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Foreword

Quality Management Systems — Guidelines for
process improvements in health service organizations

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

In order to respond to urgent market requirements, ISO has also introduced the possibility of preparing
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Foreword to IWA 1, 2" Edition — Supplemental

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

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

generic guidaree-and-applicable-to-alt-organizations—Haticized-textinTimesNewRonqan font is material
added by A[{AG, ASQ or the IWA-1 Workshop aimed at assisting health service-organizations
specifically

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

Implementipg this guidance and maintaining the system with discipline and rigor thiroughout the
organizatiop should produce effectiveness and efficiencies with a cost benefit up tq 17:1 based on
experience pf other sectors. This document can be used to_implement a quality sysgtem that is
compliant With and can be third party certified to ISO 9001 if the organization desjres.

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

o Manvin “Mickey” Christensen, TOM Systems (ASQ-Healthcare Division Standards
comjmnittee)

R. Dan Reid, General Motors-Rowertrain

Reginald Shaughnessy, Q-Norm

Ulises Ruiz Ferandiz MB, Universidad Comlutensa, Madrid
Pegpy Congin, RN, Cleveland Clinic

Jan¢ DeHart, OTR, -Midwest Health System, Work-Safe Occupational Health
Emq Demink, AIAG

Ron|Tillingér)AIAG

Joe McMation, Standards Council of Canada
DavidZimmerman, Canadian Standards Association
Jim ‘Eottins, Plexos—fraimng

Rita RadCcliff, MD, Medical Excellence

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

February 2005
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INTRODUCTION

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

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

system should pro

ide for all customers of a health service organization regardless of the

product,

profession or servi

0.1 General

See 1SO 9004:2000.

0.2 Process apj

This International St
improving the effecti
satisfaction by meet

For an organization
activities. An activity
outputs, is considerg

The application of a

ce provided.

proach

andard promotes the adoption of a process approach when developing, imple
veness and efficiency of a quality management system to enhance interested
ng interested party requirements.

o function effectively and efficiently, it has to identify and manage numerous
using resources, and managed in ordetto enable the transformation of input
d as a process. Often the output from*one process directly forms the input to

system of processes within anjorganization, together with the identification ar

interactions and mamaging of these processes _ean’be referred to as the “process approach”.

An advantage of the
individual processes|

Health service org
multi-disciplinary,
treatment, include

process approach is the-ongoing control that it provides over the linkage bety
within the system of'processes, as well as their combination and interaction.

inizations should define all their processes. These processes, which aff
include ddministrative and other support services as well as those invd
such examples as the:

a) development a

b)

d delivery of training as required by competencies or credentialing
surgery procesIEes and the necessary ancillary support services

menting and
party

inked
5 into
the next.

d

veen the

e typically
lving

¢)
d)
e)
D

preventive and

predictive maintenance program

design and/or development of diagnostic protocols/ pathways.
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 improve

ment 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

© Copyright 2000, 2004, 2005 ISO, AIAG
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relating to the perception of interested parties as to whether the organization has met their requirements. The
model shown in Figure 1 does not show processes at a detailed level.

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

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

Continual improvement of

the quality management system

Management

responsibility

Measurement,
analysis and
improvement

g

Interested
parties

— — — — = Satisfaction

Zop—|

ﬁ

Product

’ Output

B — — — — — — — —_——
Interesgted Resource
parti bs management
Input
Requirenents P > Prgdupt
|reallzat|on
Key.
—— \/alue-adding activities
— — — = Information flow

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

© Copyright 2000, 2004, 2005 ISO, AIAG
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0.2.1 Primary health service process
The primary beneficiary of the health service system is the patient/client (see 3.1.11). Health service
design, delivery, management and/or administration should focus ultimately on the patient/client.
For some health service organizations, the beneficiaries are individuals, communities and/or
populations, thus their focus would be on these client groups.

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

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

in a controlled ma
The primary healt]
3.1.3), is shown in
organization in thi
would also apply t
preventive/wellnes.
customer or the sy
responsible, even i
professional (see 3
system documentat
record.

For organizations
particular attentio
appropriate eleme
given to Clauses 1
document.

NOTE It ig
the
into

The care plan (see
while the patient/c

iner.

service process, with the patient/client (see 3.1.11) depicted as the-cu
the diagram below. The basic product (see 3.1.14) of the health servic
5 diagram is the planning, design, and delivery of patient/client care. ]
D other health service processes, for example education and 'training fo
s medicine. Design-responsibility (see 7.3), asterisked.below, is either
pplier. If the customer does not provide the designy then the supplier i
f they choose to subcontract the design to an outside organization or hq
1.13). The care plan (see 3.1.2) and clinical.gliidelines are examples
ion, while the patient/client health record (see 3.1.12) is an example of

that elect to be third-party certified-against the requirements of ISO 9()
1 should be given to define an aceurate scope of the certification to ens|
its, for example design (see 7°3) are included. Also, due consideration

1 Scope and 1.2 Application-of 1SO 9001:2000, which are not includeq

emphasized thatTSO 9000:2000 clause 3.4.4 defines ‘design and deve
‘set of processésthat transforms requirements into specified character
the specification of a product, process or system.’

3.1. I)-and clinical guidelines are examples of quality system documen
ientvhealth record (see 3.1.11) is an example of a quality record.

tomer (see
e delivery
(his model
-
with the
design
balth

bf quality
a quality

01:2000,
wre that all
should be
[ in this

lopment’ as
stics or

ation,

Xii
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Patient during
& after Health

Service

1

Support

* See 7.3 Design and development

0.3 Relationship with ISO 9001

See ISO 90

This Internat
particular to
or risk mana
quality mang
existing man
of this Intern

Each sectio
requiremen

)4:2000.

htional Standard.

the 1SO 9000 standards and the resulting quality system.

0.4 Introduction

This docum

Figure 2: Model for Health Service Organizations with Ratient/Client as “Customger

L1

onal Standard does not include guidance specific to other management systems, such as those
environmental management, eccupational health and safety management, financial management,
pement. However, this International Standard enables an organization to alig
gement system with related management systems. It is possible for an orggnization to adapt its
agement system(s) in.order to establish a quality management system that f

h or integrate its own

bllows the guidelines

i of this document is tied to its counterpart in ISO 9004:2000 containing all the
s of 1ISO-9001:2000. This provides additional guidance for full compa

Yibility between

ent was developed with the following objectives:

o [mprove delivered health service quality and safety to complement existing accreditation or to
aid in achieving accreditation
e Provide process improvements to increase the value added to the organization and customer (see

3.1.2)

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

quality

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

e Develop/incorporate a process that is actionable

o  Minimize/reduce burden on health service organizations.

© Copyright 2000, 2004, 2005 ISO, AIAG
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Any relevant health service accreditation criteria external to the organization should be used in
conjunction with this document. The organization can include additional requirements to further

define and/or document the quality management system as appropriate (for example use of quality
award criteria).
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Quality management systems — Guidelines for performance
improvements

1 Scope

This Internat|
consider bot
potential for
of customer
the performg

This Internat|
managemen
International
customers a

This Internat|
regulatory or

1.1 Scopé

This docum

onal Standard provides guidelines beyond the requirements givetrin ISO 90(
N the effectiveness and efficiency of a quality management systém, and conss
mprovement of the performance of an organization. When eompared to ISO
satisfaction and product quality are extended to include the-satisfaction of intg
nce of the organization.

onal Standard is applicable to the processes of the organization and conseqy
t principles on which it is based can be deployed-throughout the organization.
Standard is the achievement of ongoing improvement, measured through the
nd other interested parties.

onal Standard consists of guidance and recommendations and is not intende]
contractual use, nor as a guide te-the implementation of ISO 9001.

» - Health service additions

ent provides additionul guidance for any health service organization (9

in the mandgement, delivery,-or administration of health service products or servid

training ang
the product

NO]

l/or researchyin the life continuum process for human beings, regardlg
or servicéprovided.

'E ISOQ 13485 and ISO/IEC 17025 provide specific information for me

1 in order to
equently the

D001, the objectives
rested parties and

ently the quality
The focus of this
satisfaction of

d for certification,

ee 3.1.8) involved
es, including
ss of type, size and

dical device

organizations and commercial laboratory facilities. ISO 15189 pro

ides specific

information for medical (clinical) laboratories. Other organizations, such as
manufacturers/distributors of pharmaceuticals, medical supplies are regulated and
have to comply with other specified criteria. This document could be viewed as a
voluntary supplement to those organizations should they choose to implement the

guidance of this document.

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

lity management systems — Fundamentals and vocabulary

1SO 19011:2003, Guidelines for quality and/or environmental management systems auditing

3 Terms and de

For the purposes of

The following terms,
reflect the vocabular

supplier organizati

Throughout the text
“service”.

3.1 Terms and q
For purposes d
Fundamentals
the definition 9

3.1.1
adverse eve
any event
organizatid
report. Suc
immediate
planned ac

finitions
his International Standard, the terms and definitions given in ISO 9000 apply

used in this edition of ISO 9004 to describe the supply-chain,-have been cha

y currently used:
bn % customer % (interested parties)

Df this International Standard, wherever the termproduct” occurs, it can also

lefinitions — Supplemental
f this document, the definitions indSO 9000:2000 Quality management
and vocabulary apply. Howeyer where there are terms for which the W
f the term differs in ISO 9000:2000, the definitions herein apply.

nt
hich is not consistent with the desired, normal or usual operation of th
n. Typically these are documented and require the completion of an in
1 serious fon-conformance can also be known as a “sentinel” event an
rorrective’ action. When and adverse event is the result of an error (faj
tions to be completed as intended or the use of the wrong plans to achig

nged to

mean

systems —
ording of

e

rident
d requires

Yure of

bve what is

intended) if

m@ay be considered to be a preventable adverse event.

Examples may include:
- 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 b

odies 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/clie

nt/clients/employees.
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312

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
popfitation)

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

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

NOTE 3 The customer can be internal or-external to the organizatipn. This could
include the patient/client, patient/client’s family, patient/client's physician or
clinician, health services worker, community, employer, pgyer, for example
insurance company, thitd party administrator, or membery of a managed
care organization. The “customer” and “supplier’ are dgfined in the
context of a trans@otion; for example a customer may becdme a supplier if
the transactioprchanges.

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

NOTE~This does not preclude recommendations for a further level of care or follow
up at the same organization or another organization by referral or transfer.

3.1
error-proofing

use of process or design features to prevent the acceptance or further 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.

© Copyright 2000, 2004, 2005 ISO, AIAG 3
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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 collecti
personnel

N

3.1.10
metric
specific me

Nj

3.1.11
patient/clid
(see 3.1.3)

Nj

3.1.12

health recq
files contai
receiving h

Dn of operations, procedures, devices and other equipment, software, d
sed to assign a value to the characteristic being measured.

OTE This includes the complete process used to obtain megsurements.

sure(s) chosen to ascertain or quantify an effect(sy:

OTE Usually some measure over time to provide guidance to managen
assure process improvement.

nt

OTE  All patient/clients are “customers” but all customers not necess|
“patient/clients..” The patient/client is positively identified by a |
record number or other means.

rd
ning pertinent health information relating to a particular individual or
palthservices. Typically includes the following documentation as appli

ent to

arily
vealth

a group
cable:

initial evalyiation/assessment, consent agreements, care plan, SOAP notes (see 3.1

19),

diagnostic imaging and/or laboratory results or findings, medications/prescriptions,
discharge summaries including home program and recommendation for follow up. It 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),;

= haraware (Jor exampie Splint, cane, wheelchair, bandage, repiacgment joint,
implant, dentures);

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

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

315
rehqbilitation
the process of restoring a person's physical and/or coghitive functions.

NOTE Rehabilitation services includes,a-yariety of inpatient/client|and
outpatient/client programs that.are inter-disciplinary (such s physical
therapy, occupational therapy, and speech language patholegy). Therapy is
individualized toward patient/client recovery. Patient/clients are provided
with the appropriate tréatment to achieve maximum functional potential.
Therapy is providedso patient/clients are able to function i as much of their
former capacity as possible in their activities of daily living| Rehabilitation
enhances healing and facilitates a return to productive actiity.

