification, handling, packaging, storage and
protection. Preservation shall alsé_apply to the constituent parts of a product.

7.5.5 Preservation of product

Management should-define and implement processes for handling, packaging, storage, preseryation and

delivery|of product that prevent damage, deterioration or misuse during internal processing and final delivery
of the product. Management should involve suppliers and partners in defining and implementing effective and
efficient|proc¢esses to protect purchased material.

Management should consider the need 1or any special requirements arising from the nature of the product.
Special requirements can be associated with software, electronic media, hazardous materials, products
requiring special people for service, installation or application, and products or materials that are unique or
irreplaceable.

Management should identify resources needed to maintain the product throughout its life cycle to prevent
damage, deterioration or misuse. The organization should communicate information to the interested parties
involved about the resources and methods needed to preserve the intended use of the product throughout its
life cycle.
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7.5.5.1 Preservation of product - Supplemental
The organization should have documented procedures, for example Infection Control Manual, to

provide for:

control

the maintenance of sterilization of appropriate facilities and equipment

the proper handling of materials and/or purchased product

the restraint and seclusion, or isolation of patient/clients as appropriate to prevent harm,
infection,
control of medicines (including drugs and poisons)
control of medical tools

contamination or communicable diseases.

fopodiog] Jdovioag
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and ensure sto

NOTE
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What to look for:
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spensed, and administered?
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[imited shelf life. Using a FIFO method of stock rotation helps accomplish this
bcedure for reviewing the supplies inventory on a periodic basis for quantity an
ed supplies are removed or identified so they are not used for unintended purpd

is verysstow moving is reviewed to ensure minimum inventory is kept to meet ng
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Ses.
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onshould identify anv applicable regulatory requirements pertaining to this cld

use,

for example safe and appropriate restraint and seclusion of patients to prevent harm, infection or

communicable

diseases.

1ISO 9001:2000,

Quality management systems — Requirements

7.6 Control of monitoring and measuring devices

The organization shall determine the monitoring and measurement to be undertaken and the monitoring and
measuring devices needed to provide evidence of conformity of product to determined requirements.

The organization shall establish processes to ensure that monitoring and measurement can be carried out and
are carried out in a manner that is consistent with the monitoring and measurement requirements.
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Where necessary to ensure valid results, measuring equipment shall

a) be calibrated or verified at specified intervals or prior to use, against measurement standards traceable to
international or national measurement standards; where no such standards exist, the basis used for
calibration or verification shall be recorded;

b) be adjusted or re-adjusted as necessary;

¢) be identified to enable calibration status to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;

e) be pr

otected from damage and deterioration during handling, maintenance and storage.

In addition, the organization shall assess and record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate action on the

equipmpnf and any prndlmf affected. Records of the results of calibration and verification shall

be maintained.

When u
satisfy t

reconfirmed as necessary.

NOTE §

5ed in the monitoring and measurement of specified requirements, the ability of gempu
e intended application shall be confirmed. This shall be undertaken prior to initial use

ee ISO 10012 for guidance.

ter software to
and
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ent should define and implement effective and efficient.measuring and monitoring pr

ion of customers and other interested parties. Thesé.processes include surveys, simu
basurement and monitoring activities.

Health service organizations may use deviges and processes to monitor the quality and
of care, services, research or other products. Many such devices are utilized in health
include testing, analyzing, monitoring‘and diagnostic equipment. Monitoring processd
include satisfaction surveys as well as the tracking of complaints and grievances.

Control of measuring and monitoring devices — Supplemental

anization should analyze and implement effective measurement systems (see 3.
of measuring and mouitoring devices. The organization should ensure that the
has adequate discrimination (see NOTE below), and has repeatability (see 3.1.
cibility (see 3\)17). Devices under control should have unique identification.

OTE 1 {t.i5 often assumed that measurements are exact, and frequently the ana
conclusions are based upon this assumption. In reality, there is variatiq
measurement systems that affect individual measurements, and subsequ

Dcesses,
ure the
ations, and
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e adequate

discrimination, for example the capability of the measurement system to detect and
indicate even small changes of the measured characteristic, such as blood pressure, it
may not be an appropriate system to identify the process variation or quantify
individual characteristic values. Also, ISO 17025 and ISO 10012 provide some

guidance on metrology.

NOTE 2 Examples include blood pressure, diagnostic imaging and/or electrocardiogram
equipment, scales oxygen regulators, and survey instruments, for example
questionnaires, if they are used to verify if specified requirements were met and the

© Copyrig

frequency of review or verified (see 8.1).
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NOTE 3 Evaluation of the measurement process should yield information as to the variation
attributable to the measurement system, which includes the device and/or personnel.
This will require understanding of accuracy, precision, linearity and/or bias.

In order to provide confidence in data, the measuring and monitoring processes should include confirmation
that the devices are fit for use and are maintained to suitable accuracy and accepted standards, as well as a
means of identifying the status of the devices.

