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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). ISO's technical work is normally carried out through ISO technical committees in which each ISO
member body has the right to be represented. International organizations, governmental and non-governmental, in
liaison with 1SO, also take part in the work.
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Introduction

I 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 |
prevention, the reduction of variation and organizational waste, e.g. non-value added activities (3.1.25) |

| This guide incorporates much of the text of 1SO 9004:2000 — “Quality management systems -- Guidelines for |
performance improvements” and provides guidance on quality management systems, including the processes for

I continual improvement that contribute to the satisfaction of a health service organization’s customers (see 3.1.3) |

| and other interested parties. The quality management system should provide for all customers of a health service |

organization regardless of the product or service provided.

0.1 General

: See ISO 900

0.2 Process

This Internat
improving the
by meeting in

For an organ
An activity ug
as a process

The applicati

(1:2000.

approach

onal Standard promotes the adoption of a process apptoach when developing, im
effectiveness and efficiency of a quality management system to enhance interested ¢
terested party requirements.

zation to function effectively and efficiently, it has:to identify and manage numerous
ing resources, and managed in order to enabledhe transformation of inputs into outpu
Often the output from one process directly-forms the input to the next.

bn of a system of processes within.an ‘organization, together with the identification

plementing and
arty satisfaction

inked activities.
s, is considered

and interactions

and managing of these processes can be referred{o as the “process approach”.

An advantag
individual pro

e of the process approach «is\\the ongoing control that it provides over the linkage between the
cesses within the system of processes, as well as their combination and interaction.

P o= = = o
I Health serviq

disciplinary, i
| examples as]
I a) the develo

b) the surgicd
I ¢) the preven

d) the diagng
e) the prepar
f) the continu
) the counseling of a patient/client and family

e organizations shoulld define all their processes. These processes, which are
hclude administrative”and other support services as well as those involving treatme

R |
typically multi-
ht, include such

bment and délivery of training to educate

| processAor patient/clients needing surgery

live and_corrective maintenance program for equipment and facilities
Sis and~-development of a care plan

btion“of the billing and coding for services rendered
bd-Care of a pafinnf/nlinnf in any enffing

(o]

When used within a quality management system, such an approach emphasizes the importance of
a) understanding and fulfilling the requirements,

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

c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in clauses 4 to 8. This illustration shows that interested parties play a significant role in defining
requirements as inputs. Monitoring the satisfaction of interested parties requires the evaluation of information
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.
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I All work should be viewed as a process, and part of a system (see /SO 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
Imanagement involves stability, capability, and targeting, which require management of variation. (seeI
1 /SO 9004:2000, clause 7.5.1.1). |

Continual improvement of
the quality management system

Management
responsibility

Interesied
‘ parties
Interested Resource hgii?;srggigt' - Satisfacfion
partigs management improvement

Input Output
Requirements P =lreparl?zd;%n§>J_[ Product ]—>

| — — — — — — — N

Key

——— ) Value-adding activities

— ——= [nformation flow

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

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. !

| NOTE For health service management organizations, this applies to their members. |
1 1SO 9000 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. Rather, ISO 9000 can be used to ensure that the right activities |
are carried out consistently and in a controlled manner. !
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I The primary health service process with the patient/client (see 3.1.11) depicted as the customer (see 3.1.3) is |
shown in the diagram below. The basic product (see 3.1.14) of the health service delivery organization in this
I diagram is the planning, design, and delivery of patient/client care. This model would also apply to other health I
I service processes, e.g. education and training for preventive/wellness medicine. Design-responsibility (see 7.3), |
asterisked below, is either with the customer or the supplier. If the customer does not provide the design, then the
I supplier is design responsible, even if they choose to subcontract the design to an outside organization or health I
| professional (see 3.1.13). The care plan (see 3.1.2) and clinical guidelines are examples of quality system |
I documentation, while the patient/client health record (see 3.1.12) is an example of a quality record. I

| For organizations that elect to be third-party certified against the requirements of 1SO 9001:2000, particular |
I attention should be given to define an accurate scope of the certification to ensure that all appropriate elements, I
e.g. design (See 7.3) are ncluded. AISO, due consideration should be given to Clauses 1,71 |Scope and 1.2

I Application of ISO 9001:2000, which are not included in this document. |
I NOTE It is emphasized that ISO 9000:2000 clause 3.4.4 defines ‘design and development’ as the ‘set of I
| procgsses that transforms requirements into specified characteristics or into the_specificatipn of a product, |

| procgss, or system.’ |
| The care plan (see 3.1.1) and clinical guidelines are examples of quality system documentation, while the |
I patient/client jhealth record (see 3.1.11) is an example of a quality record.

Manage

A
* Design & Planning
Patient/Client ‘4 Development w Patient during
seeking Health Diagnosis Delivery/ < & after Health
. Administration
Service

k Monitoring ﬂ’

T

Support

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

|
|
|
|
|
|
|
|
Service I
|
|
|
|
|
|
|

* See 7.3 Design and development

0.3 Relationship with ISO 9001

See ISO 9004:2000.
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0.4 Compatibility with other management systems

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

| Each section of this document is tied to its counterpart in ISO 9004:2000 including text boxes containing all the

| standards and tfre resuftingquatity systen:

requirements of ISO 9001:2000. This provides additional guidance for full compatibility between the 1SO 9000 |

0.5 Introductioh I

This document as developed with the following objectives: |
e Improve dglivered health service quality and safety through: 1)complement existing accreditation and |
2) process improvements to increase the value added to the organization and customer (see 3.1.2)
e Improve thg image of the organization, increase customer confidence and‘have a tool to reward quality |
e Maintain copsistency in the global approach with TS-76949 and other [S© 9000 sector-specific dopuments, e.g. |
aerospace (AS-97100), medical devices (ISO 13485), telecommunications (TL-9000), and medicdl laboratories
(ISO/DIS 15189).
o Develop/incorporate a process that is actionable |
e Minimize/refuce burden on health service organizations. I

Any relevant heplth service accreditation criteria external to_the organization should be used in conjungtion with this |
document. The organization can include additional requirements to further define and/or documept the quality I
management system as it deems appropriate (e.g. use'of quality award criteria).

Quality management systems'“— Guidelines for performance improvements

1 Scope

This Internationgl Standard provides guidelines beyond the requirements given in ISO 9001 in ordgr to consider
both the effectiveness and efficiency of a quality management system, and consequently the potential for
improvement of the performance of an organization. When compared to 1SO 9001, the objectives of customer
satisfaction and product quality are extended to include the satisfaction of interested parties and the performance
of the organization.

This International Standard is applicable to the processes of the organization and consequently the quality
management principles on which it is based can be deployed throughout the organization. The focus of this
International Standard is the achievement of ongoing improvement, measured through the satisfaction of
customers and other interested parties.

This International Standard consists of guidance and recommendations and is not intended for certification,
regulatory or contractual use, nor as a guide to the implementation of ISO 9001.
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IThis document provides additional guidance for any health service organization (see 3.1.8) involved in the
I management, delivery, or administration of health service products or services, including training and/or research, |

NOTE
commercial laboratory facilities.

ISO/DIS 15189 provides specific information for m

in the life continuum process for human beings, regardless of type, size and the product or service provided.

edical (clinical)

|

I laboratories.  Other organizations, such as manufacturers/distributors of pharmaceuticals, medical

| supplies, etc. are regulated and have to comply with other specified criteria.

I viewed as a voluntary supplement to those organizations should they choose to implement the guidance of
this document.

|
The definition

I health servic
| quality mang
I organization

| Each section
I requirements
standards an

2 Normative

The following
this Internati

b community. The organization’s processes for addressing these activities should bg
gement system. The recommendations and guidance in this document apply to
bffecting quality, including necessary support services (see 3.1.23).

of this document is tied to its counterpart in 1ISO 9004:2000 including text boxes ¢
of 1ISO 9001:2000. This provides additional guidance for full.compatibility betwee
i the resulting quality system.

reference

s of terms such as patient/client, client, primary, ancillary, and specialty care vary)by fegion within the

included in the
anyone in the

bntaining all the
n the 1SO 9000

normative document contains provisions whichy;,through reference in this text, constit

te provisions of

bnal Standard. For dated references, subsequent amendments to, or revisions of, any of these

publications dlo not apply. However, parties to agreements based on this International Standard ar¢ encouraged to

investigate th
undated refe
maintain regi

ISO 9000:20

3 Terms and
For the purpd

The following

vocabulary clirrently used:

rences, the latest edition of the normative document referred to applies. Members
sters of currently valid InternationalkStandards.

0, Quality management systems — Fundamentals and vocabulary.

definitions
ses of this Intérpational Standard, the terms and definitions given in ISO 9000 apply.

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

supplier ————> customer (interested part

e possibility of applying the most resent edition of the normative document indicated below. For

of ISO and IEC

ed to reflect the

ies)

————> organization

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

3.1 Terms and definitions — Supplemental

For purposes of this document, the definitions in ISO 9000:2000 Quality mangement systems — Fundamentals and I

ISO 13485 and ISO 17025 provide specific information for medical device organizations and |

This document could be |

| vocabulary apply. However where there are terms for which the wording of the definition of the term differs in |

| 1ISO 9000:2000, the definitions herein apply. |

13.1.1 |
adverse event |
any event which is not consistent with the desired, normal or usual operation of the organization. Typically these

I are documented and require the completion of an incident report. Such serious non-conformance can also be |
known as a “sentinel” event and requires immediate corrective action. |
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I Examples may i
- injury or accid
medication va

mistaken iden
hospital-acqui

nclude:
ental death, accidents involving patient/client/clients, staff or third parties
riances (delays, incorrect dose, wrong patient/client/client, wrong medication)

unexpected result from a treatment or procedure
foreign bodies left in patient/client/clients that was not planned
unexpected neurological deficits (not present on admission)

tity
red infections and/or disease

surgery on wrong side or part of the anatomy
critical equipment that malfunctions with or without injury to patient/client/clients/employees.

1342

| care plan
documentation

I medications, trg

bf the assessment, diagnosis, treatment, monitoring and re-evaluation of the patient/cli
atment procedures, diagnostic tests/evaluations, and ancillary services prescribéd in

| patient/client (s¢e 3.1.11) care.

343

| customer
organization, pq

Iterms relating

| neighbourhood,

I NOTE 1

treatme

NOTE 2

NOTE 3
patient/
employ!

organiz
may be
314
I discharge
| patient/client lea
I NOTE
| organiz

1315
| error-proofing
use of process

rson or population that receives a product or service (see ISO_9000:2000, item 3.3.5)
to or describing health service customers can be subject /of health service, f
society, target population)

The term “customer” includes the more specific tegms “patient” ie an individual u
nt, and “client” ie an individual(s) who employs a professional person.

For the purposes of this document, “patient/client” is a key customer of the health sg
The customer can be internal or external to the organization. This could
Client, patient/client’'s family, patientfclient's physician, health services worker,
br, payor, e.g. insurance company;,.third party administrator, or members of a m

htion. The “customer” and “supplier” are defined in the context of a transaction; e.g
come a supplier if the transaction ¢changes.

ves the hospital aftértermination of current care.

This does not preclude recommendations for a further level of care or follow up
ation or anothér organization by referral or transfer.

orydesign features to prevent the acceptance or further processing of nonconfor|

ent, including
he context of

(examples of
bmily, group,

nder medical

rvice.

include the

community,
anaged care |
. a customer

at the same

ming 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, diagnose, treat, and |
! follow up on health conditions, prevent iliness as well as maintain and improve health.

]3.1.7

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

10
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|

any organizat

3.1.9
|

NOTE

health service organization

ion providing, administering, or managing health services.

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

This includes the complete process used to obtain measurements.

I3.1.10
| metric
I specific meas

13.1.11
patient/clien
I (see 3.1.3)

patie

3.1.12
| health recor

| files containing pertinent health information relating to a particular-individual or a group receiving
Ldes the following documentation as applicableilinitial evaluation/assessment, consg¢nt agreements,

Typically incl
care plan,

| medications/prescriptions, discharge summaries including*home program and recommendation f]

may also inc
I admission ag
|
3.1.13

I health profe
| staff (see 3
practitioner,

qualified by

131.14
| product
result(s) of 4

k

NOTE

I professional association or authority, any or all of whom may also be a trainer a
| health servicé.