3.1.46
repdatability
the Yariation inuieasurements obtained with one measurement device when used several
timas by the samme person while measuring the identical characteristic on the same product or

patignt/client:

3 1LY7
reproducibility
the variation in the measurements made by different persons using the same measuring
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)

© Copyright 2000, 2004, 2005 ISO, AIAG 5
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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

P — Plan

other diagnostic information if applicable.

section of the Health Record designated for the recording of the care plan

3.1.20
staff
employees,
health serv

3.1.21
interested p
an interestg
a) patient/d
when ap)
b) payers s
compani
through
¢) commun
organizd
d) supplier:
e) certifica
organiz(
f) regulato
g) organizd
h) health p

that 1s/to be prescribed for the patient/client and the anticipated d
treatment.

contractors, clinicians and/or physicians that provide ¢he products/sen
fce organization

arty
d party. Examples may include:

lient, their family, and their representatives/advocacy (patient/client ass
plicable (see 3.1.3);

ich as individuals, federal and state governments, insurance companies,
es whose employees receive care, service (see 3.1.18) and other product]
frealth service organizations (see 3.1.8);

ties whose citizens receive care, service and other products from health
tions; society in general;

| and other organizations working with or through health service organi
fion/registration pr accreditation bodies which certify or accredit heali
tions;

iy bodiesWhose rules regulate health service organizations,
tionssponsoring research;

rofessionals, trainers, trainees, and researchers of health services worf

Liration of

vices of the

bciations)

and
5 from and

service

rations,
h service

[ing with or

through

health services organizations;

i) employees of health services organizations;
J) financial risk owners including managed care organizations (medical institutions)
k) politically related persons or organizations that influence the regulatory agencies

) public

m)governing bodies

n) voluntee

rs
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3.1.22
supplier

pers

on or health service organization that provides to a customer,

- care

- service (see 3.1.18)

- training

- research

- other customer-specified products

IWA 1:2005(E)

3.1.23

support services

any [activities Which Support the core business o] the organization. 17 an,oj
provides direct care, support services include billing and coding, admiftting
hougekeeping.

3.1.24

technologist / technician

staff (see 3.1.20) assisting in diagnostic examinations apnd_procedures as w
supgrvised medical and surgical support roles.

3.1.05

value-adding activity

actiyity for which a customer (see 3.1.3) wauld be willing to pay, if given t}
and lefficiency activities that contribute té continual improvement, preventi

man

4 Quality

agement of the organization.

management system

'ganization that
and

ell as working in

e option. Effective
n of errors and

1ISO 9001:2000, Quality management systems — Requirements

4 Quality

4.1 General requirements

The organiza

management system

tion'shall establish, document, implement and maintain a quality manageme

t system and

continlially’improve its effectiveness in accordance with the requirements of this Intgrnational Standard.

The organization 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

International

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 operating an organization successfully requires managing it in a systematic and visible manner.
Success should result from implementing and maintaining a management system that is designed to
continually improve the effectiveness and efficiency of the organization's performance by considering the

needs of interested
management dISCIp|

Top management sh

a)
b)
c)

Examples of activitig

What to look fo

Does the organizaf
a quality manual o
instructions. The n
to control the work
all the customer/p(
outsourced (contr

Raktiac

AactiRa-aR-aoraanization-ikelidec-aalibvmanacemaent—amana-othe

by defining s
effectivenes
by ensuring
used to deteg
by involvin
effective im
communicd

— defining 4
— acquiring
— directing
— using sui

managen

See 1SO 90()

Y $
oo vy g o orgarZzot o oo tts \.1uu|ll.] rorog et T onyg StRe

nes.
ould establish a customer-oriented organization

5 as well as efficiency,
effective and efficient operation and control of processes andithe measures 4
rmine satisfactory performance of the organization, and

o the staff in the improvement of processes and then holding them acco
plementation of these processes within the quality”system. Appropriatd

s to establish a customer-oriented organization include

nd promoting processes that lead to improved organizational performance,
and using process data and informatighron a continuing basis,

brogress towards continual improvement, and

able methods to evaluate process improvement, such as self-assessments a
nent review.

4:2000.

y'>
ion have a decumented quality management system? Typically this wd
f policy stateinents relative to the criteria, procedures and where neces
mber dnd depth of detail will depend on the organization and amount
pracesses. Has the organization identified the necessary work proces.
tient/client requirements? Are the ancillary support functions, as well

ystems and processes that can be clearly understood, managed and-improved in

nd data

yuntable for

tion channels should be utilized to bring this\to the attention of management.

nd

uld include
sary work
necessary
ves to fulfill

(s any

CTed) Services or goods Included Im 1ie quatity mandagenent System? Have the

interaction and sequence of these processes been evaluated? What monitoring and measurements
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 factor 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.

Examples of ancillary support services might include: Administration, housekeeping, maintenance,
Bio-medical engineering, sterilization services, dietary, billing and coding, accounts receivables,
risk manag¢ment, case management, admitting, patient services, chaplain, human esources, and
materials management.

Examples of outsourced services and goods might include: PRN staff, ER services,|imaging services,
Bio-medical engineering services, lab services, billing and collectionservices, and in some cases
management services.

4.2 Documentation

1ISO 9001:2000, Quality management systems — Requirements
4.2 Documgentation requirements
4.2.1 General

The quality management system documentation shall include

a) documented statements of a quality poli¢y 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|control of its
processes, gdnd

e) records r¢quired by this International Standard.

f) patient/client health"and safety considerations.

NOTE([1.Where the term “documented procedure” appears within this International $tandard, this

‘oot o N H tablickbad A £~ ] ol <l H™C Y-
mean\. Uidt uic prulTuUlnc 1o ToldulliolnTu, UULUTTITTIICU, TTTTPTCTTTCTIICU Airiu THdIimmantou.

NOTE 2 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

relevant stat

contractual requirements from the customer and other interested parties,
acceptance of international, national, regional and industry sector standards,

utory and regulatory requirements,

decisions by the organization,
sources of external information relevant for the development of the organization's competencies, and
information about the needs and expectations of interested parties.

The generation, use
efficiency of the orgd
functionality

resources ng
policies and
current and

interfaces ug

and control of documentation should be evaluated with respect to the effectiy
nization against criteria such as:
(such as speed of processing),

user friendliness,

beded,
objectives,
future requirements related to managing knowledge,

benchmarking of documentation systems, and

ed by organization's customers, suppliers and other.interested parties.

Access to documentgation should be ensured for people in the organization and to other interested

based on the organi

NOTE 1 Gey
proceé
forms|
the w
healt)
electn

NOTE 2 Rel
accre|

ration's communication policy.

erally documents are the information\used to guide the work process, |
dures, operating instructions, mauals for standards of care, codes, re
checklists, protocols, drug interdctions, databases. Records are the ¢
rk was done, for example lab'data, purchasing records, inspection or
) records, imaging records-(film or digital), filled out forms and checkl
onic databases, prescriptions sent to pharmacy, narcotic logs.

pvant health services industry sector documents include various regula
litation critexia- Decisions taken by the organization refer to policies

eness and

parties,

or example
bulations,
bvidence
fest results,
Sts,

fory and/or
Dr

dures suclas advance directives, do not resuscitate (DNR), restraint dnd
ion usef and prescription dispensing.

proceé
seclud

4.2.1 Control of-documents — Supplemental
Documents used to define, direct, and control health service (see 3.1.0) and support activities should
be controlled (see 7.1).

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.

There should be Policy and Procedures manual(s) that reference other details or approved
documents as necessary. Approved documents of external origin are usually necessary to comply
with legal, regulatory, and accreditation criteria. Other external documents may-be pathways,
protocols, dr procedures developed at another institution and adopted for use~within the health
service orgaqnization. They may also be operating manuals for a new technelogy de¢vice approved for
use. The dqcumentation should be reviewed for appropriateness, considering the burdens of
redundant documentation or data.

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

The organization shall establish and maintain a quality manual that includes
a) the scopq of the quality management system, includifig details of and justification for apy exclusions,
b) the documented procedures established for the quality management system, or reference to them, and
c) a descripfion of the interaction between the processes of the quality management system.

What to lgok for:
Is the quality manual controlled, reviewed and approved prior to issue?
Does the qujality manual address the’ISO 9001 requirements?

Guidance/example(s):
Policy and procedures mantials sometimes can be the quality manual and/or procqdures manual.
Policies shauld be high-level management statements of how they expect the operdtion to function.
Procedures|should.be used for critical work and when it crosses disciplines within|the organization.
They typically iticlude what, when, where, and who should do the activity identified. Work
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 job and the
competence of the worker.

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 shall 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 that relevant versions of applicable documents are available at points of use,

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

f) to ensure thatdocuments of external origin are fdentifiedand thefr distribution controfied, and

g) to prevent the |lunintended use of obsolete documents, and to apply suitable identification.to|them if they
are retained fqr any purpose.

What to look foy:

Documents used td
controlled as to ve
documents accessi
from service or at

Guidance/exam
Document control
and ensures that th
version numbers, 4
from another. Also|
means reviewed oH
revision or version
pathways or proto
treatment prograny

do work to meet patient/customer requirements should-be& accessible d
rsion available. Do other documents have approvals, Aersions identifid
ble to those needing to use them? Are obsolete or tuvalid documents ré
east identified as being retained for historical e¥Négal purposes only?

ple(s):

ensures that everyone in the organizatiofnrwho “needs to know” in fact

dition numbers, or some other identifier should be used to distinguish

if policy and procedures have ‘'rev.” on them, it should be clear whet
revised. Many P & P are t¢-be reviewed annually, but if there is no cf
stays the same. Examplesof documents include: meeting minutes, pra
tols, work instructions, equipment operating instructions, regulations,
s, and treatment plaus.

nd
d? Are the
moved

knows,

ose who do not, in fact do not know.s\The use of revision levels, issue dates,

bne version
ier this
jange the
cedures,
ocal

1ISO 9001:2000, Quality management systems — Requirements

4.2.4 Control of red|

ords

Records shall be es
effective operation ol

blished and maintained to provide evidence of conformity to requirements a

hd of the
iable and

retrievable. A documented procedure shall be established to define the controls needed for the identification,
storage, protection, retrieval, retention time and disposition of records.

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
produced the desired outcome. Examples of records to support the quality management system, in
addition to the patient health record, are: lab results, imaging results, admitting records, pharmacy

records, pu
quality indi
corrective 4
evidence of|
and compet]
and logs us

4.3 Use of
To lead and
manner. Theg
managemen
These princi
improved pe
International

a) Custome

Organization
needs, shou

NOTH

b) Leadersh

Leaders estd

internal envitonment in which people can become fully involved in achieving the organizatl

IWA 1:2005(E)

rchase requisitions and purchase orders, calibration records for medsy
cator data, forms and checklists once completed, customer/patient/clier
nd/or preventive action results records, internal and external audit/ su
management reviews, quality planning records, personnel kecords (ind
ence) records, records of equipment and facility maintenagice, billing d
bd by various departments.

quality management principles

bperate an organization successfully, it is necessary to manage it in a system
guidance to management offered in this International Standard is based on 4
E principles.

bles have been developed for use by top*management in order to lead the org
formance. These quality management principles are integrated in the conten
Standard and are listed below

r focus

d meet customer requirements and strive to exceed customer expectations.
This includes interested parties (see 3.1.21).

fp

blish-unity of purpose and direction of the organization. They should create a

ring devices,

it complaints,

y'vey reports,
luding training
nd coding records

atic and visible
ight quality

anization toward
s of this

s depend on their customers and therefore should understand current and fufure customer

nd maintain the

c) Involvement of people

on's objectives.

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 a

pproach to management

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

© Copyright 2000, 2004, 2005 ISO, AIAG
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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 a

h) Mutually benefic

re based on the analysis of data and information.

ial supplier relationships

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

Successful use of th
parties, such as imp

b eight management principles by an organization will result in benefits to-irte
roved monetary returns, the creation of value and increased stability.

rested

ISO 9001:2000, Quality management systems — Requirements

5 Management responsibility

5.1 Management

Top management sh
quality management
a) communicating td
requirements,
b) establishing the ¢
¢) ensuring that qua
d) conducting mana
e) ensuring the avai

commitment

all provide evidence of its commitment to the development and implementatiq
system and continually improving its effectiveness by
the organization the importance of meetingCustomer as well as statutory an

uality policy,

lity objectives are established,
gement reviews, and

ability of resources.

n of the

d regulatory

5 Management responsibility

5.1 General guid

5.1.1 Introduction

Ance

Leadership, commit

ent andithe active involvement of the top management are essential for dev

maintaining an effective and efficient quality management system to achieve benefits for intereste

T

bloping and
d parties. To

achieve these benefits,‘it’is necessary to establish, sustain and increase customer satisfaction. Tq

p

management should

system,

identifying the

processes,
creating an en

consider actions such as:

participating in improvement projects, searching for new methods, solutions and products,
obtaining feedback directly on the effectiveness and efficiency of the quality management system,

product realization processes that provide added value to the organization,

vironment that encourages the involvement and development of people, and

establishing a vision, policies and strategic objectives consistent with the purpose of the organization,
leading the organization by example, in order to develop trust within its people,
communicating organizational direction and values regarding quality and the quality management

identifying the support processes that influence the effectiveness and efficiency of the realization

provision of the structure and resources that are necessary to support the organization's strategic plans.

