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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out

through ISO
committee h

technical committees. Each member body interested in a subject for which a technical
as been established has the right to be represented on that committee. International

organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The proced

e are

described in the ISO/IEC Dlrectlves Part 1.In partlcular the dlfferent approval cr1ter1a needed fpr the
different types of ISO documents should be noted. This document was drafted in accordanee with the

Attention is flrawn to the possibility that some of the elements of this document may-be the subject of

on the ISO lis

Any trade ng
constitute ar

4. ISO shall not be held responsible for identifying any or all such patent rights. Details of
ights identified during the development of the document will be in the Introduction and/or

t of patent declarations received (see www.iso.org/patents).

me used in this document is information given for the conveniéence of users and dogs not
endorsement.

For an explanation on the meaning of ISO specific terms and-expressions related to conformity
assessment, #is well as information about ISO’s adherence to World*Trade Organization (WTO) prinfciples

in the Techn]cal Barriers to Trade (TBT) see the following URExwww.iso.org/iso/foreword.html.

The commit

and quality afsurance, Subcommittee SC 1, Concepts and\terminology.

This fourth

technically revised.

ee responsible for this document is Technical;:€ommittee ISO/TC 176, Quality managgment

edition cancels and replaces the third edition (ISO 9000:2005), which has|been

© ISO 2015 - All rights reserved
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Introduction

This International Standard provides the fundamental concepts, principles and vocabulary for quality
management systems (QMS) and provides the foundation for other QMS standards. This International
Standard is intended to help the user to understand the fundamental concepts, principles and
vocabulary of quality management, in order to be able to effectively and efficiently implement a QMS

and realize value from other QMS standards.

This International Standard proposes a well-defined QMS, based on a framework that integrates
established fundamental concepts pr1nc1ples processes and resources related to quallty, in order

tohe

irdless of size,

itls duties and
drties, and in

fundamental
“statement”
he principle,

“key lbenefits” that are attributed to the principles, and “possible actigris*that an organizafion can take

in applying the principle.

This International Standard contains the terms and definitions _that apply to all quality
and MS standards developed by ISO/TC 176, and other sector:specific QMS standards b3
standards, at the time of publication. The terms and definitions are arranged in conceptus

management
sed on those
1l order, with

an alphabetical index provided at the end of the document. Annex A includes a set of diajgrams of the

concept systems that form the concept ordering.

NOTE Guidance on some additional frequently-used words in the QMS standards developed h
and which have an identified dictionary meaning)‘is provided in a glossary available at: ht]
org/iso/03_terminology used_in_iso_9000_family.pdf

y ISO/TC 176,
tp://www.iso.

© ISO 2015 - All rights reserved
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INTERNATIONAL STANDARD

ISO 9000:2015(E)

Quality management systems — Fundamentals and
vocabulary

1

Scope

This International Standard describes the fundamental concepts and principles of quality management

which-are nnlvnrca"y app]lrah]n tothe Fn”nunng-

This International Standard specifies the termsiand definitions that apply to all quality
and quality management system standards developed by ISO/TC 176.

2

2.1

The quality management_concepts and principles described in this International St
the ofganization the capdcity to meet challenges presented by an environment that i
differlent from recent.decades. The context in which an organization works today is chat
accel¢rated change)-globalization of markets and the emergence of knowledge as a princi
mpact of quality extends beyond customer satisfaction: it can also have a direct ifjnpact on the
orgarlization's'reputation.

The i

Society has become better educated and more demanding, making interested parties
morelinfluential. By providing fundamental concepts and principles to be used in the de

=]

rganizations seeking sustained success through the implementation of a quality manage

@]

istomers seeking confidence in an organization’s ability to consistently proVide
ervices conforming to their requirements;

[%2)

rganizations seeking confidence in their supply chain that product and service requi
e met;

c o o O

Inderstanding of the vocabulary used in quality management;

=)

pLoviders of training, assessment or advice in quality,management;

developers of related standards.