NOTE
orgamization.

ure(s) chosen to ascertain or quantify an effect(s).

All patient/clients are “customers” but all customers not’ necessarily “patien
ht/client is positively identified by a health record number or other means.

¢

SOAP notes (see 3.1.19), diagnostic.(dmaging and/or laboratory resultg
ude patient/client education materials, payer required forms, and/or legal papers req

ainst the patient/client's will, an advange:directive or self discharge against medical ad

5sional
1.20) directly providing health service such as a physician, physician assistan
paramedic, therapists, psychiatrist, social worker, psychologist, pharmacist and

Typically~those licensed, board certified, credentialed and /or privileged to

process (see ISO 9000:2000, item 2.4.2). There are four generic product categq

t/clients.” T

|
|
|
|
|
|
|
|
heI
|

health services. |

or findings, I
or follow up. It |
uired by law for
vice. I

, nurse, nurse |
bthers who are
nd/or teacher of

practice in theI

ries: hardware;

software; sen

© SO 2001 - Al

VICES,; PTOCESSEd Tateriats.  Examptes i eathr Services are:

services (e.g. planning, designing and implementing the care plan,
occupational or speech therapy, clinical, support, dental);

hardware (e.g. splint, cane, wheelchair, bandage, replacement joint, implant, dentures);

software (e.g. computer program - customized or modified);
processed materials (e.g. blood and other infusion/perfusion products, blood and
biopsy specimen, imaging results media, instructional materials).

| rights reserved

transport, physical,

urine analyses,

11


https://standardsiso.com/api/?name=6def741deef75b701e0a1796f3900369

IWA 1:2001(E)

Quality Management Systems — Guidelines for process

improvements in health service organizations

| 3.1.15
rehabilitation

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

I NOTE

Rehabilitation services includes a variety of inpatient/client and outpatient/client programs that
are inter-disciplinary (i.e. physical therapy, occupational therapy, and speech language pathology).

| Therapy is individualized toward patient/client recovery. Patient/clients are provided with the appropriate |
treatment to achieve maximum functional potential. Therapy is provided so patient/clients are able to

| |
function in as much of their former capacity as possible in their activities of daily living. Rehabilitation

| enhances healing and facilitates a return to productive activity.

I3.1.16

| repeatability
Ithe variation in

|

3.1.17
I reproducibility|
| the variation in
I the identical chd

] 3.1.18
service

intangible prodyct (see 3.1.14) that is the result of at least one activity performed at the interface

| supplier and thg

13119

| SOAP
an acronym tha
S — Subjective

|
| O — Objective
| A— Assessmen

P Plan
|

I3.1.20
| staff
I employees, con

] 3.1.21
interested party

person while me¢asuring the identical characteristic on the same product or patient/client.

measurements obtained with one measurement device when used several-times

the measurements made by different persons using the same measuring device whg
racteristic on the same product or patient/client.

customer (see /SO 9000:2000, item 2.4.3)

represents a commonly used medical charting form:
section of the Health Record designated for recording of the patient/client’s subjectiv
e.g. patient/client’s statements.
section of the Health Record designated for the recording of objective physical find
in the assessment.

I section of the Health Record designated for the recording of the diagnosis or imprgssion, based

upon subjective symptoms, objective examination, and other diagnostic information
section of the Health Record designated for the recording of the care plan that is/to
for the patient/clight;

tractors, @nd/or physicians on the health service organization staff

/

by the same
N measuring

between the

e symptoms,
ngs obtained

f applicable.
be prescribed

an interested pa

rty. Examptes may nctude:

12)

Ib)
|

| )
|

d
e)
f)
9)
h

|
|
I'h)
|

patient/client, their family, and their representatives/advocacy (patient/client associations) when applicable |
(see 3.1.3);

payors such as individuals, federal and state governments, insurance companies, and companies whoseI
employees receive care, service (see 3.1.18) and other products from and through health service |
organizations (see 3.1.8);

communities whose citizens receive care, service and other products from health service organizations; I

society in general; |
suppliers and other organizations working with or through health service organizations;

certification/registration or accreditation bodies which certify or accredit health service organizations; |
regulatory bodies whose rules regulate health service organizations; |

organizations sponsoring research;
health professionals, trainers, trainees, and researchers of health services working with or through health |
services organizations; |

12
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1)

employees of health services organizations;

j)  financial risk owners including managed care organizations (health service organizations)
I k) politically related persons or organizations that influence the regulatory agencies
1) public

m) governing bodies
I n) volunteers

3.1.22
I supplier
I person or health service organization that provides to a customer,

- care
I - dervice (see 3.1.18)
| - training
- research
I - gther customer-specified products
|

3.1.23
I support sery
| any activities
I support servi

1 3.1.24
technologist
staff (see 3.1

| and surgical

13125

| value-adding activity

activity for w
activities that

4 Quality management system

4.1 Managin

Leading and
Success sho
improve the ¢
parties. Mana

ices
which support the core business of the organization. In an organization that provi
Ces include billing and coding, admitting and housekeeping.

| technician
.20) assisting in diagnostic examinations and procedures as well as working in sup
support roles.

hich a customer (see 3.1.3) would be *willing to pay, if given the option. Effective

h systems and processes

operating an erganization successfully requires managing it in a systematic and
Lld result fromtimplementing and maintaining a management system that is designg
ffectiveness’and efficiency of the organization's performance by considering the nee
ging an‘organization includes quality management, among other management discipli

Top manage
a)

well as e
b)

= -

1°)

entshould establish a customer-oriented organization
by definil;g systems and processes that can be clearly understood, managed and improved in

des direct care,

ervised medical

b and efficiency

contribute to continual improvement, prevention of errors and management of the organization.

visible manner.
d to continually
ds of interested
hes.

fficiency, and

pffectiveness as

by ensuring effective and efficient operation and control of processes and the measures and data used to
d_ete@inﬁ sa_tisfﬂztog pgrfoinaicegf th_e o&;arizati_on._

implementation of these processes within the quality system. Appropriate communication channels should be

utilized to bring this to the attention of management.

by involving the staff in the improvement of processes and then holding them accountable for effective |

Examples of activities to establish a customer-oriented organization include

defining and promoting processes that lead to improved organizational performance,
acquiring and using process data and information on a continuing basis,

directing progress towards continual improvement, and

using suitable methods to evaluate process improvement, such as self-assessments and management

review.

© 1SO 2001 — All rights reserved
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I See ISO 9004:2000.

1ISO 9001:2000,

Quality management systems — Requirements

4 Quality management system

4.1 General requirements

The organization shall establish, document, implement and maintain a quality management system and continually
improve its effectiveness in accordance with the requirements of this International Standard.

The organizatio
a) identify the
organizatio
b) determine t
c) determine
effective,
d) ensure the
processes,
e)
f)  implement
These processd
Standard.

Where an orga
organization sh
within the qualit

NOTE Process
activities, provisig

monitor, me¢asure and analyse these processes, and

h shall

processes needed for the quality management system and their application th
-l!

he sequence and interaction of these processes,

Criteria and methods needed to ensure that both the operation-ahd control of these g

availability of resources and information necessary to support the operation and monit

hctions necessary to achieve planned results and continual improvement of these prog
s shall be managed by the organization in accordance with the requirements of this
hization chooses to outsource'any process that affects product conformity with requ
bll ensure control over such processes. Control of such outsourced processes shall

y management system.

bs needed for the quality management system referred to above should include processes fd
n of resources, product realization and measurement.

roughout the

rocesses are

bring of these

lesses.

International

irements, the
be identified

r management

4.2 Documentdtion

Management sh

ouldndefine the documentation, including the relevant records, needed to establish, in

maintain the qt

hplement and

lity management system and to support an effective and efficient operation of the

brganization's

processes.

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

14

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

decisions by the organization,

sources of external information relevant for the development of the organization's competencies, and
information about the needs and expectations of interested parties.
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The generation, use and control of documentation should be evaluated with respect to the effectiveness and
efficiency of the organization against criteria such as

— functionality (such as speed of processing),

— user friendliness,

— resources needed,

— policies and objectives,

— current and future requirements related to managing knowledge,

— benchmarking of documentation systems, and

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

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

NOTE 1 Generally documents are the information used to guide the work proc€ss, g.g. procedures,
operating instructions, manuals for standards of care, codes, regulations, forms, checklists| protocols, drug |
intergctions, databases. Records are the evidence the work was done, e.g. lab data, purghasing records, |
inspgction or test results, health records, imaging records (film or digital), filled out formg and checklists,
electfonic databases, prescriptions sent to pharmacy, narcotic logs.

NOTE 2 Relevant health services industry sector documents {include various regulatory and/or
accreditation criteria. Decisions taken by the organization refer to.policies or procedures such as advance |
directives, do not resuscitate (DNR), restraint and seclusion use, ahd prescription dispensing. I

ISO 9001:2000, Quality management systems — Requirements
4.2 Documentation requirements

4.2.1 Genernal

The quality management system documentation-shall include

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

c) documented procedures required by this International Standard,

d) documents needed by the)organization to ensure the effective planning, operation and control ¢f its processes,
and

e) records fequired-by this International Standard.

f)  patient/clierthealth-and-safety considerations- |

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

NOTE 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.
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a)
b)

c)

4.2.2 Quality manual

The organization shall establish and maintain a quality manual that includes
the scope of the quality management system, including details of and justification for any exclusions,
the documented procedures established for the quality management system, or reference to them, and
a description of the interaction between the processes of the quality management system.

4.2.3 Control of documents

Documents req
document and g

uired by the quality management system shall be controlled. Records are a_'sp
hall be controlled according to the requirements given in 4.2.4.

A documented procedure shall be established to define the controls needed

documents for adequacy prior to issue,

nd update as necessary and re-approve documents,

a) to approve

b) toreviewa

c) toensuret

d)

e)

f) toensuret

g) to prevent
retained for

4.2.4 Control

Records shall b
operation of thd
documented prq
retrieval, retenti

at changes and the current revision status of documents are-identified,

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

to ensure that documents remain legible and readily identifiabley

at documents of external origin are identified.and'their distribution controlled, and

he unintended use of obsolete documents) and to apply suitable identification to the
any purpose.

bf records

e established and maintained'to provide evidence of conformity to requirements and o

quality management system. Records shall remain legible, readily identifiable and
cedure shall be established to define the controls needed for the identification, storag
bn time and disposition-of records.

ecial type of

m if they are

f the effective
retrievable. A
e, protection,

I 4.2.1 Control o

| Documents use
(see 7.1). Docu
approved for ad

f documents=-supplemental

d to define,/direct, and control health service (see 3.1.6) and support activities should
ments-generated internally and externally (including forms and checklists) should be
equacy prior to use by authorized personnel.

be controlled |
[eviewed and

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.

I Clinical guidelines and patient/client instructions are examples of external documents and should be distribution- |

| controlled.

| 4.2.2 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 payor requirements.

16
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I The organization should record any adverse events (see 3.1.1). The organization should assure the legibility and
accuracy of all data and records, e.g. clinicians’ orders, prescriptions, nurses’ notes.

4.3 Use of quality management principles

To lead and operate an organization successfully, it is necessary to manage it in a systematic and visible manner.
The guidance to management offered in this International Standard is based on eight quality management

principles.

These princi

les have been developed for use by top management in order to lead the org

nization toward

improved pe
Standard and

a)

Organization

should meet customer requirements and strive to exceed customer expectations.
| NOTE  This includes interested parties (see 3.1.21).
b) Leadership

Leaders estaq
environment

c)

People at all
for the organ

d) Process
A desired reg

e)

Identifying, u
effectiveness

f)

Customer focus

Involvement of people

System approach to management

Continual improvement

formance. These quality management principles are integrated in the contents of.t
are listed below

5 depend on their customers and therefore should understand currentand future ¢

blish unity of purpose and direction of the organization. They should create and main
n which people can become fully involved in achieving the organization's objectives.

levels are the essence of an organization and their full involvement enables their abi
zation's benefit.

approach

nderstandingZand managing interrelated processes as a system contributes to th
and efficieney'in achieving its objectives.

his International

ustomer needs,

tain the internal

ities to be used

ult is achieved more efficiently when activities and related resources are managed as & process.