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 incl

ude

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.

IWA 1:2005(E)

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 Issues to be considered

When develq
should consi

On the basis
following act
understd
promotin

organization;

establisH
planning
setting a

In addition ta

breakthrough changes to processes as a way to improve the organization's performance.

changes, mg
the functions

Top manage
to the succeq
either the eff
parties.

Managemen
analyze and
processes.

Consideratiol
ensuring
effective

ping, implementing and managing the organization's quality management‘sy
der the quality management principles outlined in 4.3.

of these principles, top management should demonstrate leadership:in, and
vities:

nding current and future customer needs and expectations, in~addition to req
g policies and objectives to increase awareness, motivation‘and involvement

ing continual improvement as an objective for processes of the organization;
for the future of the organization and managing change;
hd communicating a framework for achieving the.satisfaction of interested pa

small-step or ongoing continual improvement, top management should also

nagement should take steps to ensuresthat the resources and communication
of the quality management system.are provided.

ment should identify the organization's product realization processes, as thes|
s of the organization. Top mahagement should also identify those support pr
pctiveness and efficiency\of the realization processes or the needs and expeq

[ should ensure thatprocesses operate as an effective and efficient network.
optimize the interaction of processes, including both realization processes an

n should:be given to
that\the sequence and interaction of processes are designed to achieve the
yand efficiently,

stem, management

commitment to, the

Llirements;
of people in the

ties.

consider
During such
needed to maintain

e are directly related
bcesses that affect
tations of interested

Management should
d support

lesired results

ensuring

process Inputs, activities and outputs are clearly defined and controlled,

efficiently,

conducti

managin

ng data analysis to facilitate continual improvement of processes,

identifying process owners and giving them full responsibility and authority,

g 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?

© Copyright 2000, 2004, 2005 ISO, AIAG
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identifying and managing risks, and exploiting performance improvement opportunities,
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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):
Top management is responsible for governance of the organization. They are responsible for the

organizationa[ Strq fﬂg\/ im‘n]pmpnfnﬁnn and maintenance nfmnnngpmpnt svstem Pﬂpnh]p Of

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

adapting to changd

Competent managq
many sources. Thq
organizational effd
collaboratively to
especially those ad

b

Management shou
management has 1
anomaly and is ref

Management revie|
A RASIC chart is d

identifies the relati
be “R”), Informed

as knowledge increases or needs change.

pment is key to providing excellent patient care. Such management can

organization should identify and engage these individuals te-ensure

ctiveness and efficiency, and a safe environment. Management should

oordinate and integrate all the activities of the organization affecting

tivities designed to improve the clinical services provided to patients.

d make decision based on evidence. Data is-collected and analyzed to
pe information necessary to lead. Trends are’reviewed to assure the dd
resentative of the process outcomes.

s the competency of all workers:diid plans to maintain or increase co

matrix that plots the steps of the process against the players involved

onship in each intersect as-éither Responsible for that task (only one p{

Consulted, Supports ox-Approves the task.

come from
work

quality,

ensure the
ta is not an

mpetencies.

ind
br task can

1ISO 9001:2000, Qua
5.2 Customer focus

Top management sh
enhancing customer

lity management systems — Requirements

satisfaction.

all ensure-that customer requirements are determined and are met with the dim of

5.2 Needs and ex

5.2.1 General

pectations of interested parties

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

people i

customers and end-users,

n the organization,

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.

owners/investors (such as shareholders, individuals or groups, including the public sector, that
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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 success of the organization depends on understanding and satisfying the current and future needs and
expectations of present and potential customers and end-users, as well as understanding and considering
those of othgr interested parties.

In order to unpderstand and meet the needs and expectations of interested parties, @n-orggnization should
— identify its interested parties and maintain a balanced response to their needs and gxpectations,
— translgte identified needs and expectations into requirements,

— communicate the requirements throughout the organization, and

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

NOTH 1 In determining the needs and expectations of pdtient/clients, health|professionals
should assess the patient/client’s understanding of the expected outfomes and results
of care. Likewise, the patient/clienthas an>obligation to provide thd health
professional with relevant information-and concerns.

To satisfy customer and end-user needs and expectations, the management of an organization should
— undergtand the needs and expectations of its&’customers, including those of potential customers,
—  deternjine key product characteristics for its' customers and end-users,

NOTH 2 This includes interestedparties (see 3.1.21), health professionals (s¢e 3.1.13) and
other health service(organizations (see 3.1.8).

NOTH 3 Health service-organizations should define who their customers arq in order to
develop indicgtors to monitor if the customer (see 3.1.3) requiremdnts are being met
and if they are satisfied.

— identify and asséss competition in its market, and
— identify markét opportunities, weaknesses and future competitive advantage.

Examples 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

© Copyright 2000, 2004, 2005 1SO, AIAG 17
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— effectiveness

— privacy protection

— credentialing, licensing, and accreditation

— compliance with accepted standards of practice
— data and process integrity

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 organization should define financial and other results that satisfy the identified needs and expectations of
owners and investors.

Management should consider the potential benefits of establishing partnerships with suppliers-to tLe
organization, in order to create value for both parties. A partnership should be based on a joint strptegy,
sharing knowledge gs well as gains and losses. When establishing partnerships, an organization should
— identify key 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 to sgcure opportunities for continuing partnerships.

In considering its relationships with society, the organization should

— demonstrate responsibility for health and safety,

— consider envirpnmental impact, including conservation of energy*and natural resources,

— identify applicable statutory and regulatory requirements, and

— identify the cufrent and potential impacts on society in gefieral, and the local community in particular, of
its products, pfocesses and activities.

5.2.2.1 Product Safety
Due care regarding safety and relevant means to minimize potential risks to patients/clients, other
customers and employees and the environment should be addressed in the organization’s |quality
policy and practic¢s. The organization sheuld promote internal awareness of safety consfderations
relative to the servjces they provide.

5.2.2.2 Product efficacy

The organization should designand promote its products and services so as to produce tHe optimal

desired effect.

5.2.2.3 Securit

<

The organization should have a security management plan, with procedures as appropriate, to
provide for the security of interested parties and health information, for example controlled access to
specified facilities, documents and records.

NOTE: 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 and regulatory requirements

Managemenf should ensure that the organizafion has knowledge of the statutory and regylatory requirements
that apply tolits products, processes and activities and should include such requirements as part of the quality
managemen} system. Consideration should also be given to
— the pronotion of ethical, effective and efficient compliance with current and prospectivie requirements,
— the benefits to interested parties from exceeding compliance, and

— the role o¢f the organization in the protection of community interests.

5.2.4 Patjent/client care practices
Health services organizations should establish and maintaintheir quality system t¢ align as

appropriatq with legislation, regulations, codes, standards‘and directives affecting the quality of
health service and supporting services.

What to lgok for:
Is the orgahization’s customer (for example patient, client, resident) offered accessible, safe,
appropriate care? Does the organization have clear procedures for dealing with customers
including Randling of complaints or suggestions? Is there evidence that:

o Tlhe policy, mission and gegails with plans are made public
The spiritual, cultural, and psychosocial needs have been addressed
Hain management is.adequate
Relevant information is provided and informed consents obtained
Staff is competent in customer relations
Hatient/cliént-rights have been communicated
Tlhe confidentiality of personal health information has been ensured
Hatientselient wishes or preferences have been complied with as practicql

Has the organization identified the statutory and regulatory requirements for their type of business?
Do they have occupational safety issues, environmental issues, transportation issues, 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 management shall ensure that the quality policy
a) is appropriate to the purpose of the organization,

b) includes a comm

quality managem
c) provides a frame
d) is communicated
e) is reviewed for cd

tment to comply with requirements and continually improve the effectiveness

ent system,

vork for establishing and reviewing quality objectives,
and understood within the organization, and

ntinuing suitability.

of the

5.3 Quality policy]

Top management sh
its performance.

An organization's qu
and strategy.

NOTE Ins
for

the

In establishing the g
the level and t
the expected ¢
the developmd
the needs and
the resources
the potential ¢

The quality policy ca
it is consistent
it permits qual

ould use the quality policy as a means of leading the organization toward img

ality policy should be an equal and consistent partof the organization's overa

the quality policy if they can be intéipreted to address a focus on the ci
peed for continual improvement,

Liality policy, top management should consider

ype of future improvement needed for the organization to be successful,
r desired degree of customer satisfaction,

ent of people in the organization,

expectations of other interested parties,

nheeded to go beyand ISO 9001 requirements, and

bntributions.6f suppliers and partners.

n be used-for improvement provided that
with'top management's vision and strategy for the organization's future,

ty objectives to be understood and pursued throughout the organlzatlon

rovement of

| policies

me instances, the “vision” or “missign” statement could meet the requirements

stomer and

it demonstrat

Lt -t £ Al
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achievement of objectives,

management,

and other interested parties, and

it is effectively

As with other busine

formulated and efficiently communicated.

ss policies, the quality policy should be periodically reviewed.

urces for

it aids in promoting a commitment to quality throughout the organization, with clear leadership by top

it includes continual improvement as related to satisfaction of the needs and expectations of customers

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? 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

IWA 1:2005(E)

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 Planning

5.4.1 Quality-objectives

Top manage
product, are
be measural

ment shall ensure that quality objectives, including those needed to meetreq
established at relevant functions and levels within the organization. The“quali
le and consistent with the quality policy.

lirements for
y objectives shall

5.4 Planni

5.4.1 Qualitly objectives

The organiza
objectives. T

performancel.

efficient revi
currs
reley

leve
self-
bend
reso

The quality g
their achieve
systematical

What to lok for:

Is there mo

currgnt product and process performance,

ng

tion's strategic planning and the quality policy provide a framework for the se

[op management should establish these objectives, leading to improvement g
The objectives should be capable of being-measured in order to facilitate an
w by management. When establishing these objectives, management shoulg
nt and future needs of the organization-and the markets served,

ant findings from management reviews;,

s of satisfaction of interested parties,

hssessment results,

hmarking, competitor analysis, opportunities for improvement, and
Lrces needed to meet the objectives.

ment. Responsibility for deployment of quality objectives should be defined. (
y reviewed.and revised as necessary.

tting of quality

f the organization's
effective and

also consider

bjectives should-be_.communicated in such a way that people in the organizafion can contribute to

Dbjectives should be

e than one quality objectzve7 Are the quality ob]ectzves measurable, i

iplying some
at relevant levels

target to be

I =i g+ £ 4 +] | EPN £ ,J
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and functions within the organization? Does each department or division have quality objectives 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.

© Copyright 2000, 2004, 2005 ISO, AIAG
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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, Quality management systems — Requirements
5.4.2 Quality management system planning

Top management shall ensure that

a) the planning of thf quality management system is carried out in order to meet the requirement

5 given in
4.1, as well as th¢ quality objectives, and

b) the integrity of the¢ quality management system is maintained when changes to the quality' man
system are plannged and implemented.

agement

5.4.2 Quality planning

should focus
ctives and

Management should take responsibility for the quality planning of the organization. This planning
on defining the proc¢sses needed to meet effectively and efficiently the organization's quality obje
requirements consisfent with the strategy of the organization.

Inputs for effective and efficient planning include

Outputs of quality pl
needed in terms suc

strategies of
defined organi
defined needs
evaluation of
evaluation of
evaluation of
lessons learng
indicated oppq
related risk as

skills and knoy

e organization,

zational objectives,

and expectations of the customers and other interested parties,
tatutory and regulatory requirements,

erformance data of the products;

erformance data of processes,

d from previous experience;

rtunities for improvement,-and

sessment and mitigation data.

hnning for the organization should define the product realization and support
h as:

responsibility

resources needed,such as financial and infrastructure,

metrics for evaluating the achievement of the organization's performance improvement
needs for |mp vement inr‘lnrling methods and-tools,and

vledge needed by the organization,
nd autherity for implementation of process improvement plans,

processes

needs for documentation, including records.

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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5.4.3 Business planning
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:
market-related issues
financial planning (for example budgeting, variance reports, re-forecasting)

projections and strategies

plans for facilities
cost objectives

out-sourced functions, for example health professionals (3.1.13), diagnostic imaging, bio-
medical engineering services, purchasing, laundry, IT

[
[ ]
e growth
[ ]
[ ]
[ ]

human

resSQurce. r]pvolnnmpnf
I

IWA 1:2005(E)

Researn
quality

questid
o key ind
readmi
emergd
e riskmg

Goals and |
determine d
be used to
collection.