Fundamental concepts and-quality management principles

General

ment system,;

roducts and

rements will

Fganizations and interested parties seeking to improve communication through a common

Fganizations performing conformity assessments agaifist the requirements of ISO 9001;

management

andard give
5 profoundly
acterized by
pbal resource.

increasingly

velopment of

a quality management system (QMS), this International Standard provides a way of thinking about the
organization more broadly.

All concepts, principles and their interrelationships should be seen as a whole and not in isolation of
each other. No individual concept or principle is more important than another. At any one time, finding
the right balance in application is critical.

© ISO 2015 - All rights reserved
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2.2 Fundamental concepts

2.2.1 Quality

An organization focused on quality promotes a culture that results in the behaviour, attitudes, activities
and processes that deliver value through fulfilling the needs and expectations of customers and other

relevant inte

rested parties.

The quality of an organization’s products and services is determined by the ability to satisfy customers
and the intended and unintended impact on relevant interested parties.

The quality
also their pe

2.2.2 Qual

A QMS co
processes a

The QMS ma

mli;‘ises activities by which the organization identifies its objectives and’determing

of nroducte and carvicac includaoac nat anlu thaoir intandaod function and norfarmane
—proatecS—ahaSerHee st ae S hHo oy —+ie—ihte naea H—ahe—Ppet

Terrrecr ToTTriert

rceived value and benefit to the customer.

ity management system

resources required to achieve desired results.

for relevant

The QMS en
consequence

A QMS prov
providing pr

2.2.3 Contflext of an organization

Understandi
influence thd
values, cultu
as legal, tech

Examples of
policies and

2.2.4 Inte

The concept
consider all 1

Part of the pf
The relevant

)

nological, competitive, market; cultural, social and economic environments.

hages the interacting processes and resources required to provide value and realize r
nterested parties.

bles top management to optimize the use of resources considering the long and shortf
s of their decision.

des the means to identify actions to address intended and unintended consequen
pducts and services.

hg the context of the organization is a process. This process determines factors

e, knowledge and performance(ofjthe organization. It also considers external factor

the ways in which an organization’s purpose can be expressed include its vision, mi
bbjectives.

‘ested parties

of interested™parties extends beyond a focus solely on the customer. It is import
elevant interested parties.

ocessfor understanding the context of the organization is to identify its interested pz
interested parties are those that provide significant risk to organizational sustainab

, but

s the

bsults

term

res in

Wwhich

organization’s purpose, objectives @nd sustainability. It considers internal factors suich as

b such

ssion,

ant to

rties.
lity if

their needs

nd m{ppr‘fnfinnc are notmet nrgqni7:1finnc define what results are necessary to deli

those relevant interested parties to reduce that risk.

ver to

Organizations attract, capture and retain the support of the relevant interested parties they depend

upon for thei

I Ssuccess.

2.2.5 Support

2.2.5.1 General

Top management support of the QMS and engagement of people enables:

— provision of adequate human and other resources;

— monitori

2

ng processes and results;
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— determining and evaluating of risks and opportunities;

— implementing appropriate actions.

Responsible acquisition, deployment, maintenance, enhancement and disposal of resources support the
organization in achieving its objectives.

2.2.5.2 People

People are essential resources within the organization. The performance of the organization is
dependent upon how people behave within the system in which they work.

Within an organization, people become engaged and aligned through a common underst
quality policy and the organization’s desired results.

2.2.5
A QM

3 Competence

[S is most effective when all employees understand and apply the skills) training, e

expeilfience needed to perform their roles and responsibilities. It is the responsibility of top
to prgvide opportunities for people to develop these necessary competencies.

2.2.5

Awar

4  Awareness

to thg achievement of the organization’s objectives.

2.2.5

5 Communication

Planned and effective internal (i.e. throughout the organization) and external (i.e. W
inter¢sted parties) communication enhances people’s engagement and increased understa

(=

e context of the organization;

— the needs and expectations of customers and other relevant interested parties;

— the QMS.