D

e

organization's

Continual im

provement of the organization's overall performance should be a permanent d

bjective of the

organization.
g)
Effective deci

h) Mutually

Factual approach to decision making

sions are based on the analysis of data and information.

beneficial 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 the eight management principles by an organization will result in benefits to interested parties,
such as improved monetary returns, the creation of value and increased stability.

© 1SO 2001 — All rights reserved
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responsibility

5.1 General guidance

5.1.1 Introduction

Quality Management Systems — Guidelines for process

organizations

Leadership, commitment and the active involvement of the top management are essential for developing and
maintaining an effective and efficient quality management system to achieve benefits for interested parties. To
achieve these benefits, it is necessary to establish, sustain and increase customer satisfaction. Top management

should consider

lea

Top managemsd
determine whetl

Methods includg

fing
mel
ext
ass
ass
pro
me

Information de
management re
for performance

5.1.2 Issues to

When developi
should consider

actions such as

In

ining feedback directly on the effectiveness and efficiency of the quality management
ntifying the product realization processes that provide added value to the ,drganization,

cesses,

ating an environment that encourages the involvement and development of people, an
vision of the structure and resources that are necessary torstipport the organizati
ns.

nt should also define methods for measurement of the’” organization's performanc
ner planned objectives have been achieved.

ncial measurement,

asurement of process performance throughout the organization,

ernal measurement, such as benchmarking and third-party evaluation,

essment of the satisfaction of customers, people in the organization and other inter
essment of the perceptions of custamers and other interested parties of performanc
vided, and

asurement of other success factors identified by management.

ived from such measurements and assessments should also be considered
view in order to ensure_that continual improvement of the quality management systen
improvement of the erganization.

be considered

ng, implementing and managing the organization's quality management system,
the quality management principles outlined in 4.3.

establishing a vision, policies and strategic objectives consistent with the purpose of the organization,

management

system,

htifying the support processes that influence the effectiveness and-gfficiency of the realization

d
bn's strategic

e in order to

bsted parties,
e of products

as input to
h is the driver

management

On the basis 9

f ‘these principles, top management should demonstrate leadership in, and commi

tment to, the

following activities:

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

In addition

promoting policies and objectives to increase awareness, motivation and involvement of people in the
organization;

establishing continual improvement as an objective for processes of the organization;

planning for the future of the organization and managing change;

setting and communicating a framework for achieving the satisfaction of interested parties.

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

changes to processes as a way to improve the organization's performance. During such changes, management
should take steps to ensure that the resources and communication needed to maintain the functions of the quality
management system are provided.

18
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Top management should identify the organization's product realization processes, as these are directly related to
the success of the organization. Top management should also identify those support processes that affect either
the effectiveness and efficiency of the realization processes or the needs and expectations of interested parties.

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

Consideration should be given to
— ensuring that the sequence and interaction of processes are designed to achieve the desired results
effectively and efficiently,
— ensuring process inputs, activities and outputs are clearly defined and controlled,
— monitoring in n verify that individual pr re link n

D

> effectively and

identifying and managing risks, and exploiting performance improvement opportunities
onducting data analysis to facilitate continual improvement of processes,

identifying process owners and giving them full responsibility and authority,

anaging each process to achieve the process objectives, and

he needs and expectations of interested parties.

ISO 9001:2000, Quality management systems — Requirements

5 Management responsibility
5.1 Management commitment

Top management shall provide evidence of its commitment to the-development and implementation|of the quality
managemenf system and continually improving its effectiveness by

a) communjcating to the organization the importance of,meeting customer as well as statutory and regulatory
requirements,

b) establishing the quality policy,
c) ensuring|that quality objectives are established,
d) conducting management reviews,@nd

e) ensuring|the availability of resources.

5.2 Needs and expectations of interested parties
5.2.1 General

Every organfzation has interested parties, each party having needs and expectations. Intergsted parties of
organizations-inctude
— customers and end-users,
— people in the organization,
— owners/investors (such as shareholders, individuals or groups, including the public sector, that have a
specific interest in the organization),
— suppliers and partners, and
— society in terms of the community and the public affected by the organization or its products.

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). I

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

other interested

parties.

In order to understand and meet the needs and expectations of interested parties, an organization should

foc

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

identify its interested parties and maintain a balanced response to their needs and expectations,
translate identified needs and expectations into requirements,
communicate the requirements throughout the organization, and

| NOTE 1
I the pati
has an

To satisfy custo
und

NOTE 2
service

ide
ide

Examples of cu
cof
dej
ava
del
ook
prid
pro
pro
en

determine key product characteristics for its customers and end-users,

ifor if the customer (see 3.1.3) requirements are being met and if they are satisfied.

In determining the needs and expectations of patient/clients, health professionals s
bnt/client’s understanding of the expected outcomes and results of care. Likewise) the
bbligation to provide the health professional with relevant information and concerns.

mer and end-user needs and expectations, the management of an organization should
erstand the needs and expectations of its customers, including those of potential cust

This includes interested parties (see 3.1.21), health professionals (see 3.1.13) and
organizations (see 3.1.8).

Health service organizations should define who theif-customers are in order to deve

ntify and assess competition in its market, and
htify market opportunities, weaknesses and-future competitive advantage.

stomer and end-user needs and expectations, as related to the organization's products
formity,

endability,

ilability,

very,

t-realization activities,

e and life-cycle costs,

duct safety,

duct liability, and

ironmental impact.

Examples for health service organizations may include
s

accol

hould assess |
patient/client I

pmers,

other health |
|

lop indicators |

, include

ntahilify

comp

effectiveness
privacy protection
credentialing, licensing, and accreditation

liance 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.

20
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Management should consider the potential benefits of establishing partnerships with suppliers to the organization,
in order to create value for both parties. A partnership should be based on a joint strategy, sharing knowledge as
well as gains and losses. When establishing partnerships, an organization 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 secure opportunities for continuing partnerships.

In considering its relationships with society, the organization should
— demonstrate responsibility for health and safety,
— consider environmental impact, including conservation of energy and natural resources,
— identif licabl ry and regulatory requiremen n
— identify the current and potential impacts on society in general, and the local community in particular,
f its products, processes and activities.

| 5-2.2.1 Prodyct Safety

I Due care re arding safety and relevant means to minimize potential risks to patients/clients, othef customers and
| employees and the environment should be addressed in the organization’s guality policy and [practices. The
organization should promote internal awareness of safety considerations relative to the services thely provide.

| 5-2.2.2 Produyct efficacy

I The organizafion should design and promote its products and services'so as to produce the optimalldesired effect.
|
: 5.2.2.3 Security

The organizdtion should have a security management plan, with procedures as appropriate, to| provide for the
: security of interested parties and health information, €!g. controlled access to specified facilities, [documents and
records.

|
I 5.2.2.4 Community Service

NOTE  Specified facilities may include postpartum nurseries, x-ray facilities, and laboratories.

I The organization should consider the need for providing community service programs, e.g. health gcreening, blood
I pressure chefks, prenatal care, cholesterol screens, etc.

1 5.2.2.5 Socidl responsibility

I The organizgtion should \consider its social responsibility and its role in a community health service system (e.g.
I emergency services. and preparedness for external disasters etc.).

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

5.2 Customer focus

Top management shall ensure that customer requirements are determined and are met with the aim of enhancing
customer satisfaction.

5.2.3 Statutory and regulatory requirements

Management should ensure that the organization has knowledge of the statutory and regulatory requirements that
apply to its products, processes and activities and should include such requirements as part of the quality
management system. Consideration should also be given to

— the promotion of ethical, effective and efficient compliance with current and prospective requirements,

— the benefits to interested parties from exceeding compliance, and

— the role of the organization in the protection of community interests.
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| 5.2.4 Patient/Client care practices

I Health services organizations should establish and maintain their quality system to align as appropriate with I
I legislation, regulations, codes, standards and directives affecting the quality of health service and supporting |

services.

5.3 Quality poli

cy

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

performance.

An organization
strategy.

NOTE

In establishing t
the)
the
the
the
the
the

The quality poli
it is
itp
it d
ach
it a
ma
it i

cus
it ig

As with other by

's quality policy should be an equal and consistent part of the organization's overal

In some instances, the “mission statement” may also serve as the quality policy.

he quality policy, top management should consider

level and type of future improvement needed for the organization'to be successful,
expected or desired degree of customer satisfaction,

development of people in the organization,

needs and expectations of other interested parties,

resources needed to go beyond ISO 9001 requirements, and

potential contributions of suppliers and partners.

y can be used for improvement provided that

consistent with top management's vision.and strategy for the organization's future,
ermits quality objectives to be understodd and pursued throughout the organization,
emonstrates top management's commitment to quality and the provision of adequate
ievement of objectives,

ds in promoting a commitment, to quality throughout the organization, with clear lead
nagement,
hcludes continual improvement as related to satisfaction of the needs and ex
tomers and other interested parties, and

effectively formulated;and efficiently communicated.

siness policiess.the quality policy should be periodically reviewed.

policies and

resources for
ership by top

bectations of

1ISO 9001:2000

5.3 Quality p¢

Quality manhagement systems — Requirements

plicy.

Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

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

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

d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.

22
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5.4 Planning

5.4.1 Quality objectives

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

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

current product and process performance,

levels of satisfaction of interested parties,

The quality o
achievement
systematicall

enchmarking, competitor analysis, opportunities for improvement, and
esources needed to meet the objectives.

}elf-assessment results,

pjectives should be communicated in such a way that people in the organization can c
Responsibility for deployment of quality objectives should be defined. Object
y reviewed and revised as necessary.

bntribute to their
ves should be

ISO 9001:2000, Quality management systems — Requirements

5.4 Plannin
5.4.1 Qualit|

g

y objectives

Top management shall ensure that quality objectives, includingthose needed to meet requirements|

established &
consistent wi

t relevant functions and levels within the organization. The quality objectives shall be
h the quality policy.

for product, are
measurable and

" Emm mm

5.4.2 Quality

Management
defining the
requirements

planning

should take responsibility for the quality planning of the organization. This planning
processes needed to meet.éeffectively and efficiently the organization's quality
consistent with the strategy.of the organization.

Inputs for effe¢ctive and efficient plahning include

q

strategies of the organization,

efined organizatiobal objectives,

efined needsand expectations of the customers and other interested parties,
valuation of statutory and regulatory requirements,

valuation.of performance data of the products,

valuation of performance data of processes,

Ilessons learned from previous experience,
indicated opportunities for improvement, and

should focus on
objectives and

related risk assessment and mitigation data.

Outputs of quality planning for the organization should define the product realization and support processes

needed in ter

NOTE

ms such as

skills and knowledge needed by the organization,

responsibility and authority for implementation of process improvement plans,
resources needed, such as financial and infrastructure,

metrics for evaluating the achievement of the organization's performance improvement
needs for improvement including methods and tools, and

needs for documentation, including records.

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),

© 1SO 2001 — All rights reserved
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resource allocation, evaluation criteria, and improvement procedures to achieve valid customer and |

interested party expectations.
care plan for each patient/client (see 3.1.11).

constitu

te quality planning, then document and record accordingly

Planning should be considered at the procedural level and for a discrete
The organization should first consider what activities

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

1SO 9001:2000,

Quality management systems — Requirements

5.4.2 Quality management system planning

Top manageme

a) the plannin
well as the

b) the integrity
are planned

nt shall ensure that

j of the quality management system is carried out in order to meet the requirements gi
uality objectives, and

of the quality management system is maintained when changes to the quality managq
and implemented.

ven in 4.1, as

ment system

The organizatio
business plan s

e  market-relgted issues

e financial planning

e growth projections and strategies

e plans for fafilities

e cost objectives

e out-sourced functions, e.g. health professionals’(3.1.13), diagnostic imaging, bio-medical enginee
purchasing| laundry

e human resqurce development

e Research gnd development (R & D) plans, projections, and projects with appropriate funding

e quality objgctives / indicators incldding cost of poor quality

e customer shtisfaction plans, e.g-time spent with health professionals (3.1.13) answering question

e key internj! quality and operational performance measureables, e.g. infection rates, readmissid
hours/procg¢dure, immunization rates, appointment availability, emergency response time, healt
environmental issues

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

Goals and plan
current and futy

Planning

n should conduct strategic business planning resulting in a comprehensive busines
hould be a controlled document and include for example:

5 should cover short-term (1-2 years) and longer-term (3 years or more). Methods
re_customer expectations should be in place. An objective process should be used

ring services,

a7

n rates, staff
h, safety and |

to determine |

to define the I

scope and collection of information, including the frequency and methods of collection.