Methods to
is followed

5.4.4 Ern

The organiz
planning of|

NOTH

ch and development (R & D) plans, projections, and projects with appy
objectives / indicators including cost of poor quality

customer satisfaction plans, for example time spent with health proféssionals

ns

ernal quality and operational performance measurqgbles, for examp
ssion rates, staff hours/procedure, immunizationyvates, appoini
ncy response time, health, safety and environmental issues

nagement and/or corporate compliance activitiés(see 7.3.1)

plans should cover short-term (1-2 years)-and longer-term (3 years or
urrent and future customer expectatiodls should be in place. An objeci
fefine the scope and collection of information, including the frequen|

track, update, revise, and review the plan should be documented to e
ind communicated throughout the organization as appropriate.

or proofing
ation should ufilize appropriate error proofing (see 3.1.5) methodolog
care, processes, and facilities to prevent adverse events (see 3.1.1).

Somexcommon examples for health service would be the use of uniqu
for various medical gases, shielded hypodermic needles, automated,

opriate funding
3.1.13) answering

le infection rates,
ment availability,

more). Methods to
ive process should
cy and methods of

nsure that the plan

fes during the

e coupling devices
external

defibrillators that will only defibrillate in the presence of ventricula

r fibrillation,

automatic lockout of measurement equipment if internal quality control specifications

are not met, and electronic prescription entry.

What to look for:
Long-term plan:

o [s there a defined process to integrate and coordinate the care provided to each

customer/patient across the care continuum?

e s the care provided to each customer/patient is planned and noted in that patient health

record?

e Does each care provider have access to the notes of the other care providers and reviews

these notes before providing service?
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revised when indicated?

methods to

support the practice of evidence-based medicine?

organization or reviewed and adopted from outside sources?

Guidance/example(s):
Planning should include as applicable:

policy deve,

Clinical planning

nlnn/mnf

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

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

professiond
professiond
emergency
oversight o
compliancd

Planning should rd

applicable individyals and/or departments. Processes should be fgpéatable and reprodug

Outsourced work
controls and overs

Plans should mini
using float pools o
indicates that prol
performance decrd

The organization’s
plans and processd

The organization’s
business-critical s)

There are many re

[ ethics

[ development

or disaster preparedness

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

sult in products and/or services that are uniform,and coordinated bet\

hould also be designed to be seamless to the-organization and subject 1
ight as those designed to be internal.

hize the use of temporary clinical providers and develop slack for the s
- cross training. The total work hawrs should be limited to reasonable |
nged periods of wakefulness (§Such as 17 hours without sleep) can pro{
ments equivalent to a blood\alcohol concentration of 0.05 per cent.

cross-functional leadership should work collaboratively on the organi
s. The plans shoutd\be reviewed with a case manager if possible.

business pldn.includes a capital plan for the upgrading or replacemern
stems, buildings or components.

1sons for error such as human error, misunderstanding, misidentificati

design, workplace

een
ible.

o the same

hifts by
ours. Data
fuce

Cation’s

tof

on, service

(desien, fatigue, or poor ergonomics. Where possible error proofing de

vices

should be incorporated into hardware to prevent errors from being made, being accepted
down stream in the process.

or passed

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 documents should become part of the patient health record.

ISO 9001:2000, Quality management systems — Requirements

5.5 Responsibility, authority and communication

5.5.1 Responsibility 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

IWA 1:2005(E)

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

and maintain

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 personnel who manage, perform, and verify work affecting the quality of health service (see 3.1.6) should

be free with

ut renrisal ta identifv renart. record. and solve as appropriate. prablems wl
I JJT I 4 4 I I I I

ere health service

systems havd

The responsi
service shou
problems for
unmet.

Managemen
and responsi
minutes.

What to lgok for:

Has manag
know the re
process for

Guidance
Responsibil
organizatio
given docuf

Documenta
confidentia
providers is

not met specified requirements or the needs of patient/clients and/or interest

bility and authority of all those in health service organizations who,verify the
d be documented. Appropriate actions should be defined in order to‘identify
patient/clients and other interested parties whose customer (seé\3.1.3) needs|

should ensure that mechanisms are in place to commmificate information on
bilities, for example posting in prominent areas, e-uail on Intranets, or in re

ement defined the responsibilities andauthorities for the various jobs?
sponsibility and authority for the job they are performing? Has manag
communicating to the patient/client their responsibilities and authoriti

example(s):
ity and authority may be defined in job descriptions, procedures, orgar
h policies, or separate documents that management provides. The patid
hents, trained, ortold their rights.

tion for momitoring the compliance with regulatory requirements, for e
ity of pdtient data, controlled substances, licensing and credentialing
ayailable.

bd parties.

quality of health
record, and solve
or obligations are

patient/client rights
orded meeting

Do the people

bment defined the
s ?

ization by-laws,
nt/clients may be

xample
pf clinical

1ISO 9001:20

5.5.2 Manag

00, Quality management systems — Requirements

ement 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.

© Copyright 2000, 2004, 2005 ISO, AIAG
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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/exam
Evidence can be a

ple(s):

letter, an email, spelled out in the quality manual, or in a job deseriptipn.

1ISO 9001:2000, Quality management systems — Requirements

5.5.3 Internal communication

all ensure that appropriate communication channels arelestablished within th
t communication takes place regarding the effectiveness of the quality manag

Top management sh
organization and tha
system.

ement

5.5.3 Internal communication
the organization should define and implement an effective and efficient procgss for
uality policy, requirements, objectives and accomplishments. Providing such jinformation
can aid in the organigation's performance improvement’and directly involves its people in the achievement of
quality objectives. Management should actively eneourage feedback and communication from pegple in the
organization as a mgans of involving them.

The management of]
communicating the (

hicating include, for gxample
ed communication’in‘work areas,

Activities for commu
management-

team briefings
notice-boards,
audio-visual a
employee sur

nd electronic-media, such as email and websites, and

and other meetings, such as for recognition of achievement,
in-house journals/magazines,

eys and(suggestion schemes.

NOTE 1 Exdmples of use of electronic media in health service include information
databaseof Tecommended care protocots; Tetationat darabases for arngin
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.

bystems
eractions,

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,
procedures, newsletters, mailings to employees, or minutes from meetings where verbal
communications were passed on.

To facilitat¢ electronic communication, the organization should use available-Stanglards for
information structures, such as ISO/TC 215 Health Infomatics. The structute of information should
include at lgast the following categories:
1) Generdl and organization-specific knowledge, examples: surgeonprivileges readily available,
drug inferactions,
2) Patient{Client-related information, for example patient health’record, orders, freferrals, lab
results| and
3) Interndl process documentation that aids in managemeiit of the staff and facilities.

1ISO 9001:2000, Quality management systems — Requirements

5.6 Managément review
5.6.1 General
Top management shall review the organization's quality management system, at planned jntervals, to ensure
its continuing suitability, adequacy and_effectiveness. This review shall include assessing ppportunities for
improvement and the need for changes to the quality management system, including the quality policy and

quality objectives.

Records from management. reviews shall be maintained.

5.6 Managementreview

5.6.1 Geneqal

Top management 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
meeting inputs, as noted in 5.6.2 below, addressed? Does management use the review process as a
means for continual improvement?

Guidance/exaniple(s):
The evidence may be minutes taken on paper, electronic, audiotapes, videotapes,, oricombinations of
any or all. The agenda for the meeting usually assures all subjects that should-be reviewqd are
reviewed. The actipns from the meeting should be documented in the minuteS:to capture them so
those to be continued are not overlooked at future meetings.

ISO 9001:2000, Quality management systems — Requirements
5.6.2 Review input

The input to managgment review shall include information on
a) results of audits,
b) customer feedback,

c) process perfofmance and product conformity,

d)  status of preventive and corrective actions,

e) follow-up actigns from previous managementreviews,

f) changes that gould affect the quality management system, and
g) recommendations for improvement.

5.6.2 Review input

Inputs to evaluate efficiency as well'as effectiveness of the quality management system should cgnsider the
customer and other |nterested-parties and should include

—  status and reslts of quality objectives and improvement activities,
—  status of management review action items,

— results of audifs @nd self-assessment of the organization,

—  results from benchmarking activities,

—  performance of suppliers,

—  new opportunities for improvement,

—  control of 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.

IWA 1:2005(E)

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) improvement of product related to customer requirements, and

C) resource needs.

5.6.3 Reviejlv output
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context of st
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management review beyond verification of the quality management system,
[ review can be used by top management as inputs to improvement processe
review process as a powerful tool in the identification of opportunities for perf
of the organization. The schedule of reviews should facilitate\the timely prov
ategic planning for the organization. Selected output should)be communicate
the organization how the management review process-leads to new objectiv
ion.

tputs to enhance efficiency include, for example

nhance objectives for products and processes;

hance improvement objectives for the organization,

bal of the suitability of the organization'ssstructure and resources,

ies and initiatives for marketing, prodicts, and satisfaction of customers and
evention and mitigation plans foridentified risks, and

htion for strategic planning for-future needs of the organization.

uld be sufficient to provide-for traceability and to facilitate evaluation of the m
f, in order to ensure itS'continued effectiveness and added value to the organ

What to lgok for:

See above n

Guidance
See previoy

otes for réview inputs.

example(s):
s'section’s notes for examples.

the outputs of

5. Top management
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sion of data in the

d to demonstrate to
ps that will benefit

bther interested

hnagement review
zation.

ISO 9001:2000, Quality management systems — Requirements

6 Resource management

6.1 Provisio

n 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.

© Copyright 2000, 2004, 2005 ISO, AIAG
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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 parti

es.

Resources may be people, infrastructure, work environment, information, suppliers and partners, natural
resources and financial resources.

NOTE The

reld
thai

6.1.2 Issues to be

Consideration shoul
effective, effic
tangible resou
intangible resd
resources and
organization s

enhancement
development ¢
use of natural
planning for fu

6.1.2.1 Shiftre
The organization s
provided for on ea
responsibility for ¢

What to look fo
What process does
used to determine

information management and technology,

prganization should consider patient/clients, patient/client’s family‘and
tions, and community, as local law and regulations allow, as additiond
can have significant impact on care outcomes.

considered

| be given to resources to improve the performance of the organization, such
ent and timely provision of resources in relation to opportunities and constrair
rces such as improved realization and support facilities,

urces such as intellectual property,

mechanisms to encourage innovative continuahimprovement,

ructures, including project and matrix management needs,

of competence via focused training, education and learning,

f leadership skills and profiles for the future managers of the organization,
resources and the impact of resalrces on the environment, and

ture resource needs.

Nources

ch shift. All shifts-should be staffed with personnel in charge of, or wit.
uality.

y'o
mahagement use to establish the required resources? Is there some d{

close
[ resources

as:
ts,

ould ensure that anappropriate number of employees or full time equiivalents are

h delegated

yta that is

taffing levels, such as the overtime hours worked by nurses and physic

ians? Who

is able to change the number of employees as workloads vary? What services are approved to be
provided at this facility?

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

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

— by recpgnizing 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 eni,lring effective teamwork,

— by commmunicating suggestions and opinions,

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

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

NOTEH This section is applicable to‘employed and subcontracted staff.

What to lgok for:
Is the number and types of staffmeeded specified using a cross-functional process {nvolving
management from all affectedYunctions/disciplines?

Are the houys worked per'week per employee limited to avoid errors caused by fatigue?

Does a nurge leader or physician have the right to refuse additional patients if stajfing is below
acceptable pumbers?

Does management 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,m atrd tla;ll;ll\_.l
6.2.2.1 Competence¢

Management should ensure that the necessary competence is available for the effective and efficlent
operation of the organization. Management should consider analysis of both the present and expgcted
competence needs as compared to the competence already existing in the organization.

Consideration of the|need for competence includes sources such as:

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

— anticipated management and workforce succession needs,

— changes to the organization's processes, tools and equipment,

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

—  statutory and rlegulatory requirements, and standards, affeeting the organization and its intefested
parties.

NOTE The nterested party needs to be assured that the health service organization (see 3.1.8)
has|the qualified personnel to meet-the interested party’s needs, and has placed a high
prigrity on competency of the péople (including family and others) to whom tasks may
be gssigned that affect the cape delivered to the patient/client. The certifications and
licepses held by all employees and subcontractors, their employment histoty, special
couyses, continuing education, or certificates, and in-service training, as well as all
datq that supportsprocedures and instructions should be recorded.