2.3

2.3.1

2.3.1

Quality management principles
CustomerAfocus

1 Statement

The grimary focus of quality management is to meet customer requirements and to stri

custo

inding of the

Hucation and
management

bness is attained when people understand their respossibilities and how their actiops contribute

rith relevant
nding of:

ve to exceed

Imer expectations.

2.3.1.2 Rationale

Sustained success is achieved when an organization attracts and retains the confidence of customers
and other relevant interested parties. Every aspect of customer interaction provides an opportunity to
create more value for the customer. Understanding current and future needs of customers and other
interested parties contributes to the sustained success of the organization.

2.3.1.3 Key benefits

Some

potential key benefits are:

— increased customer value;

© ISO 2015 - All rights reserved
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— improve
— enhance
— enhance
— expande

— increase
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d customer satisfaction;

d customer loyalty;

d repeat business;

d reputation of the organization;
d customer base;

d revenue and market share.

2.3.14 Po
Possible acti
— recogniz
— underst3
— link the

— commun

— plan, deg
and expsg

— measureg

— determine and take action on relevant interested parties’ needs and appropriate expectation

can affed

— actively
2.3.2 Lead

2.3.2.1 St

Sible actions
bns include:
e direct and indirect customers as those who receive value from the orgamization;
nd customers’ current and future needs and expectations;
brganization’s objectives to customer needs and expectations;
icate customer needs and expectations throughout the organization;

ign, develop, produce, deliver and support products and.sefvices to meet customer
ctations;

and monitor customer satisfaction and take appropriate actions;

t customer satisfaction;

manage relationships with customers terachieve sustained success.
ership

tement

needs

s that

Leaders at alll levels establish unityof purpose and direction and create conditions in which peoplle are

engaged in a

chieving the organization’s quality objectives.

2.3.2.2 Ra‘[ionale

Creation of
align its stra

nity of purpose and the direction and engagement of people enable an organizat
fegies, policies, processes and resources to achieve its objectives.

on to

2.3.2.3 Key benefits

Some potential key benefits are:

— increase

d effectiveness and efficiency in meeting the organization’s quality objectives;

— Dbetter coordination of the organization’s processes;

— improved communication between levels and functions of the organization;

— development and improvement of the capability of the organization and its people to deliver
desired results.

© ISO 2015 - All rights reserved


https://standardsiso.com/api/?name=39fedd518fa5c1e986511876c5e71d93

2.3.2.

IS0 9000:2015(E)

4 Possible actions

Possible actions include:

— communicate the organization’s mission, vision, strategy, policies and processes throughout the
organization;

— create and sustain shared values, fairness and ethical models for behaviour at all levels of the
organization;

— establish a culture of trust and integrity;

— €

— P

2.3.3

2.3.3

Comp

enhaince the organization’s capability to create and delivervalue.

2.3.3

In ordler to manage an organization effectively\and efficiently, it is important to respect

all pe
engag

2.3.3

Some

[SUR—,

|
o

|
o

prroved understanding-of the organization’s quality objectives by people in the orgg

sure that leaders at all levels are positive examples to people in the organization;

ovide people with the required resources, training and authority to act withyaccountability;

spire, encourage and recognize the contribution of people.
Engagement of people

1 Statement

etent, empowered and engaged people at all levels throughout the organization arg

2 Rationale

ople at all levels. Recognition, empoweérment and enhancement of competence
ement of people in achieving the orgdnization’s quality objectives.

3 Key benefits

potential key benefits are:

creased motivationto achieve them;
hhanced involvement of people in improvement activities;
hhanced personal development, initiatives and creativity;

hhanced people satisfaction;

b essential to

and involve
Facilitate the

nization and

— €

hhahced trust and collaboration throughout the organization;

— increased attention to shared values and culture throughout the organization.

2.3.3.