I Methods to track, update, revise, and review the plan should be documented to ensure that the plan is followed and I
communicated throughout the organization as appropriate.

| 5-4.4 Error Proofing

I The organization should utilize appropriate error proofing (see 3.1.5) methodologies during the planning of care, |
| Processes, and facilities to prevent adverse events (see 3.1.1).

NOTE

internal

Some common examples for health service would be the use of unique coupling devices for |
various medical gases, shielded hypodermic needles, automated external defibrillators that will only
defibrillate in the presence of ventricular fibrillation, and automatic lockout of measurement equipment if

quality control specifications are not met.

24
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5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

IWA 1:2001(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.

I
| 5.5.1.1 Responsibility and authority - Supplemental

The personn

| have not met

The responsibility and authority of all those in health service organizations who verify, the quality d
I should be documented. Appropriate actions should be defined in order to identifyyrecord, and so

| patient/clients

| Management
| responsibilitie

bl who manage, perform, and verify work affecting the quality of health service (see
free without fleprisal to identify, report, record, and solve, as appropriate, problems where health

specified requirements or the needs of patient/clients and/or interested parties.

f health service
ve problems for |

and other interested parties whose customer (see 3.1.3) needs or ebligations are unmet.

B.1.6) should be |
service systems

should ensure that mechanisms are in place to communicaté.information on patient/client rights and |

s, e.g. posting in prominent areas, e-mail on Intranets, or in recorded meeting minuteg,.

5.5 Respor

5.5.1 Respd

organization.

ISO 9001:2000, Quality management systems — Requirements

Top management shall ensure that responsibilities and authorities are defined and communid

sibility, authority and communication

nsibility and authority

ated within the

5.5.2 Management representative

A managemg
evaluate and
operation an
management
management

nt representative sholld ‘be appointed and given authority by top management to m
coordinate the quality management system. This appointment is to enhance effect
d improvement ‘ofi "the quality management system. The representative should
and commupicate with customers and other interested parties on matters pertainin
system.

anage, monitor,
ve and efficient

report to top

g to the quality

responsibility

ISO 9001:2000, Quality management systems — Requirements

5.5.2 Management representative

and authority that includes

the promotion of awareness of customer requirements throughout the organization.

a)
maintained,
b)
improvement, and
c) ensuring
NOTE

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

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

reporting to top management on the performance of the quality management system and any need for

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

© 1SO 2001 — All rights reserved

25


https://standardsiso.com/api/?name=6def741deef75b701e0a1796f3900369

IWA 1:2001(E)

5.5.3 Internal ¢

improvements in health service

ommunication

Quality Management Systems — Guidelines for process

organizations

The management of the organization should define and implement an effective and efficient process for
communicating the quality policy, requirements, objectives and accomplishments. Providing such information can
aid in the organization's performance improvement and directly involves its people in the achievement of quality
objectives. Management should actively encourage feedback and communication from people in the organization
as a means of involving them.

Activities for communicating include, for example

ma
tea
not

nagement-led communication in work areas,
m briefings and other meetings, such as for recognition of achievement,
Pn-hnnrdc’ in=house. Jim wnale/mngnﬂnne,

aud
em

NOTE 1
recomnm
procedy
aided tr

NOTE 2
internal

io-visual and electronic media, such as email and websites, and
ployee surveys and suggestion schemes.

Examples of use of electronic media in health service include information systems

re manuals, laboratory records, the patient/client health record (see 3:1.12) informat
hining, use of the internet-based standards, codes, and regulations{and document cor

The use of electronic “mail” within the organization may be an effective and efficie
communications. Document and data control applies to these files and data also.

database of |

ended care protocols, relational databases for drug interactions, thetguality manual, policy and

on, computer
trol systems. |

|
nt means for

1SO 9001:2000
5.5.3 Internal

Top manageme
that communical

Quality management systems — Requirements
communication

ht shall ensure that appropriate communi¢ation channels are established within the org
fion takes place regarding the effectiveness of the quality management system.

anization and

5.6 Manageme
5.6.1 General

Top managemsd

efficiency of the

evaluates the e
with open discu

To add value tq

realization and

nt review

nt should develop/the management review activity beyond verification of the effeg
quality management system into a process that extends to the whole organization, a
fficiency of the system. Management reviews should be platforms for the exchange

5sion and evaluation of the inputs being stimulated by the leadership of top manageme

tHe.organization from management review, top management should control the pe

tiveness and
nd which also
bf new ideas,
nt.

rformance of

support_processes by systematic review based on the quality management pr

nciples. 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.

: 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.

NOTE

26
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ISO 9001:2000, Quality management systems — Requirements

5.6 Management review

5.6.1 General

Top management shall review the organization's quality management system, at planned intervals, to ensure its
continuing suitability, adequacy and effectiveness. This review shal include assessing opportunities for

improvement and the need for changes to the quality management system, including the quality policy and quality
objectives.

Records fron] management reviews shall be maintained.

5.6.2 Review input

Inputs to evaluate efficiency as well as effectiveness of the quality management\system shoyld consider the
customer and other interested parties and should include
— status and results of quality objectives and improvement activities,
— status of management review action items,
— 1lesults of audits and self-assessment of the organization,
— fleedback on the satisfaction of interested parties, perhaps even to the point of their participation,
— arket-related factors such as technology, research and development, and competitor jperformance,
— fesults from benchmarking activities,
— performance of suppliers,
— mew opportunities for improvement,
— ¢ontrol of process and product nonconformities,
— arketplace 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 environmeéntal conditions,
nd relevant statutory and regulatory/changes.

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

The input to mmanagement review shall include information on

a) results of audits,

b) customef feedback,

c) process péerformance and product conformity,

d) status of preventive and corrective actions,
e) follow-up actions from previous management reviews,
f)  changes that could affect the quality management system, and

g) recommendations for improvement.

5.6.3 Review output
By extending management review beyond verification of the quality management system, the outputs of

management review can be used by top management as inputs to improvement processes. Top management can
use this review process as a powerful tool in the identification of opportunities for performance improvement of the
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organization. The schedule of reviews should facilitate the timely provision of data in the context of strategic
planning for the organization. Selected output should be communicated to demonstrate to the people in the

organization how the management review process leads to new objectives that will benefit the organiz

Additional outputs to enhance efficiency include, for example

performance objectives for products and processes,

performance improvement objectives for the organization,

appraisal of the suitability of the organization's structure and resources,

parties,
loss prevention and mitigation plans for identified risks, and
information for strategic planning for future needs of the organization.

ation.

strategies and initiatives for marketing, products, and satisfaction of customers and other interested

Records should

process itself, in order to ensure its continued effectiveness and added value to the organization.

be sufficient to provide for traceability and to facilitate evaluation of the managg¢ment review

1ISO 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) improvemeht of product related to customer requirements, and
Cc) resource ngeds.

6 Resource mgnagement
6.1 General gujdance

6.1.1 Introduction

Top managem
achievement of]
operation and

interested partig

Resources may]
and financial res

bnt should ensure-that the resources essential to the implementation of strat
the organization!s’ebjectives are identified and made available. This should include
mprovement,ofithe quality management system, and the satisfaction of custome
S.

be people, infrastructure, work environment, information, suppliers and partners, naty
bOurces.

bgy and the
resources for
rs and other

ral resources

I NOTE

The organization should consider patient/clients, patient/client’s family and close relations, and

community, as local law and regulations allow, as additional resources who can have significant impact on
care outcomes.

6.1.2 Issues to
Consideration s
tan

res
org

28

be considered
hould be given to resources to improve the performance of the organization, such as

gible resources such as improved realization and support facilities,

intangible resources such as intellectual property,

ources and mechanisms to encourage innovative continual improvement,
anization structures, including project and matrix management needs,

information management and technology,

effective, efficient and timely provision of resources in relation to opportunities and constraints,
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— enhancement of competence via focused training, education and learning,

— development of leadership skills and profiles for the future managers of the organization,
— use of natural resources and the impact of resources on the environment, and

— planning for future resource needs.

| 6.1.2.1 Shift Resources |

The organization should ensure that an appropriate number of employees or full time equivalents are provided for
I on each shift. All shifts should be staffed with personnel in charge of, or with delegated responsibility for quality.

ISO 9001:2000Quality-managementsystems—Regquirements

6 Resource management

6.1 Provisipn of resources
The organization shall determine and provide the resources needed

a) toimplement and maintain the quality management system and continually improve its effectivgness, and

b) to enhanice customer satisfaction by meeting customer requirements,

6.2 People
6.2.1 Involvgment of people

Management| should improve both the effectiveness and efficiency of the organization, including the quality
management] system, through the involvement -and support of people. As an aid to achieving |ts performance
improvement|objectives, the organization should_encourage the involvement and development of ity people

— by providing 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,

— Iy recognizing and rewarding,

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

— by continually reviewing the needs of its people,

— by creating conditions to encourage innovation,

— by ensuring,effective teamwork,

— Iy communicating suggestions and opinions,

— by usiig-measurements of its people's satisfaction, and

— by-investigating the reasons why people join and leave the organization.

| NOTE  This section is applicable to employed and subcontracted staff. |

ISO 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.
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6.2.2 Competence, awareness and training

6.2.2.1 Competence

Quality Management Systems — Guidelines for process

organizations

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

Consideration o

ant

NOTE
qualifi

employl
procedy

6.2.2.1.1 Crede

| The organizatid
licenses, and pr|
|

| The organizatio
The organizatio
I limitations that 1

6.2.2.1.2 Quality management and re-qualification

The organizatig
control should b

NOTE
internat
or other

The organizatio

ntials and health status

f the need for competence includes sources such as

future demands related to strategic and operational plans and objectives,

icipated managem

ent and workforce succession needs,

The interested party needs to be assured that the health service organization (see
personnel to meet the interested party’s needs, and has placed achigh priority on ¢

The certifications and licenses held by all employees and subcont
ment history, special courses or certificates, and in-service training, as well as all data
res and instructions should be recorded.

n should ensure that all health service staff.shave appropriate credentials, e.g.
ofessional qualifications, when required.

h should have proof of satisfactory health-status e.g., tuberculosis tests, hepatitis B
h should also determine and document'any known allergies of these employees, e.g.
hay require appropriate accommodations should be documented.

n should have human resources competent in quality management.
e well deployed throughthe work force.

Concepts of

Examples of-dreas of competency may include the 1SO 9000:2000 series,
onal quality award programs or criteria, statistical process control, measurement sys
third party aecrediting schemes.

N should;conduct ongoing reviews of staff , as applicable.

6.2.2.1.3 Communication skills

its interested

8.1.8) has the
bmpetency of

e
the pe%jple (including family and others) to whom tasks may be assigned that affect the car¢ delivered to |
the patient/client.

ractors, their
that supports
|

certifications, |

vaccination.
latex. Other
\variation and

national or
tem analysis,

I Management should define criteria for and ensure that all staff have adequate communication skills including |
language skill where appropriate, in order to communicate with colleagues and customers including patient/clients |

and their familie

S.

6.2.2.2 Awareness and training

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

The objective is to provide people with knowledge and skills which, together with experience, improve their

competence.

30
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Education and training should emphasize the importance of meeting requirements and the 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 meet the requirements.

To support the achievement of the organization's objectives and the development of its people, planning for
education and training should consider
— experience of people,
— tacit and explicit knowledge,
— leadership and management skills,
— planning and improvement tools,
— teambuilding,
— problem solving
— ¢ommunication skills,
— ¢ulture and social behaviour,
— knowledge of markets and the needs and expectations of customers and other interested parties, and
— ¢reativity and innovation.