The organization should consider means to eliminate potential errors from processes, such as "fool-proofing",
for verification of process outputs in order to minimize the need for control of measuring and monitoring
devices, and to add value for interested parties.

What to look for:

Does the orgatiization have a process to identify those devices requiring maintenance ant
calibration? Do records exist to verify that the devices were maintained and calibrated acconding to
the plan? Do fuch devices have some form of identifier on or near the device ta‘allow the usey to
determine if the device is within the maintenance and calibration window?

Does the orgapization have records for the calibrations that are traceablé to a national or
international sftandard?
If the calibratipn is outsourced to a third party, does the traceabilityrexist?

Guidance/example(s):
Procedures toladdress the maintenance and calibration qf:devices used within the organizatign that

may impact the outcomes of the quality of care. A list ofequipment, identified by serial number, that
contains the frequency of maintenance and calibration, the date it was last done, and the datelit is to
be done again| Some lists will also contain the :‘as'found data” and the “as left data”.

1ISO 9001:2000, Quality management systems - Requirements
8 Measurempgnt, analysis and improvement
8.1 General

The organization shall plan and.implement the monitoring, measurement, analysis and improvement
processes needed

a) to demonstrate conformity of the product,

b) to ensure copformity of the quality management system, and

c) to continually improve the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extent of their
use.

8 Measurement, analysis and improvement

8.1 General guidance

8.1.1 Introduction

Measurement data are important for making fact-based decisions. Top management should ensure effective
and efficient measurement, collection and validation of data to ensure the organization's performance and the

satisfaction of interested parties. This should include review of the validity and purpose of measurements and
the intended use of data to ensure added value to the organization.
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Examples of measurement of performance of the organization's processes include
measurement and evaluation of its products,

capability of processes,

achievement of project objectives, and

satisfaction of customer and other interested parties.

The organization should continually monitor its performance improvement actions and record their
implementation, as this can provide data for future improvements.

The results of the analysis of data from improvement activities should be one of the inputs to management
review in order to provide information for improving the performance of the organization.

8.1.1.1
The org
the ider|
Examp]
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discrim|
providg
and cof

8.1.2 Isg

Measurgment, analysis and improvement include the following considerations:

a)
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f)

)]
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NOTE  Measurement through indicators should lead to action and be assesséd)

m
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m
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m
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ination between responses in order to provide actionable information. Metrics

for Improvement of the process. Statistical techniques should be aitilize
the effectiveness of patient/client care process.

Planning measurement
anization should establish a process for the collection of appropriate informaty
tification of sources. Data should be used to assess the effettiveness of patient
es include histograms, run charts for characteristics suCh“as cost per patient/cl]
clients functionally able to return to work. Metrics used should provide adequy

for visual information to aid management. Metyics should be focused on wast
tinual improvement.

sues to be considered

pasurement data should be converted to information and knowledge to be of benefit to
ganization;

propriate priorities for the-organization;

pasurement methods empleyed by the organization should be reviewed periodically, a
verified on a continual basis for accuracy and completeness;

nchmarking of individual processes should be used as a tool for improving the effectivj
ficiency of processes;

pasurements{of.customer satisfaction should be considered as vital for evaluation of th
rformance;
e of measurements, and the generating and communicating of the information obtaine]
the organization and should be the basis for performance improvement and the involv
erested parties; such information should be current, and its purpose should be clearly

periodically
 in assessing

on, including
client care.
jent per day,
ute

should also

e elimination

the

pasurement, analysis and impravement of products and processes should be used to ¢stablish

nd data should
eness and

e organization's
d, are essential

bment of
defined;

af

propriate tools for the communication of information resulting from the analyses of the

measurements

should be implemented;
the effectiveness and efficiency of communicating with interested parties should be measured to
determine whether the information is timely and clearly understood;
where process and product performance criteria are met, it may still be beneficial to monitor and
analyze performance data in order to understand better the nature of the characteristic under study;
the use of appropriate statistical or other techniques can help in the understanding of both process and
measurement variation, and can thereby improve process and product performance by controlling
variation;
self-assessment should be considered on a periodic basis to assess the maturity of the quality
management system and the level of the organization's performance, as well as to define opportunities

fo

r performance improvement (see annex A).
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What to look for:

Is the responsibility for monitoring the performance of the organization, its product(s) and service(s)
and staff specified by department and/or function? Is current data and information applicable to
their core processes and services available to local management?

Guidance/example(s):

The organization should track internal performance and compare theirs to the performance of other
organizations. This can be done through the use of reference databases. The organization should
trend some important data to ensure they react to trends, but also don’t over-react to special causes.

ISO 9001:2000 Quality management systems — Requirements
8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the measurements of the performance of the quality management system.the organization shall

monitor information relating to customer perception as to whether the organization has met customer
requirements. The methods for obtaining and using this information shall bedetermined.