4 Possible actions

Possible actions include:

— communicate with people to promote understanding of the importance of their individual
contribution;

— promote collaboration throughout the organization;

— facilitate open discussion and sharing of knowledge and experience;

— empower people to determine constraints to performance and to take initiatives without fear;

© ISO 2015 - All rights reserved


https://standardsiso.com/api/?name=39fedd518fa5c1e986511876c5e71d93

IS0 9000:2015(E)

— recognize and acknowledge people’s contribution, learning and improvement;
— enable self-evaluation of performance against personal objectives;

— conductsurveys to assess people’s satisfaction, communicate the results and take appropriate actions.
2.3.4 Process approach

2.3.4.1 Statement

Consistent and predictable results are achieved more effectively and efficiently when activities are

< | - 1 < 1 £ - 1
understood grd-mamagedasinterretatedprocessesthat functionrasacoherent systent

2.3.4.2 Ra'[ionale

The QMS comnsists of interrelated processes. Understanding how results are produced by this system
enables an ofganization to optimize the system and its performance.

2.3.4.3 Key benefits

Some potentjal key benefits are:

— enhancef ability to focus effort on key processes and opportunities for improvement;
— consistent and predictable outcomes through a system of alighéd processes;

— optimizgd performance through effective process management, efficient use of resources and
reduced|cross-functional barriers;

— enabling the organization to provide confidence to interested parties related to its consistency,
effectivgness and efficiency.

2.3.4.4 Popsible actions

Possible actipns include:

— define objectives of the system and processes necessary to achieve them;

— establish authority, responsibility and accountability for managing processes;
— understand the organization’s capabilities and determine resource constraints prior to action;

— determipe procesSinterdependencies and analyse the effect of modifications to individual progesses
on the system as-a‘whole;

— manage |processes and their interrelations as a system to achieve the organization’s guality

: . S | R IPYYIP 1
Ob]ecth S CllCLthCl_y atrer CllLLlCLLtLy,

— ensure the necessary information is available to operate and improve the processes and to monitor,
analyse and evaluate the performance of the overall system;

— manage risks which can affect outputs of the processes and overall outcomes of the QMS.
2.3.5 Improvement

2.3.5.1 Statement

Successful organizations have an ongoing focus on improvement.

6 © IS0 2015 - All rights reserved
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2.3.5.2 Rationale

Improvement is essential for an organization to maintain current levels of performance, to react to
changes in its internal and external conditions and to create new opportunities.

2.3.5.3 Key benefits
Some potential key benefits are:
— improved process performance, organizational capability and customer satisfaction;

nhanced focus on root cause investigation and determination, followed by prevention and
brrective actions;

|
@

(@]

|
o

hhanced ability to anticipate and react to internal and external risks and oppertunities;

— ephanced consideration of both incremental and breakthrough improvemehnt;

—n

mproved use of learning for improvement;

hhanced drive for innovation.

|
@

2.3.5/4 Possible actions
Possible actions include:

— promote establishment of improvement objectives atall levels of the organization;

|
o

Hucate and train people at all levels on how o apply basic tools and methodologi¢s to achieve
provement objectives;

—n

I
@

hsure people are competent to successfully promote and complete improvement projfects;
— develop and deploy processes to implement improvement projects throughout the orghnization;
— track, review and audit the planning, implementation, completion and results of improvement projects;

— inptegrate improvement censideration into development of new or modified products|and services
ahd processes;

|
~

bcognize and acknewledge improvement.
2.3.6 Evidence-based decision making

2.3.6J1 Statement

Decisjons based on the analysis and evaluation of data and information are more likely to produce
desired results.

2.3.6.2 Rationale

Decision-making can be a complex process and it always involves some uncertainty. It often involves
multiple types and sources of inputs, as well as their interpretation, which can be subjective. It is
important to understand cause and effect relationships and potential unintended consequences. Facts,
evidence and data analysis lead to greater objectivity and confidence in decision making.