To facilitate the involvement of people, education and training also include
— the vision for the future of the organization,
— the organization's policies and objectives,
— organizational change and development,
— the initiation and implementation of improvement processes,
— benefits from creativity and innovation,
— the organization's impact on society,
— introductory programmes for new people, and
— periodic refresher programmes for people already trained.

Training plang should include
— |objectives,
— |programmes 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 educatiop and training provided.sheuld be evaluated in terms of expectations and impact on the effectiveness
and efficiency of the organization as.a means of improving future training plans.

16.2.2.2.1 Ongoing training |

The organization shouldyreview qualifications periodically to identify and provide necessary in-servige training to all |
| instructors arld staff4d:ehable 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 shouldde considered to address this. Records should show a periodic review of training negeds. |

NOTE The prerequisites, objectives, standards of assessment, instructional strategies, necessaryI
controls, and the materials used for instruction should be available.

| The organization should use the results of an initial patient/client (see 3.1.11) evaluation/assessment and review of |
the patient/client health record (see 3.1.12), if any, to identify training needs of the patient/client and/or family or
others as appropriate. The organization should maintain records of patient/client and/or family or others training as

| appropriate. Where applicable, these records should be included in the patient/client health record. The |
organization should ensure that the patient/client and/or family or others can demonstrate the ability to perform
prescribed activities, if any.

6.2.2.2.2 Identification of patient/client's family education/training programs

Any instruction plan should require that conditions for learning include safe classrooms, free of health hazards and
I physical distractions. Supporting services should reinforce learning and not interfere with the learning process. |
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1SO 9001:2000,

Quality management systems — Requirements

6.2.2 Competence, awareness and training

The organization shall

determine the necessary competence for personnel performing work affecting product quality,
provide training or take other actions to satisfy these needs,

evaluate the effectiveness of the actions taken,

a)

b)

c)

d) ensure that
to the achis

e) maintain af

its personnel are aware of the relevance and importance of their activities and how th
vement of the quality objectives, and

propriate records of education, training, skills and experience.

ey contribute

6.3 Infrastructd

Management sh
and expectation]
equipment, sup

The process to
include the follo

a) provision 9
safety, sec
b) developme
the organis
verification
c) evaluation
d) considerati

and recycli

Natural phenoni
consider the ide
interested partig

assessl|
instruct

re

ould define the infrastructure necessary for the realization of ‘products while consider
s of interested parties. The infrastructure includes reséurces such as plant, workspg
bort services, information and communication technology, and transport facilities.

define the infrastructure necessary for achieving-effective and efficient product reali
wing:

irity and renewal;

Nt and implementation of maintenance” methods to ensure that the infrastructure cont
ration's needs; these methods should consider the type and frequency of main
of operation of each infrastructure element, based on its criticality and usage;
bf the infrastructure against the\needs and expectations of interested parties;
bn of environmental issues, associated with infrastructure, such as conservation, po

ng.

ena that cannot be.controlled can impact the infrastructure. The plan for the infrastr
ntification and mitigation of associated risks and should include strategies to protect th
S.

Resaurces should be available which describe the prerequisites, objectives,
nent, \instructional strategies, necessary controls, and mechanics of all the matern
orT,

ng the needs
ce, tools and

vation should

f an infrastructure, defined in terms such-as objectives, function, performance, avgilability, cost,

nues to meet
tenance and

lution, waste

cture should
e interests of

standards of |
ials used forl

| 6.3.1 Hazardou

s waste handling

I The organization should have a documented procedure for handling, disposal and removal of any hazardous |
materials, e.g. radioactive isotopes, sharps and/or needles, blood-born pathogens, in compliance with regulatory
requirements and appropriate standards, and to safeguard those who may come into contact with such hazardous

| waste or substa

nce.
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ISO 9001:2000, Quality management systems — Requirements

6.3 Infrastr

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

requirements
a)
b) process

c) supportin

ucture

. Infrastructure includes, as applicable

buildings, workspace and associated utilities,

equipment (both hardware and software), and

g services (such as transport or communication).

6.4 Work eny

Management
performance
environment,

q

NOT
criter

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

yironment

should ensure that the work environment has a positive influence..en“motivation,
of people in order to enhance the performance of the organization. Creation of
as a combination of human and physical factors, should include consideration of
reative work methods and opportunities for greater involvement -to realize the poten

rgonomics,

orkplace location,

ocial interaction,

cilities for people in the organization,

eat, humidity, light, airflow, and

ygiene, cleanliness, noise, vibration and pollution.

a above.

E 2 Health service organizations should install a peer support system and en
selling for staff members after critical incidents with patients/clients and for routi

5

D.

satisfaction and
8 suitable work

tial of people in

= 1 The organization should also,€ensider the needs and comfort of the patient/clieft relative to the |

sure access to |
ne occupational I

ISO 9001:2000, Quality mahagement systems — Requirements

6.4 Work e

The organiza
requirements

nvironment

tion{ shall determine and manage the work environment needed to achieve confo

mity to product

6.5 Informati

on

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
dentify its information needs,
dentify 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

Management should establish relationships with suppliers and partners to promote and facilitate communication
with the aim of mutually improving the effectiveness and efficiency of processes that create value. There are
various opportunities for organizations to increase value through working with their suppliers and partners, such as

opt

imizing the number of suppliers and partners,

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

ver
en

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

ifications,

ctively and efficiently improve the realization and delivery processes for conforming pr
blving partners in identification of purchasing needs and joint strategy development, an
luating, recognizing and rewarding efforts and achievements by supplierstand partner

| 6.6.1 Supply-pyrchased product

I The organizatio
| medical and op¢

6.7 Natural res

Consideration {
organization. W
positive or negs
availability or re
of the organizat

n should ensure that their staff people know how to obtainfand inspect purchased
brational supplies, to support quality care and services.

purces

hould be given to the availability of natural resources that can influence the perfor
hile such resources are often out of the direct control of the organization, they can hg
tive effects on its results. The organization"should have plans, or contingency plans,
placement of these resources in order to prevent or minimize negative effects on the
on.

6.8 Financial résources

Resource mang

gement should include_activities for determining the needs for, and sources of, financ

The control of financial resources should include activities for comparing actual usage against plan

necessary actio

Management sh

n.

ould plan, make available and control the financial resources necessary to implement

an effective and efficient\quality management system and to achieve the organization's objectives.

should also cor
the organizatiory

siderthe development of innovative financial methods to support and encourage im
's performance.

establishing two-way communication at appropriate levels in both organizations to facilitate the rapid

nance and to

owledge and
oducts,

product, e.g.

mance of the
ve significant
to ensure the
performance

al resources.
S, and taking

and maintain
Management
provement of

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

a)
b)
lost custom

internally, by reducing process and product failures, or waste in material and time, or
externally, by reducing product failures, costs of compensation under guarantees and warranties, and costs of

ers 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 shou

34

Id be used in management reviews.
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7.1 General guidance
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NOTE

Activities undertaken in product realization should focus on reduction or elimination of waste, e.g.

cost of excess inventory, poorly-utilized floor space, non-value adding 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
associated process network so that the organization has the capability of satisfying its interested parties. While

realization pr
the organizat

Any process
define the re
effective and

NOT

The interrela
operation of
to one or mo

| NOT
| patie
billing

7.1.2 Issues

Understandin
process inpuf
process can

Results from
to achieve co

Continual im
management]
improvement
effectiveness|

bcesses result in products that add value to the organization, support processes are.a
on and add value indirectly.

is a sequence of related activities or an activity that has both input and output. Man
uired outputs of processes, and should identify the necessary inputs and-activities r
efficient achievement.

1 See section 0.2.1

he organization, management should recognize that thé output of one process may b
e other processes.

E 2 In health service, realization processessresult in the outcomes and results
ht/client care. They can also be those processeés related to meeting other customers’ 1
) for services.

to be considered

g that a process can be représented as a sequence of activities aids managemen
s. Once the inputs have been defined, the necessary activities, actions and resources
pe determined, in order to.achieve the desired outputs.

verification and validation of processes and outputs should also be considered as inpy
ntinual improvement of performance and the promotion of excellence throughout the o

brovement of.the organization's processes will improve the effectiveness and efficien

system< and the organization's performance. Annex B describes a “Proces
" that_can* be used to assist in the identification of actions needed for continual imp
and efficiency of processes.

SO necessary to

hgement should
cquired for their

ion of processes can be complex, resulting in process networks. To ensure the effeciive and efficient

ecome the input

related to the |
equirements i.e. |

in defining the
required for the

ts to a process,
rganization.

cy of the quality
5 for continual
rovement of the

Processes should be documenied 10 Ihe exient necessary 10 support eliective and ericient operation.
Documentation related to processes should support

i
t

dentifying and communicating the significant features of the processes,
raining in the operation of processes,

sharing knowledge and experience in teams and work groups,
measurement and audit of processes, and
analysis, review and improvement of processes.

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

t
t
t
t
t

o ensure the health and safety of people,

o ensure that the necessary skills exist,

0 support coordination of processes,

o provide for input from people in process analysis, and
0 promote innovation from people.

© 1SO 2001 — All rights reserved

35


https://standardsiso.com/api/?name=6def741deef75b701e0a1796f3900369

IWA 1:2001(E) Quality Management Systems — Guidelines for process
improvements in health service organizations

The drive for continual improvement of the organization's performance should focus on the improvement of the
effectiveness and efficiency of processes as the means by which beneficial results are achieved. Increased
benefits, improved customer satisfaction, improved use of resources and reduction of waste are examples of
measurable results achieved by greater effectiveness and efficiency of processes.

7.1.3 Managing processes

7.1.3.1 General

Management should identify processes needed to realize products to satisfy the requirements of customers and
other interested parties. To ensure product realization, consideration should be given to associated support

processes as well as desired outputs, process steps. activities, flows. control measures, training needs, equipment,
methods, infornmjation, materials and other resources.

An operating plan should be defined to manage the processes, including
— inppt and output requirements (for example specifications and resources),
— actjvities within the processes,
— verjfication and validation of processes and products,
— analysis of the process including dependability,
— ideptification, assessment and mitigation of risk,
— corrective and preventive actions,
— opportunities and actions for process improvement, and
— control of changes to processes and products.

Plans should include verification and validation of{procedures, both for new proposgd procedures
and existing procedures to ensure the treatment plan has, its intended outcomes. The organization should

Other examplés for health service (see 3.1.6) may include preparation of fluidg for infusion, |
assurarjce that patiént/client (see 3.1.11) care progresses according to plan, including diagnostic and |
treatment procedures meet requirements, and customizing or fitting of implants and prosthetick.

The process approacr y 3 3 Yed 3 Je a basis for
formulation of requirements to be used for verification and validation of outputs. Inputs can be internal or external to
the organization.

Resolution of ambiguous or conflicting input requirements can involve consultation with the affected internal and
external parties. Input derived from activities not yet fully evaluated should be subject to evaluation through
subsequent review, verification and validation. The organization should identify significant or critical features of
products and processes in order to develop an effective and efficient plan for controlling and monitoring the
activities within its processes.

Examples of input issues to consider include
— competence of people,
— documentation,
— equipment capability and monitoring, and
— health, safety and work environment.
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Process outputs that have been verified against process input requirements, including acceptance criteria, should
consider the needs and expectations of customers and other interested parties. For verification purposes, the
outputs should be recorded and evaluated against input requirements and acceptance criteria. This evaluation
should identify necessary corrective actions, preventive actions or potential improvements in the effectiveness and
efficiency of the process. Verification of the product can be carried out in the process in order to identify variation.