6.2.2.1.1 Credéntials and health status
The organization shouldensure that all health service staff have appropriate credentials, |for
example certificatipns; ficenses, 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
including patient/clients and their families.

6.2.2.2 Awafeness and fraining

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 orgapization.

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

Education and training should emphasize the importance of meetingsequirements and thg needs 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 meét the requirements.

To support the achievement of the organization's objectives and the development of its people, planning for
education ar{d training should consider
—  experi¢nce of people,

— tacit and explicit knowledge,

— leadership and management skills,
—  planning and improvement tools,
—  teambtilding,

—  problem solving,

— communication skills,

—  culturg and social behaviour;

—  knowlgdge of markets and'the needs and expectations of customers and other intergsted parties, and
—  creativity and innovatian.

To facilitate the involvefment of people, education and training also include
— the visjon for the future of the organization,

—  the organization's policies and objectives,

— organigatiohal change and development,

— the initiation and implementation of improvement processes

—  benefits from creativity and innovation,

—  the organization's impact on society,

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

6.2.2.2.2 Identi
The organization s
and review of the p
patient/client and/c
patient/client and/
should be included
patient/client and/«
any.

Any instruction pld
health hazards ang
interfere with the [

What to look fo
Are job descriptiol
or quality? Are qu
Are staff members
or training needs?
required to meet a
patient/client and 1

Guidance/exant
Medications are pi
supervision of an g

ication of patient/client's family education/training progra
ould use the results of an initial patient/client (see 3.1.11) evaluation
atient/client health record (see 3.1.12), if any, to identify training need
br family or others as appropriate. The organization should maintain 1
r family or others training as appropriate. Where applicable, these ré
in the patient/client health record. The organization should ensure thq
r family or others can demonstrate the ability to perforn prescribed a

n should require that conditions for learninginclude safe classrooms, |
| physical distractions. Supporting service§should reinforce learning d
barning process.

y'>
s and training requirements documented for each position affecting pa
alifications, work history aund training records maintained for each em
periodically evaluated to'determine competency and identify continuin
Are there records doctwmenting that staffing is adequate in number an
wticipated demand? \Has the management identified a process for educ
heir families as-hecessary for proper safe care?

ple(s):
escribed_correctly by the physician and then dispensed accurately und
ppropriately licensed pharmacist or technician. The organization has

ms
pssessment
s of the
ecords of
cords

it the
ctivities, if

free of
nd not

tient safety
ployee?

> education
i in skills
iting the

ey the
specified

and identified thos

e qlithorized to prescribe, dispense, and administer medications.

Specialists / Intensivists, those with significant experience/expertise, should be used in emergency

care settings, such

as emergency rooms and intensive care units.

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

The organization employing regulated health professionals should be responsible to check
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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1ISO 9001:20

6.3 Infrastr

00, Quality management systems — Requirements

ucture

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

product requ
a) buildings,
b) process e

irements. Infrastructure includes, as applicable
workspace and associated utilities,
quipment (both hardware and software), and

C) supporting services (such as transport or communication).

6.3 Infrastructure

Managemen
needs and e
tools and eq

The process
should inclug

a)  provisi
cost, s

b) develo
meet t
and veg

c)

d) consid
waste

Natural phen
should consi
the interests

NOTH

6.3.1 Ha:
The organiz
hazardous 1
pathogens,

t should define the infrastructure necessary for the realization of products-whi
kpectations of interested parties. The infrastructure includes resources.such 3
Lipment, support services, information and communication technology, land tr

to define the infrastructure necessary for achieving effective and éfficient pro
e the following:

pn of an infrastructure, defined in terms such as objectives;-function, perform
afety, security and renewal,

pment and implementation of maintenance methods.to ensure that the infrast
e organization's needs; these methods should cansider the type and frequer

eration of environmental issues associatedwith infrastructure, such as conse,
and recycling.

omena that cannot be controlled caniimpact the infrastructure. The plan for th
fer the identification and mitigation’ of associated risks and should include str
of interested parties.

Resources should be-available, which describe the prerequisites, of
standards of assessment, instructional strategies, necessary control,
of all the materials used for instruction.

rardous waste handling

ation shauld have a documented procedure for handling, disposal and
paterials, for example radioactive isotopes, sharps and/or needles, blo
in.¢ompliance with regulatory requirements and appropriate standards

e considering the

s plant, workspace,
ansport facilities.
duct realization

bnce, availability,

ructure continues to
cy of maintenance

rification of operation of each infrastructure element, based on its criticality and usage;
evaluation of the infrastructure against the needs and expectations of interested par

ties;
rvation, pollution,

e infrastructure
htegies to protect

jectives, and
5, and mechanics

removal of any
d-born
, and to safeguard

those who may come into contact with such hazardous waste or substance.

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 achieve'conformity to product
requirements.

6.4 Work environment

Management should ensure that the work environment has a positive infldence on motivation, sat|sfaction and

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

environment, as a combination of human and physical factors, should\include consideration of

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

—  safety rules and guidance, including the use of protective equipment,

—  ergonomics,

—  workplace location,

—  social interaction,

— facilities for pgople in the organization,

—  heat, humidity| light, airflow, and

— hygiene, clean{liness, noise, vibration and“pollution

—  precautions qgainst infection.

NOTE 1: Tha organization should also consider the needs and comfort of the patieny/client
reldtive to theeriteria above.

NOTE 2: Heqltheare institutions should install a peer support system and ensure acfess to
coupseling for staff members after critical incidents with patients and for rnoutine
occlparional SIress:.

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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6.6 Suppliers and partnerships

IWA 1:2005(E)

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

solutio

, such as:

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

n 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

verifications,

partici
involvi
effecti
involvi

6.6.1 Sup

The organi
product, for

Ng suppliers in the organization's design and development activities to share
ely and efficiently improve the realization and delivery processes for canform
g partners in identification of purchasing needs and joint strategy developmsg

)ply-purchased product
ation should ensure that their staff people know how ‘to obtain and insj|
example medical and operational supplies, to support quality care an

6.7 Natural resources

Consideratig
organization
significant pd
plans, to ens
effects on th

6.8 Financ

h should be given to the availability of nattiral resources that can influence thg

While such resources are often out of the direct control of the organization, t
sitive or negative effects on its results:-The organization should have plans, ¢
ure the availability or replacement-of these resources in order to prevent or m
b performance of the organization:

al resources

Resource management should(include activities for determining the needs for, and source

resources. T|
plans, and tg

Managemen
maintain an
Managemen

he control of financial resources should include activities for comparing actua
king necessarny.action.

I should plan, make available and control the financial resources necessary tq

pffective and efficient quality management system and to achieve the organiz

I should also consider the development of innovative financial methods to suq
of the organization's performance

encouraging suppliers to implement programs for continual improvement of performance and to

nowledge and
ing products,
nt, and

evaluating, recognizing and rewarding efforts and achievements by suppliers and partners.

bect purchased
| services.

b performance of the
ney can have

r contingency
inimize negative

s of, financial
usage against

implement and
ation's objectives.
port and encourage

improvemen

Improving the effectiveness and efficiency of the quality management system can influence positively the
financial results of the organization, for example

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.

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
conformity should be used in management reviews.
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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 support system in place?

Are errors considé
solvers?

Are suppliers utiliz
considered “partn
organization? Ard
requirements?

Guidance/exant
There is a process
Benchmarking of |
work environment.

The organization p
protected against
interdisciplinary fi

Regarding patient
or low temperaturd
operation of medid
procedures in plac

The organization s
the assignment of |

red a positive opportunity for improvement and are all staff urged to/ b

ed to assist in planning new facilities or equipment installations? Are s
brs ” and is the purchasing function a “win-win” for both'supplier and
suppliers evaluated periodically for their capability to.meet the organ

ple(s):
to get workers inputs relative to the work énvironment when approprid
ymilar jobs and work environments proyide a sound data based decisio|

lans and implements processes.to*meet information needs of stakehold
inadvertent loss or corruption:Data is shared in a timely manner with
nctions, as needed, and within the restrictions of confidentiality.

comfort, the organization should avoid leaving the patient for long per

s, which may be(ayiecessary component of the work environment for tl
al equipment or-diagnostic procedures. The organization should also

ouldsstrive to implement a culture of patient safety, rather than one di

lame for errors.

e to avoid Hoisy conditions that might cause stress for the patient/client.

b problem-

uppliers
the
zation’s

te.
n on the

prs. Data is

fods in high
pe
have

rected at

Terminology, abbr

eviations, 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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1ISO 9001:2000, 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 planning product realization, the organization shall determine the following, as appropriate:

a) quality objectives and requirements for the product;

b) the need to establish processes, documents, and provide resources specific to the product;

¢) required Yerification, validation, monitoring, inspection and test activities specific to the |product and the
criteria for product acceptance;
d) records needed to provide evidence that the realization processes and resultingprodu¢t meet
requirementg.

The output of this planning shall be in a form suitable for the organization's imethod of opefations.

NOTE 1 A document specifying the processes of the quality management system (including the product
realization processes) and the resources to be applied to a specifie-product, project or corftract, can be
referred to a$ a quality plan.

NOTE 2 Thel organization may also apply the requirements‘given in 7.3 to the development of product
realization pfocesses.

7 Product realization
7.1 General guidance

NOTE  Activities undertakén in product realization should focus on reduction or elimination
of waste, for exawple cost of excess inventory, poorly utilized floor fspace, non-value
added processing, waiting or lost motion.

7.1.1 Introduction

Top management should ensure the effective and efficient operation of realization and support processes and
the associatg¢d process network so that the organization has the capability of satisfying its|interested parties.
While realizgtion processes result in products that add value to the organization, support grocesses are also

necessary tothe”organization and add value indirectly

Any process is a sequence of related activities or an activity that has both input and output. Management
should define the required outputs of processes, and should identify the necessary inputs and activities
required for their effective and efficient achievement.

NOTE [  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
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 organization's processes will improve the effectiveness and efficiency of the
quality management system and the organization's performance. Annex B describes a “Process for continual
improvement” that can be used to assist in the identification of actions needed for continual improvement of

the effectiveness an

Processes should beé documented to the extent necessary to support effective and efficient opera

Documentation relat
identifying ang
training in the
sharing knowild
measurement
analysis, revig

The role of people W
to ensure the

to ensure that
to support coo
to provide for |
to promote inn

The drive for continy
the effectiveness an
Increased benéefits, i
examples of measur

7.1.3 Managing processes

7.1.3.1 General

Management should
and other interested
support processes a

N4+ £
U CTITUITTIVY Ul PTULTOOTO.

bd to processes should support

communicating the significant features of the processes,
pperation of processes,

bdge and experience in teams and work groups,

and audit of processes, and

w and improvement of processes.

ithin the processes should be evaluated in order
nealth and safety of people,

the necessary skills exist,

rdination of processes,

nput from people in process analysis, and
ovation from people.

al improvement of the organization’s performance should focus on the impro
d efficiency of processes as thé-means by which beneficial results are achiev
mproved customer satisfaction, improved use of resources and reduction of w
able results achieved by greater effectiveness and efficiency of processes.

identify processes needed to realize products to satisfy the requirements of ¢
partiesTo ensure product realization, consideration should be given to asso
s well.as desired outputs, process steps, activities, flows, control measures, t

needs, equipment, meéthads, information, materials and other resources.

ion.

ement of
pd.
aste are

ustomers
Ciated
raining

An operating plan should be defined to manage the processes, including

input and outp

corrective and

ut 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,

preventive actions,

opportunities and actions for process improvement, and
control of changes to processes and products.

NOTE 1 Plans should include verification and validation of procedures, both for new
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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Examples of

IWA 1:2005(E)

responsibilities and authorities for work, which cross more than one function or

department in the organization.

support processes include

managing information,

training of people,

finance-related activities,

infrastructure and service maintenance,

application of industrial safety/protective equipment, and
marketing.

NOTE 2 Other examples for health service (see 3.1.6) may include preparation of fluids for

7.1.3.2 Proc

The process
formulation d
external to th

Resolution o
and external
through subs
features of p
monitoring th

Examples of]
compe
docum
equipn
health

Process outy
should consi
purposes, th
This evaluati
the effective
order to iden

I:IU[MDI:UIL, us s uraricc t}lut!]utt‘ﬁllt LZI:CI!; (QCC 3.11.1111/\ cUurc [Ji Us/ [SARYA)
including diagnostic and treatment procedures meet requirements,
fitting of implants and prosthetics.

pss inputs, outputs and review

approach ensures that process inputs are defined and recorded in order to p
f requirements to be used for verification and validation ,of(outputs. Inputs car
e organization.

f ambiguous or conflicting input requirements canlinvolve consultation with th
parties. Input derived from activities not yet fully~evaluated should be subject
equent review, verification and validation. Thg,organization should identify si
roducts and processes in order to develop<an effective and efficient plan for ¢
e activities within its processes.

input issues to consider include
tence of people,

entation,

nent capability and monitering, and
safety and work environment.

uts that have been verified against process input requirements, including acd
Her the needs and’expectations of customers and other interested parties. Fo
b outputs sheuld be recorded and evaluated against input requirements and 3
on should-identify necessary corrective actions, preventive actions or potentia
ness and\efficiency of the process. Verification of the product can be carried g
tify variation.