2.3.6.3 Key benefits
Some potential key benefits are:

— improved decision making processes;

© IS0 2015 - All rights reserved 7
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— improved assessment of process performance and ability to achieve objectives;

— improved operational effectiveness and efficiency;

— increased ability to review, challenge and change opinions and decisions;

— increase

d ability to demonstrate the effectiveness of past decisions.

2.3.6.4 Possible actions

Possible actions include:

— determine, measure and monitor Key 1ndicators to demonstrate the organization's performar

— make all
— ensuret
— analyse

— ensurep

— makede

data needed available to the relevant people;

hat data and information are sufficiently accurate, reliable and secure;
ind evaluate data and information using suitable methods;

eople are competent to analyse and evaluate data as needed;

cisions and take actions based on evidence, balanced with experience and intuition.

2.3.7 Relationship management

2.3.7.1 St

For sustaine
as providers

tement

l success, organizations manage their relationships with relevant interested parties

2.3.7.2 Rationale

Relevant int
likely to be
to optimize {

brested parties influence the pérformance of an organization. Sustained success is
hchieved when the organization manages relationships with all of its interested p
heir impact on its performance. Relationship management with its provider and pz

networks is ¢f particular importance:

2.3.7.3 Ke
Some potent

— enhance
to the op

— common

y benefits
al key benefits.are:

d performance of the organization and its relevant interested parties through respo
portuniti€s and constraints related to each interested party;

such

more
arties
rtner

nding

understanding of objectives and values among interested parties;

— increased capability to create value for interested parties by sharing resources and competence and
managing quality related risks;

— awell-managed supply chain that provides a stable flow of products and services.

2.3.7.4 Possible actions

Possible actions include:

— determine relevantinterested parties (such as providers, partners, customers, investors, employees
or society as a whole) and their relationship with the organization;

— determine and prioritize interested party relationships that need to be managed;

© ISO 2015 - All rights reserved
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stablish relationships that balance short-term gains with long-term considerations;

enhance improvement initiatives;

interested parties;

encourage and recognize improvements and achievements by providers and partners.

gather and share information, expertise and resources with relevant interested parties;

measure performance and provide performance feedback to interested parties, as appropriate, to

establish collaborative development and improvement activities with providers, partners and other

2.4

241

24.1

Organizations share many characteristics with humans as a living anddegarning social or

are a
varyi
imprd
can b
orgarn

2.4.1

Organizations seek to understand the internal’;and external context to identify thg

A

exped

to achieve organizational sustainability. The-outputs from one process can be the inp

proce
simild

2.4.1
The

to deliver results consistent/with the organization’s objectives and cross functional boun

proce
delive

Developing the QMS using fundamental concepts and principles
QMS model

1 General

Haptive and comprise interacting systems, processes and acti¥ities. In order to a
vements. An organization’s QMS model recognizes that ngotyall systems, processes 4

e predetermined; therefore it needs to be flexible and adaptable within the compl
izational context.

2 System

tations of relevant interested parties. This information is used in the developme

sses and are interlinked into the oyerall network. Although often appearing to be
Ir processes, each organization and'its QMS is unique.

3 Processes
ganization has processes that can be defined, measured and improved. These proce

sses can be critical#while others are not. Processes have interrelated activities wi
r outputs.

4 Activity

2.4.2

collaborate within a process to carry out their daily activities. Some activities ar

banism. Both
Hapt to their

hg context, each needs the ability to change. Organizations often-innovate to achieve breakthrough

nd activities
bxities of the

b needs and
of the QMS
s into other
romprised of

sses interact
daries. Some
ith inputs to

e prescribed
and react to

Development of a QMS

A QMS is a dynamic system that evolves over time through periods of improvement. Every organization
has quality management activities, whether they have been formally planned or not. This International
Standard provides guidance on how to develop a formal system to manage these activities. It is
necessary to determine activities which already exist in the organization and their suitability regarding
the context of the organization. This International Standard, along with ISO 9004 and ISO 9001, can
then be used to assist the organization to develop a cohesive QMS.