The management of the organization should undertake periodic review of process performance to ensure the

process is co

- e—m s = o

| 7.1.3.2.1 Pla

I Consideration should be given in planning of patient/client (see 3.1.11) care to:

=

—h o~ =y ) =+

or a
healt
may
requi
guide
plann
numt
shou

n

NOTE
care chain, in which different phases of'care are implemented by public and private providers of

nsistent with the operating plan. Examples of topics for this review include

reliability and repeatability of the process,
identification and prevention of potential nonconformities,
adequacy of design and development inputs and outputs,

nsisten fin n with plann jectiv
otential for improvements, and
nresolved issues.

hning of realization processes

atient/client rights

itial patient/client evaluation/assessment,

he initial status of patient/client health, e.g. high priority, urgent.care needs

iagnosis and treatment design,

pecialty or ancillary treatment if required,

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

ne “error-proofing” (see 3.1.5) of the processes to minimize medical error and variance
bllow-up requirements to prevent recurrence and/or maintain progress

E Health service (see 3.1.6) consists of a aumber of processes provided along a co
h service involving a particular patient/client. The effectiveness and efficiency of th
require the use of instructions for.the’ patient/client, and/or the patient/client’'s fami
Fe communications between the “wvarious providers involved. This should include
lines and protocols based upon best practice and, as applicable, patient/client p
ing within health service manhagement organizations, the needs of the population g
ers and types of health seryice providers needed, and geographic location of health s
d be addressed.

htinuum of care,

€ care process
y. It may also
use of clinical
reference. For |
f enrollees, the
ervice providers

7 Produc

7.1 Plannin

ISO 9001:2000, Quality management systems — Requirements

t realization

g 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;

c) required verification, 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 resulting product meet requirements.
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The output of this planning shall be in a form suitable for the organization's method of operations.

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 specific product, project or contract, can be referred to as a quality plan.

NOTE 2 The organization may also apply the requirements given in 7.3 to the development of product realization processes.

7.1.3.3 Product and process validation and changes

Management should ensure that the validation of products demonstrates that they meet the needs and
expectations of customers and other interested parties. Validation activities include modelling, simulation and trials,

as well as revie

I NOTE

with the

Issues to consid
qud
caf
opg¢rating conditions for the product,
useE

dis

en

Process validati

process. Particl

for
wh
wh
wh

The organizatio
process change
should be iden

pro

imp

VS INVOIvVINg customers or other interested parties.

bone and muscle structure for use in reconstructive surgery.

er should include
lity policy and objectives,
ability or qualification of equipment,

or application of the product,

bosal of the product,

duct life cycle,

ironmental impact of the product, and

act of the use of natural resources including materials and energy.

on should be carried out at appropriate intervals to ensure timely reaction to changes
lar attention should be given to validation«ef processes

high value and safety critical products,

bre deficiency in product will only be apparent in use,

ch cannot be repeated, and

ere verification of product is not\possible.

h should implement a process for effective and efficient control of changes to ensure
s benefit the organization and satisfy the needs and expectations of interested pa
ified, recorded, evaluated, reviewed, and controlled in order to understand the ef

processes and the needs and expectations of customers and other interested parties.

Any changes ir
maintain the co
the organization

Outputs in the f

the processaffecting product characteristics should be recorded and communicatg
hformity of the product and provide information for corrective action or performance im
. Autherity for initiating change should be defined in order to maintain control.

orm, of products should be validated after any related change, to ensure that the cha

Modeling can be used in certain health service applications, e.g. computer madeling

of a hand

mpacting the

at product or

t
nTes. Changes

fect on other

d in order to
provement of

nge has had

4

the desired effe

UL

Use of simulation techniques can also be considered in order to plan for prevention of failures or faults in

processes.

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

Examples of tools for risk assessment include

fau
fau

reli

38

It modes and effects analysis,
It tree analysis,

relationship diagrams,
simulation techniques, and

ability prediction.
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7.2 Processes related to interested parties

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

— requirements of the customer or other interested parties,

— market research, including sector and end-user data,

— contract requirements,

— competitor analysis

— Ienchmarking, and

— processes due to statutory or regulatory requirements.

The organization should have a full understanding of the process requirements of the customer, or[other interested
party, before|initiating its action to comply. This understanding and its impact should b&>mutually agceptable to the
participants.

NOTE  The organization should consider both primary and sdpport services (see|3.1.23) to the
I patiept/client (see 3.1.11). An example of support service would be\the food service for intgrested parties.

ISO 9001:2000, Quality management systems — Requirements
7.2 Customer-related processes

7.2.1 Determination of requirements related to the product
The organization shall determine

a) requirements specified by the customer, including the requirements for delivery and post-delivefy activities,
b) requirements not stated by the customer but necessary for specified or intended use, where knpwn,

c) statutoryjand regulatory requirements related to the product, and
d) any additional requirements-determined by the organization.
7.2.2 Review of requirements related to the product

The organization shallsreview the requirements related to the product. This review shall be condugted prior to the

organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of contracts
or orders, acgeptance of changes to contracts or orders) and shall ensure that

a) product requirements are defined,

b) contract or order requirements differing from those previously expressed are resolved, and
c) the organization has the ability to meet the defined requirements.

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

Where the customer provides no documented statement of requirement, the customer requirements shall be
confirmed by the organization before acceptance.

Where product requirements are changed, the organization shall ensure that relevant documents are amended and
that relevant personnel are made aware of the changed requirements.
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NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover
relevant product information such as catalogues, or advertising material.

7.2.3 Customer communication

The organization shall determine and implement effective arrangements for communicating with customers in
relation to

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

7.2.1 Contract feview

I The organizatioh should ensure that all customer contracts are subject to contract review (see 7.5.1). Examples
I include release|of health record information forms, patient/client and/or employer payment agreements, and third

party administrgtor agreements.

7.3 Design and development
7.3.1 General quidance

ne necessary

Top managems
design and de
customers and

When designing and developing products or processes, management should ensure that the organ

only capable of
product and p
organization sh
durability, ergon

| 7.3.1.1 Design

A health servicd
Ianticipated hed

nt should ensure that the organization has défined, implemented and maintained t
elopment processes to respond effectively~and efficiently to the needs and expeq
bther interested parties.

considering their basic performance and function, but all factors that contribute tg
rocess performance expected\ by customers and other interested parties. For

omics, the environment, product disposal and identified risks.

Process

b design process’should be documented. The health service design process should
Ith service\loutcomes identified in the needs assessment are used to design

tations of its

ization is not
meeting the
bxample, the

ould consider life cycle, safety and health, testability, usability, user-friendliness, dependability,

describe how
care and its

| assessment.

NOTE utcome. For

exampl

Health service process measures may be utilized as surrogates of patient/client g

s}

E

Management also has the responsibility to ensure that steps are taken to identify and mitigate potential risk to the
users of the products and processes of the organization. Risk assessment should be undertaken to assess the
potential for, and the effect of, possible failures or faults in products or processes. The results of the assessment
should 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 modes and effects analysis,

fault tree analysis,

reliability prediction,

relationship diagrams,

ranking techniques, and

simulation techniques.
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ISO 9001:2000, Quality management systems — Requirements

7.3 Design

and development

7.3.1 Design and development planning

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

During the design and development planning the organization shall determine

a)

the design and development stages,

b) the review, verification and validation that are appropriate to each design and development staJ;e, and

c) theresp

The organizs
ensure effect|

Planning outy

nsibilities and authorities for design and development.

tion shall manage the interfaces between different groups involved_inidesign and
ve communication and clear assignment of responsibility.

ut shall be updated, as appropriate, as the design and developmént progresses.

development to

7.3.2 Design

The organizg
effective and
of other inter
should be sui

Examples aré

meeds and expectation of otheriinterested parties,
supplier's contributions,
dser input to achieve robust design and development,

and development input and output

tion should identify process inputs that affect the design and development of produg
efficient process performance in order to satisfy the'needs and expectations of custo
bsted parties. These external needs and expectations, coupled with those internal to t

b as follows:
nputs such as
ustomer or marketplace needs and_éxpectations,

hanges in relevant statutory and regulatory requirements,
hternational or national-standards, and

hdustry codes of practice;

Nputs such as

a) external
—
—
— i
— i

b) internali

c) inputs

olicies and_ohjectives,
eeds and-expectations of people in the organization, including those receiving th
rocess,

chnological developments,

ompetence requirements for people performing design and development,

table for translation into input requirements fak the design and development processes,

ts and facilitate
mers, and those
ne organization,

e output of the

adback infarmation fram nast gaxnerience.
Lid i 3

records and data on existing processes and products, and
outputs from other processes;
that identify those characteristics of processes or products that are crucial to safe and proper

functioning and maintenance, such as

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.
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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,

— training requirements,

— user and consumer information,

— purchase requirements, and

— reports of qualification tests.

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

1ISO 9001:2000 Quality management systems — Requirements
7.3.2 Design 3nd development inputs

Inputs relating tp product requirements shall be determined and records maintainied. These shall inclugle
a) functional gnd performance requirements,

b) applicable statutory and regulatory requirements,

c) where appllcable, information derived from previous similar designs, and
d) other requifements essential for design and development.

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

NOTE | Design in health service~{see 3.1.6) may include the creation or revision of carg and service

| programs, guidelines, care paths;”patient/client treatment parameters, research and treatmént protocols, |
I training[materials, as well ag-customization or modification of devices and other products or prpcedures. I
1 7.3.2.1 Facility [and equipment ptanning |

IThe organizatign should-use a multi-disciplinary approach for developing facility and equipment plans. PlansI
I should addresd| patient/client privacy and safety, the need for sterilization and the prevention of infection as |
I appropriate. Facility\layouts should minimize travel and handling. The organization should ensure| the ability ofI

staff to monitor patient/client load.
|
I NOTE  Consideration should be given to determination of the optimum size of facilities and equipment
during the planning phase in order to achieve efficient operations.

I The organization should prepare contingency plans to reasonably protect employees and customers (see 3.1.3) in
the event of emergency, such as utility interruption, key equipment failure, or extreme weather activity. Plans
I should also address security and sound privacy.

7.3.3 Design and development outputs

The outputs of design and development shall be provided in a form that enables verification against the design and
development input and shall be approved prior to release.
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Design and development outputs shall
a) meet the input requirements for design and development,
b) provide appropriate information for purchasing, production and for service provision,

c) contain or reference product acceptance criteria, and

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

7.3.3 Design and development review

Top management should ensure that appropriate people are assigned to manage and conduct syqtematic reviews
to determine [that design and development objectives are achieved. These reviews may be condufted at selected
points in the design and development process as well as at completion.

Examples of fopics for such reviews include
— adequacy of input to perform the design and development tasks,
— progress of the planned design and development process,
— eeting verification and validation goals,
— ¢valuation of potential hazards or fault modes in product usey
— life-cycle data on performance of the product,
— ¢ontrol of changes and their effect during the design and<development process,
— identification and correction of problems,
— opportunities for design and development process improvement, and
— otential impact of the product on the environment:

At suitable stages, the organization should also undertake reviews of design and development oufputs, as well as
the processes, in order to satisfy the needs and expectations of customers and people within the grganization who
receive the process output. Consideration should also be given to the needs and expectations of jother interested
parties.

Examples of yerification activities for output.of the design and development process include
— ¢omparisons of input requirements with the output of the process,
— ¢omparative methods, such/as alternative design and development calculations,
— evaluation against similar products,
— sting, simulations‘ef-trials to check compliance with specific input requirements, and
— evaluation againstlessons learned from past process experience, such as noncpnformities and
eficiencies.

| NOTE 1 Verification activities should be used to monitor on-going care in relation to planngd care. |

Validation of the”output of the design and development processes is important for the successful reception 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 medications by different people, tolerance to pain 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 engineering designs prior to construction, installation or application,
— validation of software outputs prior to installation or use, and
— validation of services prior to widespread introduction.

Partial validation of the design and development outputs may be necessary to provide confidence in their future
application.
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Sufficient data should be generated through verification and validation activities to enable design and development
methods and decisions to be reviewed. The review of methods should include

— pro

cess and product improvement,

usability of output,

adequacy of process and review records,
failure investigation activities, and

future design and development process needs.