The manag

ccording to plan,
and customizing or

ovide a basis for
be internal or

b affected internal
to evaluation
gnificant or critical
pntrolling and

eptance criteria,

r verification
cceptance criteria.
| improvements in
ut in the process in

ant of tha araanization chauld vyndartalkka narindic raviaw of nracacce narfard
RHEeR+-oHe-BrgattaioR-5HothaHHaeHake-perHoatc+ev1ewW-o+pt pPeHOHH

ance to ensure the

process is consistent with the operating plan. Examples of topics for this review include

reliabil
identifi

ity and repeatability of the process,
cation 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 fo

r patient/client (see 3.1.11) care should include a consideration of:

Patient/client rights

initial patient/client evaluation/assessment,
the initial status of patient/client health, for example high priority, urgent care needs
diagnosis and treatment design,
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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
for the patient/client, and/or the patient/client’s family. It may also require
communications between the various providers involved. This should include use of
clinfcal guidelines, care paths and profocols based upon best practice and| as
applicable, patient/client preference. For planning within health seryice mpanagement
organizations, the needs of the population of enrollees, the numbers and types of
health service providers needed, and geographic location of health-servicd providers

sholuld 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 need$ and
expectations of custpmers and other interested parties. Validation activities include modeling, simplation and
trials, as well as reviews involving customers or other interested parties.

NOTE Modepling can be used in certain health service applications, for example camputer
modeling of a hand with the bone and miiscle structure for use in reconstriyctive
surgery.

Issues to consider should include

— quality policy gnd objectives,

—  capability or gpalification of equipment,

—  operating condlitions for the product;

— use or application of the product,

—  disposal of thg product,

—  product life cygle,

— environmentalfimpact of the'product, and

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

Process validation should-be carried out at appropriate intervals to ensure timely reaction to changes
impacting the procegs»Particular attention should be given to validation of processes
—  for high value 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
fault m

reliabil

tools for risk assessment include
odes and effects analysis,

fault tree analysis,
relationship diagrams,
simulation techniques, and

ity prediction.

What to chok for:

Is there a p

Is the patient health record accessible to care providers and staff to facilitate comj

Is therea h

Is there a p
provided? |
to better di

proofing co

Does mana
and results
incentives f{

Guidance
The organiz
degree poss
standard ca

goal of proy
adverse eve

rocedure for the transfer of a patient within the organization?

gh degree of computerized clinical data deployed throughout the orga

rocess for validating work processes that may imipact the quality of pro|
Ure any other facilities or institutions consulted in an effort to design u
tinguish human errors from wilful negligence and intentional miscond,
psidered in the validation of processes<

bement monitor work process outsomes and take corrective actions wh
are not as expected? Has thexé_been consideration for a process to ins
br error reduction?

example(s):

ible. Benefits should include consensus on performance measurement
re sets for ecommon conditions such as diabetes, hypertension, and hea
ider surveillance is the early detection of a downturn in the patient’s N
it

nunication?
hization?
duct or service

niform procedures
ict? Is error

bn the outcomes
itute rewards and

ation should proactively participate in regional health care consortiums to the highest

requirements and
't disease. The
ealth or of an

b food and nutrition is important to health. For those customers assess

Appropriatd

ed to be a

nutrition risk, a plan for nutrition therapy should be implemented. The planning and delivery of
nutrition therapy should be a cross-functional process. Food consistent with the care plan 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,

availability,

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.

ISO 9001:2000, Quality management systems — Requirements

7.2 Customer-related processes

7.2.1 Determination of requirements related to the product

The organization shJaII determine

a) requirements spe
b) requirements not
c) statutory and reg
d) any additional req

7.2.2 Review of req

The organization shall review the requirements related to the product. Thisreview shall be condug

the organization's cg

uirements related to the product

cified by the customer, including the requirements for delivery and post-delivg
stated by the customer but necessary for specified or intended use, where ki
Llatory requirements related to the product, and

uirements determined by the organization.

mmitment to supply a product to the customer (for €éxample submission of ter

ry activities,
own,

ted prior to
ders,

acceptance of contracts or orders, acceptance of changes to contracts or orders) and shall ensur¢ that

a) product requirem
b) contract or order

¢) the organization has the ability to meet the defined requirements.

Records of the resul

Where the customeri
confirmed by the org

Where product requ
amended and that rg

NOTE In some situa
review can cover rel

7.2.3 Customer cor

The organization shall détermine and implement effective arrangements for communicating with ¢

Eents are defined,
requirements differing from those previously.expressed are resolved, and
s of the review and actions arising from the review shall be maintained.

provides no documented statement of requirement, the customer requiremer
anization before acceptance!

rements are changed, the organization shall ensure that relevant documents
levant personnel aré:made aware of the changed requirements.

tions, such asiinternet sales, a formal review is impractical for each order. Ins
pvant productihformation such as catalogues, or advertising material.

hmunication

ts shall be

are

tead the

ustomers in

relation to

a) product informmatiorT,

b) enquiries, contracts or order handling, including amendments, and
c) customer feedback, including customer complaints.

7.2 Processes re

Management should

lated to interested parties

ensure that the organization has defined mutually acceptable processes for

communicating effectively and efficiently with its customers and other interested parties. The organization
should implement and maintain such processes to ensure adequate understanding of the needs and
expectations of its interested parties, and for translation into requirements for the organization. These
processes should include identification and review of relevant information and should actively involve
customers and other interested parties. Examples of relevant process information include

44

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

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

IWA 1:2005(E)

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 organi
Examples if
payment ag]

UtiUll ol’tumt’d crisurc t}LLLt ut’t’ LMQtU’ItC/ bUIlt’ ‘/L(/tk) urc ;)MIIJJ'C(/; tU bUILtI M(/t
iclude release of health record information forms, patient/client and/oi
reements, and third party administrator agreements.

What to lgok for:

Is there a p
supplied ar

Does the pd
them?

Is food prep

Guidance

Medical chq
education/e

Are all cust
in the devel
discharge,
return Vvisits

In the US, d
would be th

rocess for establishing the basis for the care plan and that\the products
e medically necessary? Are there records of this in themedical chart?

tient/client understand the care plan and their pésponsibility and any d

aration, storage, and distribution monitoved to ensure regulatory comj
example(s):
kplanations are documented in-the chart.

bmer/patient/client requirements understood and are they considered A
pbpment of the care plan?” Examples: Allergies, financial, family issues,)
nvironmental expdsiires when discharged that would be adverse to thd
required by the physician, and medications along with any adverse in

n examplexwhere the patient should be involved in the release of any p

e compliance with the Health Information Portability and Accountabili

wrts contain all orders and notes+¢lative to the original orders. Patienyt

review (see 7.5.1).
employer

or services

ctions required by

bliance?

hen appropriate
care after
patient’s health,
eractions.

utient information
ty Act (HIPAA).

1ISO 9001 :2(100, 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.

© Copyright 2000, 2004, 2005 ISO, AIAG
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7.3 Design and development
7.3.1 General guidance

Top management 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
organization should consider life cycle, safety and health, testability, usability, user-friendliness, dependability,
durability, ergonomics, the environment, product disposal and identified risks.

7.3.1.1 Design
A health service dé
describe how antid
design care and it

NOTE Heq
outq
incl
inci

Management also has the responsibility to ensure that steps are-taken to identify and mitigate pot

process

sign process should be documented. The health service design process
ipated health service outcomes identified in the needs assessment are
assessment.

Ith service process measures may be utilized as suprogates of patient/d
ome. For example, a design for a diphtheria imiiynization program w
pide a measurement of immunization rate (a process) rather than surve]
dence of diphtheria (patient/client outcome).

should

sed to

Jient
ould likely
ing for the

ential risk to

the users of the products and processes of the organization.!Risk assessment should be undertalen to
assess the potential{for, and the effect of, possible failures‘er faults in products or processes. The|results of
the assessment shoypld be used to define and implement preventive actions to mitigate the identified risks.
Examples of tools for risk assessment of design and development include

— design fault mpdes and effects analysis,

—  fault tree analysis,

— reliability prediction,

— relationship diggrams,

— ranking technigues, and

—  simulation techniques.

What to look foy:

Where is the care for thespatient or the development of a protocol designed? Is the provider
organization respdnsibte or did they bring in the procedure or protocol from an outside spurce? If
the physician is not-au-employeeof-the organization—but-isprivileged to practice there—then who

designs the care plan?

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 Desigrfand development inputand output

The organization should identify process inputs that affect the design and development of products and
facilitate effeictive and efficient process performance in order to satisfy the needs and expg¢ctations of
customers, gnd those of other interested parties. These external needs and expectations, |coupled with those
internal to the organization, should be suitable for translation into input requirements for the design and
development processes.

Examples arg as follows:
a) external inputs such as:
—  cuptomer or marketplace needs and expectations,
— neleds and expectation of other interested parties;
—  supplier's contributions,
— uskr input to achieve robust design and development,
—  chpanges in relevant statutory and regulatory requirements,
— intprnational or national standards, and
— industry codes of practice;

b) internal inputs such as:
—  policies and objectives,
— nekeds and expectations of people in the organization, including those receiving the output of the
process,
—  teg¢hnological developments,
—  competence requirements for people performing design and development,
—  feg¢dback information from past experience,
— re¢ords and data on existing processes and products, and
—  outputs from other processes;

¢) inputs that identify those characteristics of processes or products that are crucial to saf¢ and proper
functioninig'and maintenance, such as: T
—  operation, installation and application,
—  storage, handling and delivery,
—  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,

purchase requ
reports of qual

user and consumer information,

irements, and
ification tests.

Design and development outputs should be reviewed against inputs to provide objective evidence that outputs

have effectively and

NOTE

efficiently met the requirements for the process and product.

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 Facility
The organization s
plans. Plans shoul
prevention of infed
organization shoul

NOTE Con
equ

The organization s
(see 3.1.3) in the e

weather activity. §

What to look fo

When an organizat
or procedure) the 1

way to implement @ pathway, protocol, or. procedure then the element 7.3 applies. If the

organization strict,
exclude element 7.
procedure.

Facility plans shoy
charts (which defi

and equipment planning

d address patient/client privacy and safety, the need for sterilization ar
fion as appropriate. Facility layouts should minimize trayekand hand]|
d ensure the ability of staff to monitor patient/client load.

sideration should be given to determination of the-6ptimum size of faci
ipment during the planning phase in order to achiéve efficient operatio

hrould prepare contingency plans to reasouably protect employees and
ent of emergency, such as utility inter¥tiption, key equipment failure, o
Plans should also address security aud sound privacy.

y'>
ion designs (does medical ¥esearch and the outcome is a new pathway
requirements of element™7;3 apply. When the organization develops a g

[y applies knowntechnology, protocols, pathways, or procedures then 1

B of 1SO 9001.(S¢e the explanation above about a surgeon learning a |

ld bedocumented. Applicable documents include floor plans, RASIC ¢
e yoles and responsibilities), work or job instructions, Failure Mode a

ould use a multi-disciplinary approach for developing facility and eqyipment

vd the
yng. The

Vities and

yis.

customers
r extreme

protocol,

[ifferent

t may
ew

r RASCI
d Effects

Analysis (FMEA) f

prits, visual controls, meeting minutes, ergonomic studies, preventive

maintenance plans and records, equipment manuals supplied from the manufacturer or supplier,
internal audit records, characteristic matrices, emergency preparedness drill plans and records.
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.

employees, patient/clients, or visitors.

2.

including disasters.

Safety — Buildings, grounds, equipment and support systems should not pose a hazard to

Security — Property, patient/clients, visitors and data should be protected from harm or loss,

3. Hazardo

hazardoys materials should be managed for safety and proper disposal.
ries — Responsibility and authority is defined for all persons involyed in emergency

4. Emergen
activities
5. Fire Safd
smoke. R
6. Medical |
reduces
. Utility S))
that they
safety.

is Materials — Handling, storage, transportation, and use of radioacti

due to disasters.

ty — Property, employees, patient/clients and visitors should'be protect
outine drills are held to assure proper response.