A formal QMS provides a framework for planning, executing, monitoring and improving the performance
of quality management activities. The QMS does not need to be complicated; rather it needs to accurately

© ISO 2015 - All rights reserved
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reflect the needs of the organization. In developing the QMS, the fundamental concepts and principles
given in this International Standard can provide valuable guidance.

QMS planning is not a singular event, rather it is an ongoing process. Plans evolve as the organization
learns and circumstances change. A plan takes into account all quality activities of the organization and
ensures that it covers all guidance of this International Standard and requirements of ISO 9001. The
plan is implemented upon approval.

It is important for an organization to regularly monitor and evaluate both the implementation of the
plan and the performance of the QMS. Carefully considered indicators facilitate these monitoring and

evaluation activities.

Auditing is

determine t
evidence nesd
of the evider
higher levels

2.43 QMS

The approac

system stanglards and in organizational excellence models are based ofi‘common principles. Th

enable an or]
the current (
parameters
management
standards ar

The QMS st
guidelines fq

means of evaluating the effectiveness of the QMS, in order to identify risks and to

e fulfilment of requirements. In order for audits to be effective, tangible and-intai
ds to be collected. Actions are taken for correction and improvement based upon an|
ce gathered. The knowledge gained could lead to innovation, taking QMS pérforma

standards, other management systems and excellence models

hes to a QMS described in QMS standards developed by ISO/T@ 176, in other managg

panization to identify risks and opportunities and contaih.guidance for improvems¢
ontext, many issues such as innovation, ethics, trust and‘reputation could be regarc

(e.g. ISO 14001) and energy management (e.g. 1S@,50001), as well as other manag
d organizational excellence models, have addressed this.

hndards developed by ISO/TC 176 providé’a comprehensive set of requirement
r a QMS. ISO 9001 specifies requirements for a QMS. ISO 9004 provides guidancg

wide range

components |of a QMS include ISO 10001, 1SO. 240002, ISO 10003, ISO 10004, ISO 10008, ISO
and ISO 190[L1. Guidelines for technical subjects in support of a QMS include ISO 10005, ISO 1
ISO 10007, IFO 10014, I1SO 10015, ISO 10018 and ISO 10019. Technical reports in support of 3
include ISO/TR 10013 and ISO/TR 1001%-Requirements for a QMS are also provided in sector-sy

standards, s

The various
single manag
profitability,
organization|
with other n
system agai
ISO/IEC 270

f objectives of a QMS for sustainable suiccess and improved performance. Guidelin

ch as ISO/TS 16949.

parts of an organization’s management system, including its QMS, can be integrate

environmentoceupational health and safety, energy, security and other aspects
can be more-effectively and efficiently achieved and used when the QMS is integ
anagement(systems. The organization can perform an integrated audit of its managg
st the.requirements of multiple International Standards, such as ISO 9001, ISO 1
1 and’tS0O 50001.

hgible
alysis
ce to

bment
ey all
nt. In
led as

vithin the QMS. Standards related to quality management (e.g. ISO 9001), environnjental

rment

5 and
on a

es for

10012
0006,

QMS
ecific

d as a

ement system. Theebjectives, processes and resources related to quality, growth, funding,

bf the
rated
bment
4001,

NOTE Th

p [SO handhook “The integrated use of management system standards” can provide useful gui

Hance.

3 Terms

and definitions

3.1 Terms related to person or people

3.11

top management
person or group of people who directs and controls an organization (3.2.1) at the highest level

Note 1 to entry: Top management has the power to delegate authority and provide resources within the

organization.

10
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Note 2 to entry: If the scope of the management system (3.5.3) covers only part of an organization, then top
management refers to those who direct and control that part of the organization.

Note 3 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1.

3.1.2

quality management system consultant

person who assists the organization (3.2.1) on quality management system realization (3.4.3), giving
advice or information (3.8.2)

Note 1 to entry: The quality management system consultant can also assist in realizing parts of a quality
managerent SyStenT (354

Note 2 to entry: ISO 10019:2005 provides guidance on how to distinguish a competent quality management
systerp consultant from one who is not competent.