I 7.3.3.1 Selecting care approaches

Determination of the appropriate care should include review of the most current relevant clinical guidelines,

treatment techniques, procedures, and/or protocols, and the pafieni/client health record (see 3.1.12Z), if any. The
I care selected should be recorded in the care plan (see 3.1.2). |

1ISO 9001:2000 Quality management systems — Requirements

7.3.4 Design dnd development review

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

arrangements
a) toevaluate
b) to identify g

Participants in
stage(s) being r

the ability of the results of design and development to meet requirements, and
ny problems and propose necessary actions.

uch reviews shall include representatives of fuictions concerned with the design and
eviewed. Records of the results of the reviewsiand any necessary actions shall be mai

7.3.5 Design dnd development verification

Verification sh4

Il be performed in accordance “with planned arrangements to ensure that the

development odtputs have met the design and ‘development input requirements. Records of the

verification and

any necessary actions shallbe maintained.

7.3.6 Design gnd development validation

Design and dev,
resulting produd
Wherever pract
of the results of

7.3.7 Control

plopment validatiomshall be performed in accordance with planned arrangements to e
t is capable of meeting the requirements for the specified application or intended use,
cable, validation shall be completed prior to the delivery or implementation of the pro
validationand any necessary actions shall be maintained.

bf design and development changes

development
htained.

design and
esults of the

hsure that the
when known.
juct. Records

Design and de
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be reviewed,

verified and validated, as appropriate, and approved before implementation. The review of design and development
changes shall include evaluation of the effect of the changes on constituent parts and product already delivered.

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

7.4 Purchasing

7.4.1 Purchasing process

Top management of the organization should ensure that effective and efficient purchasing processes are defined
and implemented for the evaluation and control of purchased products, in order that purchased products satisfy the

organization's n

44

eeds and requirements, as well as those of interested parties.

© 1SO 2001 — All rights reserved


https://standardsiso.com/api/?name=6def741deef75b701e0a1796f3900369

Quality Management Systems — Guidelines for process IWA 1:2001(E)
improvements in health service organizations

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:
— 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;
— warranty replacement for nonconforming purchased products;
— logistic requirements;
— product identification and traceability;
— $reservation of product;
ocumentation, including records;
— ¢ontrol of purchased product which deviates from requirements;
— access to suppliers' premises;
iroduct 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 bel.developed with supgliers in order to
benefit from available supplier knowledge. The organization could also involye suppliers in the pur¢hasing process
in relation to[their products in order to improve the effectiveness and-efficiency of the organizatipn's purchasing
process. Thid 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 |
servige provided by other organizations as well as rawiand processed materials. |
7.4.1.1 Purchasing Control l

The organizgtion should consider implementation ofva “pull” system of inventory management for those supplies I
used for routine service.

A pull system of inventoty management is based upon replacing material as|it is consumed I
rather than based on a forecastof future demand. To implement such a system, the organization has to |
ine: the optimal amount of inventory for each stock item to have on hand and the pptimum time to
reorder based upon the supplier lead time to replace the material. A pull system also uses a visually- |
managed “trigger” mechanism to place the order, i.e. what banks use to notify customers when it is time to |
reorder more checks. (Pull systems optimize the cost of inventory while minimizing out-of-gtock conditions.
Iltemg such as pacemakers, joint replacement implants, corneal transplants, are generally|not inventoried.
Emefgency life sustaining items, however, should be inventoried with adequate safety| stock to avoid |

|
7.4.1.2 Urgently<needed purchased product |

The organizatioh—she it 6 f y-heeded—parehase d product when |
required. This procedure should be a controlled document. I

NOTE Examples of provisions are sharing arrangements with another facility or referral to another |
department or facility, or having arrangements for acquiring seldom-used supplies e.g. snake venom I
antidote, rare blood types, expensive drugs, etc.

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.
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7.4.2.1 Pre-determined suppliers |

For organizations working within a contract where the evaluation and selection of suppliers is determinedI
externally, the organization should monitor supplier performance and quality, and take appropriate action to resolve |
supplier nonconformances. Where associations or other organizations are formed to combine purchasing

quantities, the association or organization should be notified of any non-conformances by suppliers. I

Examples of inputs to the supplier control process include
— evaluation of relevant experience,
— performance of suppliers against competitors,
— revijew-ofpurchased-productqualiby—price-delivery-performance-and-respense-te-problems,
— audits of supplier management systems and evaluation of their potential capability™t¢ provide the
required products effectively and efficiently and within schedule,
— chgcking supplier references and available data on customer satisfaction,
— fingncial assessment to assure the viability of the supplier throughout the intended petiod of supply
and cooperation,
— supplier response to inquiries, quotations and tendering,
— supplier service, installation and support capability and history of performance to requirenents,
— supplier awareness of and compliance with relevant statutory and regulatory requirements,
— thelsupplier's logistic capability including locations and resources¢and
— the|supplier's standing and role in the community, as well as perception in society.

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

7.4.2.2 Subconlftracted services

Health service| delivery organizations that subcontraét-for services should provide adequate |oversight of
subcontracted gperations.

A managed care organization should provide. alt’ newly contracted providers with information (including any
necessary forms) regarding the organization’s_ administrative requirements and procedures including:
- Clajms submission processes
- Utilization review requirements
- Reimbursement procedurés
- Grigvance and appeal «ights

1ISO 9001:2000 Quality management systems — Requirements
7.4 Purchasing

7.4.1 Purchasjngprocess

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 information

Purchasing information shall describe the product to be purchased, including where appropriate

a) requirements for approval of product, procedures, processes and equipment,
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b) requirem

c)

supplier.

ents for qualification of personnel, and

quality management system requirements.

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

7.4.3 Verification of purchased product

The organization shall establish and implement the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Where the o
shall state th

iganization or its customer intends to perform verification at the supplier's premises,

intended verification arrangements and method of product release in the purchasing

he organization
nformation.

7.5 Producti
7.5.1 Operat
Top manage

requirements
and efficiency

bn and service operations
on and realization
ment should go beyond control of the realization processes, in order to achieve both

and provide benefits to interested parties. This may be~achieved through improving t
of the realization processes and associated support processes, such as

NOT
expe

The organiza
customer-imy
| criteria. The
best-of-class
administratio

E:eventing problems,

7.5.1.1 Manage patient/clientcare processes

educing waste,

raining of people,

ommunicating and recording information,
eveloping supplier capability,

mproving infrastructure,

rocessing methods and process yield, and
ethods of monitoring.

E Educating the patient/Client or customer may be required to create or
Ctations.

tion should ‘ensure compliance with stated care plans (see 3.1.2) and industry,
osed standards, codes, requirements or procedures, and applicable health servi
organization should use appropriate tools and sources such as established research
outcomes, reference databases and normative data in health service mans
.

compliance with
ne effectiveness

reinforce valid

government or
te accreditation
benchmarking, |
gement and/orl

The organization should use appropriate tools and/or equipment in a suitable environment. Benchmarking should
be conducted when appropriate inside and outside of the health service industry. Premises should be maintained
| in a state of order, cleanliness, and repair appropriate to the service being provided.

I The organization should document appropriate patient/client care processes in the form of flow charts identifying I
I what actions are to be taken for the delivery of patient/client care. Flow charts should include a division of tasks, |
reference appropriate clinical guidelines and/or recommendations, staff-approved care protocols, procedures,l
, manuals and/or instructions.
To help identify, understand and manage variation, appropriate statistical tools should be used. Care should be
taken to apply relevant statistical tools to understand and to facilitate appropriate use of the data (see
1 1ISO 9004:2000, clause 8.4), such as histograms, run charts, Pareto charts, control charts, design of experiments.
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1 7.5.1.2 Servicing

I When servicing is expected as part of the organization’s services, or is specified in the contract, provisions should I

I be planned and carried out according to the care plan.

depends upon regular scheduled maintenance, records of servicing should be maintained in sufficient detail to
demonstrate compliance to the specified requirements.

NOTE

Examples could include follow up care such as disease management programs,

hypertension, in-home infusion, physical or respiratory therapy, etc.

e.g. asthma,

When the functionality of a product, e.g. pacemaker, |

1ISO 9001:2000
7.5 Productid
7.5.1 Control

The organizatio
conditions shall

a) the availab
b) the availab
c) the use of s
d) the availab
e) the implem
f)  the implem
7.5.2 Validatig

The organizatig
cannot be verif
become appare
Validation shall

The organizatio

et sveterms—Reaqu

bf production and service provision

n and service provision

h shall plan and carry out production and service provision under controlled conditior
include, as applicable

lity of information that describes the characteristics of the produgt,
lity of work instructions, as necessary,

uitable equipment,

lity and use of monitoring and measuring devices,

entation of monitoring and measurement,*and

entation of release, delivery and post-delivery activities.

n of processes for production and service provision

n shall validate any processes for production and service provision where the res
ed by subsequent monijtoring or measurement. This includes any processes wheré
Nt only after the produet is in use or the service has been delivered.
demonstrate the ability of these processes to achieve planned results.

n shall establish arrangements for these processes including, as applicable

briafor review and approval of the processes,

s. Controlled

sulting output
b deficiencies

equiprment ana quallrcaton or personnel,

use of specific methods and procedures,

ts for records, and

a) defined crit
b) approval o
c)

d) requiremen
e) revalidation.

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

NOTE
identjf
implz

status of products, including component parts,

status and capability of processes,

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

hazardous materials, and

mitigation of identified risks.

In health service organizations, all

IWA 1:2001(E)

patient/client-related products should ensure both

, e.g. narcotics, |
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nts, isotopes, etc.

7.5.3

NOTE

Identit
Where appro
The organiza
Where traceg

In sg

ISO 9001:2000, Quality management systems — Requirements

ication and traceability

briate, the organization shall identify the product by suitable means throughout product
fion shall identify the product status with respect to monitoring’and measurement requi
bility is a requirement, the organization shall control and‘record the unique identification

me industry sectors, configuration management is a means.by which identification and traceabilit

realization.
rements.
of the product.

y are maintained.

7.5.3 Customer property

The organiz
other interes

Examples of

NOT
plasn
valug

The organiza

such property are

ingredients or components supplied for inclusion in a product,
roduct supplied for repair; maintenance or upgrading,

iackaging materials supplied directly by the customer,

ustomer materials handled by service operations such as storage,

q

q

bles, hearing aids, dentures, mobility aids, e.g. walkers, chairs, crutches.

ion should identify responsibilities in relation to property and other assets owned by
d parties and under the control of the-drganization, in order to protect the value of the|

services supplied pn'behalf of the customer, such as transport of customer property to
ustomer intelleCtual property, including specifications, drawings and proprietary inform

In health service organizations, there are many examples: certain blood product
ha, whole*blood, autologous donations), tissues, prosthetic devices, medications, pers|

customers and
property.

third party, and
ation.

e |
5 (e.g. platelets, I
ponal effects and

flon should have procedures for handling, storing, packaging, preserving, and delv
I property. If lost or rendered unsuitable for use, the customer should be notified and the issue resolved.

ery of customer

use, this sha

NOTE

ISO 9001:2000, Quality management systems — Requirements

7.5.4 Customer property

The organization shall exercise care with customer property while it is under the organization's control or being used
by the organization. The organization shall identify, verify, protect and safeguard customer property provided for use
or incorporation into the product. If any customer property is lost, damaged or otherwise found to be unsuitable for

Il be reported to the customer and records maintained.

Customer property can include intellectual property.

© 1SO 2001 — All rights reserved

49


https://standardsiso.com/api/?name=6def741deef75b701e0a1796f3900369

IWA 1:2001(E)

7.5.4 Preservat

improvements in health service

ion of product

Quality Management Systems — Guidelines for process

organizations

Management should define and implement processes for handling, packaging, storage, preservation and delivery
of product that prevent damage, deterioration or misuse during internal processing and final delivery of the product.
Management should involve suppliers and partners in defining and implementing effective and efficient processes
to protect purchased material.

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 sh

ould idnnfify resources needed to maintain the prndlmf fhrmlghml’r its life Pynln i fa pre

yent damage,

deterioration or
the resources a

The organizatio
the m
the p
the r
contg
contr
contr
contr

The organizatio
stock rotation.