Fquipment — Equipment should be selected, maintainéd, calibrated, an
'isks and improves patient/client safety.

stems — Electrical, water, telephone, sewer and<ther utilities should b
are capable to respond to disasters or there3s a back-up plan to assur,

e or other

bd from fire and
1l used such that it

b maintained such
e patient/client

1ISO 9001:2000, Quality management systems — Requirements

7.3.3 Design

The outputs
and develop

Design and ¢
a) meet the
b) provide a
c) contain o

d) specify th

and development outputs

bf design and development.shall be provided in a form that enables verificatig
ment input and shall be approved prior to release.

evelopment outputs shall

nput requiremernts for design and development,

bpropriate information for purchasing, production and for service provision,
reference/product acceptance criteria, and

e characteristics of the product that are essential for its safe and proper use.

n against the design

and development review

7.3.3 Design

Top management should ensure that appropriate people are assigned to manage and conduct systematic
reviews to 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

identifi

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,

cation and correction of problems,

opportunities for design and development process improvement, and
potential impact of the product on the environment.

© Copyright 2000, 2004, 2005 ISO, AIAG

49



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

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

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

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

—  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
deficiencies.

NOTE 1 Vefification activities should be used to monitor on-going care in relation to planned
carg, prognosis and duration of treatment to reach maximum medical-lmpirovement.

Validation of the output of the design and development processes is important for the successful feception
and use by customers, suppliers, people in the organization and other interested parties.

NOTE 2 When appropriate, validation is conducted in the end—users environment. Examples
in health service are different reactions to medication$by different people,| tolerance
to plain by different people, physical condition before and after therapy.

Participation by the affected parties permits the actual users to evaluate the output by such means as
— validation of epgineering designs prior to construction, installation or application,
— validation of spftware outputs prior to installation or use, and

— validation of sgrvices prior to widespread introduction:

Partial validation of the design and development outputs may be necessary to provide confidence|in their
future application.

Sufficient data should be generated through verification and validation activities to enable design and
development methodls and decisions to be.reviewed. The review of methods should include
—  process and pfoduct improvement,

— usability of oufput,

— adequacy of process and review records,

— failure investidation activities; and

—  future design and development process needs.

7.3.3.1 Selecting

Determination of ; H ettt swentrelevant clinical
guidelines, treatment technzques procedures and/or protocols and the patzent/clzent health record
(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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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 maintained.

7.3.5 Design
Verification s

developmen
verification g

7.3.6 Design
Design and ¢
that the resu
when known

Wherever pr

Records of the results of validation and any necessaty actions shall be maintained.

7.3.7 Contrg

Design and ¢
verified and
developmen
already deliv

hall be performed in accordance with planned arrangements to ensurg)that th

nd any necessary actions shall be maintained.

Acticable, validation shall be completed prior. 0 the delivery or implementatior

ered.

and development verification

outputs have met the design and development input requirements.\ReCords

and development validation

evelopment validation shall be performed in accordancé with planned arrang
ting product is capable of meeting the requirements for the specified applicat

| of design and development changes

evelopment changes shallbeJidentified and records maintained. The change
alidated, as appropriate,\and approved before implementation. The review o
changes shall include évaluation of the effect of the changes on constituent

e design and

of the results of the

ements to ensure

on or intended use,

of the product.

s shall be reviewed,
design and
barts and product

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

What to lgok for:

bovefor design and development.

See notes a

Guidance/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 organization's requirements. Criteria for selection, evaluation and re-evaluation shall be established.
Records of the results of evaluations and any necessary actions arising from the evaluation shall be

maintained.
7.4.2 Purchasing in

Purchasing informat
a) requirements for
b) requirements for
c) quality managem

The organization shall ensure the adequacy of specified purchase requirements prior to their com

to the supplier.

7.4.3 Verification of

The organization shall establish and implement the inspection, or other activities necessary for ens

purchased product n

Where the organizatjon or its customer intends to perform verification at the supplier's premises, t

organization shall st
purchasing informati

formation
on shall describe the product to be purchased, including where appropriate
bpproval of product, procedures, processes and equipment,

hualification of personnel, and
ent system requirements.

purchased product

neets specified purchase requirements:

bte the intended verification arrangements and method of product release in t
on.

munication

uring that

he

7.4 Purchasing
7.4.1 Purchasing p

Top management of]

defined and implemgnted-fer-the evaluation and control of purchased products, in order that purch

products satisfy the

rocess
the organization should ensure that effective and efficient purchasing proces

brgahization's needs and requirements, as well as those of interested parties.

5es are
ased

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

requirements.

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

warranty repla

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;

unique supplier processes;

consideration of contract administration, for both supplier and partner arrangements;

cement for nonconforming purchased products;

logistic requirements;

product identification and traceability;

preservation of product;

documentation, including records;

control of 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.

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
3.1.13) or service provided by other organizations as well as raw and processed
materials

7.4.1.1 Purchasing control
The organization should consider implementation of a “pull” system of inventory jnanagement for
those supplles used for routine service.

NOTE A pull system of inventory management is based upon'replacing mafferial as it is
consumed rather than based on a forecast of future demand. To implement such a
system, the organization has to determine: the.optimal amount of inventory for each
stock item to have on hand and the optimum time to reorder based wpon the supplier
lead time to replace the material. A pullsystem also uses a visuall)} managed
“trigger” mechanism to place the oyder, such as what banks use tonotify customers
when it is time to reorder more checks. Pull systems optimize the c{st of inventory
while minimizing out-of-stock canditions. Items such as pacemakers, joint
replacement implants, corneal*transplants, are generally not inventpried. Emergency
life sustaining items, however, should be inventoried with adequate|safety stock to
avoid adverse events.

7.4.1.2 Uygently needed purchased product
The organization should have i documented procedure for procuring urgently neefled purchased
product when required. This procedure should be a controlled document.

NOTH Exaniples of provisions are sharing arrangements with another faciljty or referral to
another department or facility, or having arrangements for acquiring seldom-used
supplies, snake venom antidote, rare blood types, expensive drugs.

The organization should define the need for records of purchased product verification, communication 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
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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,

Management should
interested parties in

7.4.2.2 Subcon

Health service deli
oversight of subco

A managed care of
(including any nec
procedures includi

What to look fo

Is there evidence

checking supp

lier references and available data on customer satisfaction,

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

cooperation,
supplier respo

se to inquiries, quotations and tendering

supplier servid
supplier awarg

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

the supplier's

Claims subm
Utilization rd
Reimbursemeé
Grievance an
Credentialing
Office practi
Patient/mem
Patient/mem

hg:

e, installation and support capability and history of performance to requireme
ness of and compliance with relevant statutory and regulatory requirements,

standing and role in the community, as well as perception in society!

consider actions needed to maintain the organization's performance and to s
the event of supplier failure.

fracted services
very organizations that subcontract for services should provide adequd
itracted operations.

rganization should provide all newly contracted providers with informd
essary forms) regarding the organization’s administrative requirement

ssion processes

view requirements

nt procedures

d appeal rights

P requirements

be performancé.review

per rights apd.responsibilities
ber confidéntiality requirements

o

and the supplier?

nts,

atisfy

S

e

tion
5 and

6. . LSS 3

rganization

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?
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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
determine appropriateness for use.

The organigation should have a cross-functional team to determine what are criticpl purchased
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 notbe designated as
critical. CHitical supplies should be under Purchasing controls (see 7.4). General supplies are also
ideal candidlates for use in a “pull system” of inventory managementdéscribed abpve (see 7.4.1.1).
Emergency|life sustaining items should be inventoried with adequate.safety stock tp prevent unusual
occurrencey and address unplanned emergencies.

The organization should monitor indicators of practitionerquality performance ingluding
subcontractors. The organization should be responsiblefor the design of delivered services even
when these are subcontracted. The organization should be responsible to assure that individual
practitioneif preferences for care or service meet the design requirements of the organization.

ISO 9001:2000, Quality management systems-+'Requirements

7.5 Production and service provision

7.5.1 Contrgl of production and service provision

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

a) the availapility of information that describes the characteristics of the product,
b) the availapility of work-instructions, as necessary,

7.5.2 Validation of processes for production and service provision

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:
reducing waste,

training of people,

communicating and recording information,
developing supplier capability,

improving infrastructure,

preventing problems,

processing mgthods and process yietd, amd

—  methods of monitoring.
NOTE Edukating the patient/client or customer may be required to create or'reinfprce valid
expectations.

7.5.1.1 Manage
The organization s
government or cus
health service acci
such as established
surgeries performd
administration.

The organization s
Benchmarking sho
industry. Premised
the service being p|

The organization s

» patient/client care processes

ould ensure compliance with stated care plans (sée 3.1.2) and industn
fomer-imposed standards, codes, requirements opprocedures, and app
editation criteria. The organization should wse uppropriate tools and |
| research, benchmarking, best-of-class outecomes, number of procedur
d, reference databases and normative datd in health service managem

ould use appropriate tools and/or equipment in a suitable environme
1ld be conducted when appropriate inside and outside of the health sen

should be maintained in.4-state of order, cleanliness, and repair appr
rovided.

hould document appropriate patient/client care processes in the form d

),
licable

Fources
ps OF
nt and/or

L.
vice
ppriate to

f flow

charts identifying what actions areto be taken for the delivery of patient/client care. Flow charts

should include a d
recommendations,
is responsible for ¢

vision of tasSks, reference appropriate clinical guidelines and/or
staff-approved care protocols, procedures, manuals and/or instruction
achstep on the flowchart.

To help identify, un

s and who

de

used.

Care should be taken to apply relevant statistical tools to understand and to facilitate appropriate
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 should be maintained in sufficient detail to demonstrate compliance to the specified
requirements.
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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 the organization have a preventive maintenance program that includes medical equipment and
measuring/monitoring devices?

Does the organization monitor the medication error rate and analyses the datd.to fdetermine if the
errors are qccurring in the prescribing, dispensing, or administration of thé medicines? If the error
rate is unadceptable, are corrective actions taken with the focus on error-proofing|the process?

Does the organization monitor all patient care plan outcomes and.those with outcgmes not as
expected? I§ a review conducted and corrective action taken whew appropriate?

Guidance/example(s):
Preventive qctions should be taken to prevent the occuxxence of an adverse event. Procedures to
ensure the monitoring should be in place with the results provided to management

Records of uctions should be taken to respond ¢o*monitoring or measuring that thd results were
outside of ejxpected limits. The organization should monitor all patient care plan ojutcomes and those
with outcomes not as expected are reviewed and corrective action taken when appryopriate. If the
outcomes aje better than expected, these cases are reviewed as a learning experiefice and to
establish if this can be repeated with)future patients.

Examples of how monitoring may be done would include programs that monitor agd control clinical
laboratory gnd radiology kesults.

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

7.5.3 Identifjcation and traceability

Where appropriate, the organization shall identify the product by suitable means throughout product
realization.

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

benchmarking

hazardous ma

status of products, including component parts,
status and capability of processes,

performance data, such as marketing,

contract requirements, such as product recall capability,
relevant statutory and regulatory requirements,
intended use or application,

terials, and

mitigation of identified risks.

NOTE In health service organizations, all patient/client-related products should ensure both
identification and also traceability where required. Certain supplies will need

traceability, for example narcotics, implants, isotopes

What to look fo

Are patient/clients
communicate on th
process to address
patients with the sd

Guidance/exam
A procedure for id
the potential for ar
events” does not b
substances, a “chd

Traceability inclug
translation; 2) rec
information; 4) re
disclosure, transm
the capability to rd

y'o

properly identified as necessary? Are infants or other persons\iof abld
eir own identified to their respective guardians or family nmiembers? Is
how patients are to be identified normally, but also when\there may be
yme name, or other characteristics?

ple(s):

entifying patients and any other materials orsupplies should be used td
error. Traceability should be identified and documented to ensure the

reak the traceability. In some instancesof drug testing for use of illegd

in of custody” may be required.

es accounting for acts of: 1) quality record origination, amendment and

brd verification; 3) record access/use and to ensure privacy of patient
cord de-identification, such’as removal of personal identifiers, 5) reco
ttal and receipt; 6) recerd archival and 7) record destruction. It also
construct the quality~nrecord for a given historical date and time.

to
there a
multiple

minimize
“chain of

~

rd
includes

1ISO 9001:2000, Quality management systems — Requirements

7.5.4 Customer property

The organization sh
being used by the o

:

| exercise care with customer property while it is under the organization's co

htrol or

anization. The organization shall identify, verify, protect and safeguard custq

mer

property provided for use or incorporation into the product. If any customer property is lost, damaged or
otherwise found to be unsuitable for use, this shall be reported to the customer and records maintained.