8.2 Measurement and monitoring

8.2.1 Measurement and monitoring of system performance
8.2.1.1 General

Top management should ensure that effective and efficient methods are used to identify areas for
improvement of|the quality management system perfermance. Examples of methods include

—  satisfactign surveys for customers and other interested parties,

— internal alidits,

— financial measurements, and

—  self-assegsment.

8.2.1.2 Measurément and monitoring of customer satisfaction

Measurement and monitoring-ef\customer satisfaction is based on review of customer-related information. The
collection of sugh informatign.may be active or passive. Management should recognize that there are nany
sources of custpmer-related 'information, and should establish effective and efficient processes to collgct,
analyze and useg this information for improving the performance of the organization. The organization should
identify sources|of customer and end-user information, available in written and verbal forms, from inter|nal and

external sources.

Examples of customer-related information include

—  customer and user surveys,

—  feedback on aspects of product,

— customer requirements and contract information,
—  market needs,

—  service delivery data, and

— information relating to competition.

Management should use measurement of customer satisfaction as a vital tool. The organization's process for
requesting, measuring and monitoring feedback of customer satisfaction should provide information on a
continual basis. This process should consider conformity to requirements, meeting needs and expectations of
customers, as well as the price and delivery of product.
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The organization should establish and use sources of customer satisfaction information and should cooperate
with its customers in order to anticipate future needs. The organization should plan and establish processes to
listen effectively and efficiently to the “voice of the customer”. Planning for these processes should define and

implement data-collection methods, including information sources, frequency of collection, and data-analysis
review. Examples of sources of information on customer satisfaction include

re
re

customer complaints,

communicating directly with customers,
questionnaires and surveys,

subcontracted collection and analysis of data,
focus groups,

ports from consumer organizations,
orts in various media, and

S
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Guida

nce/example(s):

Patients or their designee should be involved in satisfaction surveys. Analysis of these surveys
should be conducted to provide a basis for action to improve service. Many organizations monitor
complaints, but that is monitoring dissatisfaction. Some customers do not complain, they just go
away unhappy. Analysis of other data from within the facility should be included to improve the

service

and therefore improve the customer satisfaction.

Top management should ensure that customer satisfaction reports are an input into the continual
improvement process of the organization. Time and event-specific satisfaction assessment should be
used whenever possible.
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IWA 1:2005(E) Quality Management Systems — Guidelines for
process improvements in health service organizations

1ISO 9001:2000, Quality management systems — Requirements
8.2.2 Internal audit

The organization shall conduct internal audits at planned intervals to determine whether the quality

management system

a) conforms to the planned arrangements, to the requirements of this International Standard and to the quality
management system requirements established by the organization, and

b) is effectively implemented and maintained.

An audit program shall be planned taklng into conS|derat|on the status and |mportance of the processes and
areas to be audjtesd; methods
shall be defined| Selectlon of auditors and conduct of audits shaII ensure objectlwty and |mpart|aI|ty ofithe
audit process. Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting resulis and
maintaining records shall be defined in a documented procedure.

The management responsible for the area being audited shall ensure that actions are<taken without urjdue
delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the ver{fication
of the actions taken and the reporting of verification results.

NOTE See 1SO|19011 for guidance.

8.2.1.3 Internal|audit

Top management should ensure the establishment of an effective and efficient internal audit process tp
assess the stremgths and weaknesses of the quality management system. The internal audit process 4cts as a
management topl for independent assessment of any designated process or activity. The internal audit
process providds an independent tool for use in obtaining objective evidence that the existing requirenjents
have been met,[since the internal audit evaluates the.effectiveness and efficiency of the organization.

It is important tHat management ensure improvement actions are taken in response to internal audit regults.
Planning for intg¢rnal audits should be flexibletin.order to permit changes in emphasis based on findings and
objective eviderjce obtained during the audit..Relevant input from the area to be audited, as well as frgm other
interested partigs, should be considered in-the development of internal audit plans.

Examples of subjects for consideration by internal auditing include
—  effective and efficient implementation of processes,

—  opportunities for continGal'improvement,

—  capability|of processes;

—  effective and efficient use of statistical techniques,

— use of infprmation-technology,

— analysis df guality cost data,

—  effective and-efficient use of resources

—  process and product performance results and expectations,
— adequacy and accuracy of performance measurement,

—  improvement activities, and

— relationships with interested parties.

Internal audit reporting sometimes includes evidence of excellent performance in order to provide
opportunities for recognition by management and motivation of people.

NOTE  Health service organizations carry out internal audits for a variety of reasons. The
establishment of an internal auditing system can assure complete and consistent
auditing of all aspects of an organization’s quality management system and, when
appropriate be associated with compliance audits. Internal audits can be customized
to include other requirements including those pertaining to health service
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