NOTE

Marking and laf
items in order tg

.5.4.1 Preservjation of Product - Supplemental

misuse. The organization should communicate information to the interested partieshir
nd methods needed to preserve the intended use of the product throughout its life-eycl

h should have documented procedures, e.g. Infection Control Manual, to provide for:
aintenance of sterilization of appropriate facilities and equipment

oper handling of materials and/or purchased product

pstraint and seclusion, or isolation of patient/clients as apprepriate to prevent ha
mination or communicable diseases.

bl of medicines (including drugs and poisons)

bl of medical tools

bl of medical devices

h should use an inventory management system to optimize inventory turns over tim

A “first in — first out” or FIFO systemcisan example.

eling should be legible and durable. Stock items in inventory should not be placed r
prevent inadvertent errors.

volved about

W

rm, infection,

e and ensure

ext to similar |

1ISO 9001:2000

The organizatio
destination. This
shall also apply

7.5.5 Preservation of product

Quality management systems — Requirements

5 preseryation shall include identification, handling, packaging, storage and protection.
to the Gonstituent parts of a product.

n shall preserve the conformity of product during internal processing and delivery to th¢ intended

Preservation

7.6 Control of measuring and monitoring devices

Management should define and implement effective and efficient measuring and monitoring processes, including
methods and devices for verification and validation of products and processes to ensure the satisfaction of
customers and other interested parties. These processes include surveys, simulations, and other measurement
and monitoring activities.

Health service organizations may use devices and processes to monitor the quality and |

NOTE

include

satisfaction surveys as well as the tracking of complaints and grievances.

performance of care, services, research or other products. Many such devices are utilized in health service |

and include testing, analyzing, monitoring and diagnostic equipment. Monitoring processes may also
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| 7.6.1 Contro

I of measuring and monitoring devices — Supplemental

I The organization should analyze and implement effective measurement systems (see 3.1.9) for the control ofI
I measuring and monitoring devices. The organization should ensure that the measurement system has adequate |

under control

indivi

NOTE
are based upon this assumption.

discrimination (see NOTE below), and has repeatability (see 3.1.16) and reproducibility (see 3.1.17).

should have unique identification.
1

dual measurements, and subsequently the decisions based upon the data.

It is often assumed that measurements are exact, and frequently the analysis and conclusions
In reality, there is variation in all measurement systems that affect
If the measurement |
system does not have adequate discrimination, e.g. the capability of the measurement system to detect

Devices

and i

apprq
ISO

NOT
scalg
requi

|
|
|
|
|
|
|
|
|
NOT
I the n
|
In order to p
the devices 4

hdicate even small changes of the measured characierisiic, such as blood pressure, |
priate system to identify the process variation or quantify individual characteristig
7025 and ISO 10012 provide some guidance on metrology.

- 2 Examples include blood pressure, diagnostic imaging and/or electrocardiogt
s, oxygen regulators, and survey instruments, e.g. questionnaires, if they\are used to
rements were met.

= 3 Evaluation of the measurement process should yield information as to the variatio

acy, precision, linearity and/or bias.

ovide confidence in data, the measuring and monitoring processes should include g
re fit for use and are maintained to suitable accuraey and accepted standards, as we

identifying th¢ status of the devices.

The organizagtion should consider means to eliminate_potential errors from processes, such as "fg

verification of
to add value

process outputs in order to minimize the*need for control of measuring and monitori
or interested parties.

easurement system, which includes the device and/or personnel. This will require ungerstanding of

may not be an I
values. Also, |

am equipment, |
erify if specified I

n attributable to

onfirmation that
| as a means of

ol-proofing", for
hg devices, and

7.6 Control

The organiza
measuring de

The organiza
carried out in

Where neces

and any prod

a) be calibi
or verific

b) be adjust

c)

d) be safeg

e)

ISO 9001:2000, Quality management systems — Requirements

of monitoring and méasuring devices

tion shall determiné~the monitoring and measurement to be undertaken and the
tion shall establish processes to ensure that monitoring and measurement can be car
a manner-that is consistent with the monitoring and measurement requirements.

sary, to-ensure valid results, measuring equipment shall

vices needed to previde evidence of conformity of product to determined requirements.

monitoring and

ried out and are

ated or verified at specified intervals or prior to use, against measurement standa

[ds traceable to

international or national measurement standards; where no such standards exist, the basis used for calibration

ation shall be recorded;

ed or re-adjusted as necessary;

be identified to enable calibration status to be determined;

uarded from adjustments that would invalidate the measurement result;

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

uct affected. Records of the results of calibration and verification shall be maintained.
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When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy
the intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed as
necessary.

NOTE  See ISO 10012-1 and ISO 10012-2 for guidance.

8 Measurement, analysis and improvement

8.1 General gujdance
8.1.1 Introduction

Measurement data are important for making fact-based decisions. Top management. §hould 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 pufpose of measurenpents and the
intended use of|data to ensure added value to the organization.

Examples of mgasurement of performance of the organization's processes include
— measurement and evaluation of its products,
— capability of processes,
— achievement of project objectives, and
— satjsfaction of customer and other interested parties:

The organizatioh 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 pgriodically for

| Improvgment of the process.~Statistical techniques should be utilized in assessing the effectiveness of |
| patient/tlient care process. |
| 8.1.1.1 Planning Measurement |

: The organizatiop should establish a process for the collection of appropriate information, including the identification :
| of sources. Data shouldibé used to assess the effectiveness of patient/client care. Examples includg histograms, |
| run charts for gharacteristics such as cost per patient/client per day, patient/clients functionally able to return to
work. Metrics used should provide adequate dlscrlmlnatlon between responses in order to provr je actionable
| information. Me S ormation-toaid managems otrics-should e focused on |
I waste elimination and contlnual |mprovement I

8.1.2 Issues to be considered

Measurement, analysis and improvement include the following considerations:

a) measurement data should be converted to information and knowledge to be of benefit to the organization;

b) measurement, analysis and improvement of products and processes should be used to establish appropriate
priorities for the organization;

c) measurement methods employed by the organization should be reviewed periodically, and data should be
verified on a continual basis for accuracy and completeness;

d) benchmarking of individual processes should be used as a tool for improving the effectiveness and efficiency
of processes;
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e) measurements of customer satisfaction should be considered as vital for evaluation of the organization's
performance;

f)  use of measurements, and the generating and communicating of the information obtained, are essential to the
organization and should be the basis for performance improvement and the involvement of interested parties;
such information should be current, and its purpose should be clearly defined;

g) appropriate tools for the communication of information resulting from the analyses of the measurements
should be implemented;

h) the effectiveness and efficiency of communicating with interested parties should be measured to determine
whether the information is timely and clearly understood;

i) where process and product performance criteria are met, it may still be beneficial to monitor and analyse
performance data in order to understand better the nature of the characteristic under study;

j) the use of ropri istical or other hni n help in the understanding of both process and
measurgment variation, and can thereby improve process and product performance by contrelling variation;

k) self-assgssment should be considered on a periodic basis to assess the maturity of the-guality management
system and the level of the organization's performance, as well as to define opportdnities for performance
improvement (see annex A).

1ISO 9001 :20‘)0, Quality management systems — Requirements
8 Measufement, analysis and improvement
8.1 Genera|

The organizgtion shall plan and implement the monitoring, measdrement, analysis and improvement processes
needed

a) todemonstrate conformity of the product,
b) to ensur¢ conformity of the quality management system, and
c) to continpally improve the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extgnt of their use.

8.2 Measurement and monitoring
8.2.1 Measurement and monitoring of system performance

8.2.1.1 General

Top manage
the quality m
— internal audits,
— financial measurements, and
— self-assessment.

improvement of

8.2.1.2 Measurement and monitoring of customer satisfaction

Measurement and monitoring of customer satisfaction is based on review of customer-related information. The
collection of such information may be active or passive. Management should recognize that there are many
sources of customer-related information, and should establish effective and efficient processes to collect, analyse
and use this information for improving the performance of the organization. The organization should identify
sources of customer and end-user information, available in written and verbal forms, from internal and external
sources.
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Examples of customer-related information include

cu

cu

se

stomer and user surveys,

feedback on aspects of product,

stomer requirements and contract information,

market needs,

rvice delivery data, and

information relating to competition.

Management should use measurement of customer satisfaction as a vital tool. The organization's process for
requesting, measuring and monitoring feedback of customer satisfaction should provide information on a continual
basis. This process should consider conformity to requirements, meeting needs and expectations of customers, as

well as the price_and delivery of product.

The organizatio
its customers i
effectively and
data-collection
Examples of so
c
c
q
s
fo
re
re
s

[ 8.2.1.2.1 Meas

I The organizatio
[ and validity.

information. Th
| interested partie

Examples of n
|questions, pati
appointment or
events. Where
| to actions desig

The organizatio|
| an indirect indig

Indicators of trends in customer satisfaction should be documented and supported

should establish and use sources of customer satisfaction information and should ¢
order to anticipate future needs. The organization should plan and establish)proce
fficiently to the “voice of the customer”. Planning for these processes shouldndefine a
methods, including information sources, frequency of collection, and- data-ang
rces of information on customer satisfaction include
stomer complaints,
mmunicating directly with customers,
estionnaires and surveys,
bcontracted collection and analysis of data,

us groups,

orts from consumer organizations,

orts in various media, and
ctor and industry studies.

ring and monitoring of customer satisfaction - Supplemental
N should have a documented process for determining customer satisfaction that assu

b organization should communicate’ customer satisfaction results at an appropriate
S.

easurement and monitgring of customer satisfaction include timely response to
bnt/client satisfactionsurveys regarding courtesy of staff, patient/client waiting
exam, or likelihood af-feturn visits, clinical outcomes and results, including those which
surveys are used,the organization should use a validated survey instrument. Result
hed to alter the‘process or to produce the desired behavior or outcomes.

h shouldcensider that to measure customer satisfaction in some instances will requ
ator. Example: reducing the pain index may lead to better customer satisfaction.

boperate with
5ses to listen
hd implement
lysis review.

es objectivity |
by objective [
frequency to

patient/client
time for anl
had adverse
5 should lead

re monitoring
The provider |

should monitor
avoid a misund

if the \patient/client is informed and has an understanding of the planned outcomes and results to I
irstanding that leads to dissatisfaction. | \

1SO 9001:2000,

8.2 Monitorin

Quality management systems — Requirements

g and measurement

8.2.1 Customer satisfaction

As one of the measurements of the performance of the quality management system the organization shall monitor
information relating to customer perception as to whether the organization has met customer requirements. The
methods for obtaining and using this information shall be determined.
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8.2.1.3 Internal audit

Top management should ensure the establishment of an effective and efficient internal audit process to assess the
strengths and weaknesses of the quality management system. The internal audit process acts as a management
tool for independent assessment of any designated process or activity. The internal audit process provides an
independent tool for use in obtaining objective evidence that the existing requirements have been met, since the
internal audit evaluates the effectiveness and efficiency of the organization.

It is important that management ensure improvement actions are taken in response to internal audit results.
Planning for internal audits should be flexible in order to permit changes in emphasis based on findings and

objective evidence obtained during the audit. Relevant input from the area to be audited, as well as from other
interested pa rties should be considered in the dn\mlnpmnnf of internal audit planc

Examples of pubjects for consideration by internal auditing include
— |effective and efficient implementation of processes,
— |opportunities for continual improvement,
— |capability of processes,
— |effective and efficient use of statistical techniques,
— |use of information technology,
— |analysis of quality cost data,
— |effective and efficient use of resources,
— |process and product performance results and expectations,
— |adequacy and accuracy of performance measurement,
— |improvement activities, and
— [relationships with interested parties.

Internal audit{ reporting sometimes includes evidence of excellent performance in order to provide ppportunities for
recognition by management and motivation of people.

E  Health service organizations carry out internal audits for a variety of reasons. The establishment I

internal auditing system can assure complete and consistent auditing of all |aspects of an |
ization’s quality management system and, when appropriate be associated with compliance audits.

al audits can be customized tovinclude other requirements including those pertaining fo health service I

accrgditation and certification, medical error, fraud-and-abuse prevention regulations, billing and coding, or |

the epvironmental managemeft system. "

o
=
Q
Q
]

ISO 9001:2000, Quality mahagement systems — Requirements
8.2.2 Internal audit

The organizgtion¢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 programme 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.
Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining
records shall be defined in a documented procedure.
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