NOTE Customer property can include intellectual property.

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

ingredients or

58

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.

IWA 1:2005(E)

NOTE In health service organizations, there are many examples: certain blood products (for

example platelets, plasma, whole blood, autologous donations), tiss

ues, 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 customer property. If lost or rendered unsuitable for use, the customer should be notified and the
issue resolved,

What to lgok for:

See note im

Guidance
See note im
confidential
examples i
provides frd
considered
customer pi

mediately above.

example(s):
mediately above. Intellectual property / Information supplied by the cu
and should be treated accordingly, for example HIV or history of men
clude some diagnostic imaging products, such@asWIRI, CT film or repg
m other health service providers, dependentminors and incompetent a
pnder this section. Newborn infants should be considered “patients” d

operty.

stomer may be

yal illness. Other
rts that the patient
dults may also be
s opposed to

ISO 9001:2000, Quality management systems =~Requirements

7.5.5 Preser

The organizd
intended des
protection. P

vation of product

tion shall preserve the canformity of product during internal processing and d
tination. This preservation shall include identification, handling, packaging, st
reservation shall alse-apply to the constituent parts of a product.

elivery to the
brage and

7.5.5 Preser

Managemen
delivery of p
of the produg

vation of product

I should\define and implement processes for handling, packaging, storage, pn
oduct that prevent damage, deterioration or misuse during internal processin

eservation and
y and final delivery

t.Management should involve suppliers and partners in defining and implem

rial

enting effective and

efficient pro

aocaoc-t nrak foeabacad ot
SOT S U POt rppurcriascuTateriar:

Management should consider the need for 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:

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, contamination or communicable diseases.

control of medicines (including drugs and poisons)
control of medical tools
control of medical devices

The organization s
and ensure stock r

NOTE A

Marking and label

next to similar items in order to prevent inadvertent errors.

What to look fo
Are the patients “H

manner?

Are the outcomes d
Are medications ar
and misuse? Are t
investigational, an
transported, dispej

Guidance/exam
The organization s

products with limited shelf life. Using a FIFO method of stock rotation helps accomplish

should be a proceq
quality. Expired s1

Inventory that is v{

ould use an inventory management system to optimize inventory turn.s|
ptation.

“first in — first out” or FIFO system is an example.

ing should be legible and durable. Stock items in inventory should not

e

vd hazardous materials stored properly, are protected from theft, expir
hiere are procedures for the storage, distribution and handling of radio
[l prescription and/ or narcotic-medications regardless of where they a
psed, and administered?

ple(s):

ould also provide)for the elimination of waste due to expiration of val,

ure for reviewing the supplies inventory on a periodic basis for quanti
ipplies.are removed or identified so they are not used for unintended p

) the care plan as expected or is the patient’s health taking a downturn

over time

be placed

andled” according to procedures? Is transportation of patients done in a timely

2

tion dates,
nctive,
e stored,

dity for
this. There
[y and
irposes.

bt needs.

rpslow moving is reviewed to ensure minimum inventory is kept to me

The organization should identify any applicable regulatory requirements pertaining to this clause,
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 mo

nitoring 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.

60
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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 identifi

ed to enable calibration status to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;
e) be protected 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
equipment and any product affected. Records of the results of calibration and verification shall be maintained.

When used i
satisfy the in
reconfirmed

NOTE See |

1 thU Tl I;tUI ;I IH al Id IMICdoUuUrcITIicI It Uf opcbiﬁcd lcqu;l CITITI Itb, thc dbl:lty Uf \92
fended application shall be confirmed. This shall be undertaken prior to initial
as necessary.

50 10012 for guidance.

mputer software to
use and

7.6 Contrg

Managemen
including mej
satisfaction ¢
other measu

NOTE Hea
of ¢d
incly
incly

| of measuring and monitoring devices

I should define and implement effective and efficient méasuring and monitorin
thods and devices for verification and validation of\products and processes tq
f customers and other interested parties. These\processes include surveys, s
Fement and monitoring activities.

th service organizations may use deviees and processes to monitor the qualit]
re, services, research or other products. Many such devices are utilized in h
de testing, analyzing, monitoring‘and diagnostic equipment. Monitoring pro
de satisfaction surveys as welltas the tracking of complaints and grievances.

7.6.1 Control of measuring and monitoring devices — Supplemental

The organiz
control of nj
system has

reproducibi

NOTH

ation should analyze and implement effective measurement systems (s
easuring and manitoring devices. The organization should ensure tha
ndequate discrimination (see NOTE below), and has repeatability (see
lity (see 3:d~17). Devices under control should have unique identificat

1 It is often assumed that measurements are exact, and frequently the
conclusions are based upon this assumption. In reality, there is val

g processes,
ensure the
imulations, and

and performance
balth service and
resses may also

e 3.1.9) for the
¢ the measurement
3.1.16) and

on.

analysis and
iation in all

measurement systems that affect individual measurements, and subsequently the

decisions based upon the data. If the measurement system does not
discrimination, for example the capability of the measurement syste

have adequate
m 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

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 fo
Does the organizal
calibration? Do 74
the plan? Do such
determine if the de|

Does the organizal
international stand
If the calibration i

Guidance/exam
Procedures to add.
may impact the ou
contains the frequé
be done again. So

ion have a process to identify those devices requiring maintenanceth
bcords exist to verify that the devices were maintained and calibrated q
devices have some form of identifier on or near the device to allow the
vice is within the maintenance and calibration window?

ion have records for the calibrations that are traceabfe to a national o
lard?
outsourced to a third party, does the traceability-exist?

ple(s):

ress the maintenance and calibration of'devices used within the organi:
comes of the quality of care. A list éf‘equipment, identified by serial n
ncy of maintenance and calibratiom, the date it was last done, and the

me lists will also contain the ay found data” and the “as left data”.

/

ccording to
user to

N

ration that
ymber, that
Hate it is to

1ISO 9001:2000, Quality management systems.~ Requirements

8 Measurement,

8.1 General

analysis and improvement

The organization shall plan and implement the monitoring, measurement, analysis and improvems

processes needed
a) to demonstrate ¢
b) to ensure conforrn

pbnfofmity of the product,
hityef the quality management system, and

et

c) to continually improve the effectiveness of the quality management sysiem.

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

measu
capabi

rement and evaluation of its products,
lity of processes,

achievement of project objectives, and
satisfaction of customer and other interested parties.

IWA 1:2005(E)

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.

NOTE  Measurement through indicators should lead to action and be assessed periodically

benchmarking of individdal processes should be used as a tool for improving the eff

for Improvement of the process. Statistical techniques should be ut
the effectiveness of patient/client care process.

lanning measurement

ation should establish a process for the collection of appropriate infor
ation of sources. Data should be used to assess the effectiveness of pa
pclude histograms, run charts for characteristics suchas cost per patie
its functionally able to return to work. Metrics ysed should provide ad|
on between responses in order to provide actiohable information. Mei
visual information to aid management. Metrics should be focused on
al improvement.

to be considered

t, analysis and improvement include the following considerations:

rement data should be convertedto information and knowledge to be of beng
yation;

rement, analysis and improvement of products and processes should be use
riate priorities for the @rganization;

rement methods employed by the organization should be reviewed periodica
fied on a continual-basis for accuracy and completeness;

cy of processes;

rements(of, customer satisfaction should be considered as vital for evaluation
nhance;

measurements, and the generating and communicating of the information ob

lized in assessing

mation, including
ient/client care.
nt/client per day,
equate

rics should also
aste elimination

fit to the

i to establish

ly, and data should
ectiveness and

of the organization's

ained, are essential

brganization and should be the basis for performance improvement and the in

volvement of

interested parties; such information should be current, and its purpose should be clearly defined;
appropriate tools for the communication of information resulting from the analyses of the measurements

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

8.1.1.1 P
The organiz
the identifid
Examples i
patient/clie
discriminat
provide for
and continig
8.1.2 Issues
Measuremer
a) measy

organi
b) measy

approf
c) measy

be ver
d)

efficier
e) measy

perfort
f) use of

to the
9)

should
h)
i)
)

variation;
k)

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
for 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.

1ISO 9001:2000, Quality management systems — Requirements

8.2 Monitoring an
8.2.1 Customer sat
As one of the measy

monitor information
requirements. The n

d measurement

sfaction

rements of the performance of the quality management system, the organizat
elating to customer perception as to whether the organization has met custor
ethods for obtaining and using this information shall be.determined.

on shall
ner

8.2 Measuremen

8.2.1 Measuremen
8.2.1.1 General

Top management sh
improvement of the

satisfaction su
internal audits
financial meag
self-assessme

8.2.1.2 Measureme

Measurement and
collection of such inf
sources of customer|
analyze and use thig

[ and monitoring

and monitoring of system performance

ould ensure that effective and efficient methods are used to identify areas for
uality management system performance. Examples of methods include
rveys for customers and otherinterested parties,

urements, and
nt.

nt and monitoring of customer satisfaction

onitoring-eficustomer satisfaction is based on review of customer-related info
pormation'may be active or passive. Management should recognize that there

rmation. The
are many
collect,

trelated information, and should establish effective and efficient processes to
iaformation for improving the performance of the organization. The organiza

identify sources of ct
external sources.

Examples of custom
customer and

customer requ
market needs,

information rel

er-related information include
user surveys,

feedback on aspects of product,

irements and contract information,

service delivery data, and

ating to competition.

ion should
internal and

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 a

64

s 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

customer complaints,

sector

communicating directly with customers,
questionnaires and surveys,

subcontracted collection and analysis of data,
focus groups,

reports from consumer organizations,

reports in various media, and

and industry studies.

8.2.1.2.1

The organiz
assures obj
and suppor.

Measuring and monitoring of customer satisfaction - Supp
ation should have a documented process for determining customier’sat
petivity and validity. Indicators of trends in customer satisfaction shou
ed by objective information. The organization should comnitnicate cus

results at ag appropriate frequency to interested parties.

Examples o
patient/clie
waiting tim
including th
validated sy
produce the

The organiz
require mof
customer sq
understand
expected re

{ measurement and monitoring of customer satistaction include timely
it questions, patient/client satisfaction surveys ¥eégarding courtesy of sf
e for an appointment or exam, or likelihood of-return visits, clinical ouf
ose which had adverse events. Where supveys are used, the organizati
rvey instrument. Results should lead to-actions designed to alter the p
desired behavior or outcomes.

ation should consider that towheasure customer satisfaction in some in
pitoring an indirect indicatov;- Example: reducing the pain index may 1
tisfaction. The provider,should monitor if the patient/client is informg
ng of the planned outcomes, can define or demonstrate their understan
sults to avoid a miSunderstanding that leads to dissatisfaction.

What to lgok for:

Is there evi(

Are actions

lence of morniitoring and measuring customer satisfaction and not only

toremedy customer complaints taken in a timely manner?

lemental
sfaction that

/d be documented
tomer satisfaction

response to

aff, patient/client
comes and results,
pn should use a
rocess or to

stances would
pad to better
d, has an
ding, and

issatisfaction?

Are actions

taken to prevent dissatisfied customers?

Guidance/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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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, taking into consideration the status and importance of the processes and
areas to be audited, as well as the results of previous audits. The audit criteria, scope, frequency and methods
shall be defined. Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the

audit process. Audit
The responsibilities
maintaining records

The management re
delay to eliminate dg
of the actions taken

NOTE See ISO 190

TS shattnot auditthelr own work:
hnd requirements for planning and conducting audits, and for reporting results
shall be defined in a documented procedure.

sponsible for the area being audited shall ensure that actions are.taken witho
tected nonconformities and their causes. Follow-up activities shall include the
and the reporting of verification results.

1 for guidance.

and

ut undue
e verification

8.2.1.3 Internal aud

Top management sh
assess the strengthd
management tool fo
process provides an
have been met, sinc

It is important that m|
Planning for internal
objective evidence g
interested parties, st

Examples of subject
effective and ¢
opportunities f]
capability of p

it

ould ensure the establishment of an effective-and efficient internal audit proc
and weaknesses of the quality management system. The internal audit proc
independent assessment of any designated process or activity. The internal
independent tool for use in obtaining,objective evidence that the existing req
e the internal audit evaluates the. €ffectiveness and efficiency of the organiza

audits should be flexible inJorder to permit changes in emphasis based on fin
btained during the audit. ‘Relevant input from the area to be audited, as well 3
ould be considered-in‘the development of internal audit plans.
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bss to
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audit
irements
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s from other

roduct performance results and expectations,
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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