[SOURCE: ISO 10019:2005, 3.2, modified]

3.1.3
involyement
taking part in an activity, event or situation

3.14
engagement
involement (3.1.3) in, and contribution to, activities to achiewve shared objectives (3.7.1)

3.1.5

configuration authority
configuration control board
dispopitioning authority
person or a group of persons with assignedoresponsibility and authority to make decisions on the
confiquration (3.10.6)

Note [l to entry: Relevant interested parties (3.2.3) within and outside the organization (3.2.1) should be
repregented on the configuration authority.

[SOURCE: ISO 10007:2003, 3.8; modified]

3.1.6
dispyte resolver
<custpmer satisfaction> individual person assigned by a DRP-provider (3.2.7) to assist the parties in
resolying a disputé39.6)

EXAMPLE Staff, volunteer, contract (3.4.7) personnel.

[SOURCE<ISO 10003:2007, 3.7, modified]

3.2 Terms related to organization

3.2.1

organization

person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.7.1)

Note 1 to entry: The concept of organization includes, but is not limited to, sole-trader, company, corporation,
firm, enterprise, authority, partnership, association (3.2.8), charity or institution, or part or combination thereof,
whether incorporated or not, public or private.

Note 2 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original
definition has been modified by modifying Note 1 to entry.
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context of the organization
combination of internal and external issues that can have an effect on an organization’s (3.2.1) approach
to developing and achieving its objectives (3.7.1)

Note 1 to entry: The organization’s objectives can be related to its products (3.7.6) and services (3.7.7), investments
and behaviour towards its interested parties (3.2.3).

Note 2 to entry: The concept of context of the organization is equally applicable to not-for-profit or public service

organizations

as it is to those seeking profits.

Note 3 to entry: In English, this concept is often referred to by other terms such as “business environment”,

“organization
Note 4 to entr]

3.2.3
interested p
stakeholder
person or of
decision or a

EXAMPLE
unions, partn

Note 1 to ent
standards giv
definition has

3.2.4
customer
person or or
intended for

EXAMPLE
beneficiary ar

Note 1 to entr]

3.2.5
provider
supplier
organization

EXAMPLE

Note 1 to entr]

renvironment or ecosystemn Ol all OrgdaniZ4atliont .

y: Understanding the infrastructure (3.5.2) can help to define the context of the organization|

arty

lganization (3.2.1) that can affect, be affected by, or perceive itself-to be affected
Ctivity

Customers (3.2.4), owners, people in an organization, providers (3.2.5), bankers, regu
r's or society that can include competitors or opposing pressuré.groups.

Fy: This constitutes one of the common terms and core definitions for ISO management g

en in Annex SL of the Consolidated ISO Supplement to the.ISO/IEC Directives, Part 1. The o
been modified by adding the Example.

ganization (3.2.1) that could or does receive a product (3.7.6) or a service (3.7.7) t
or required by this person or organization

Consumer, client, end-user, retailet, receiver of product or service from an internal process (
d purchaser.

y: A customer can be internél or external to the organization.

(3.2.1) that provides a product (3.7.6) or a service (3.7.7)
Producef; distributor, retailer or vendor of a product or a service.

y: Aprovider can be internal or external to the organization.

by a

ators,

ystem

iginal

hat is

3.4.1),

Note 2 to entr]

i In a contractual situation, a provider is sometimes called “contractor”

3.2.6

external provider
external supplier
provider (3.2.5) that is not part of the organization (3.2.1)

EXAMPLE

12

Producer, distributor, retailer or vendor of a product (3.7.6) or a service (3.7.7)
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3.2.7

DRP-provider

dispute resolution process provider

person or organization (3.2.1) that supplies and operates an external dispute (3.9.6) resolution
process (3.4.1)

Note 1 to entry: Generally, a DRP-provider is a legal entity, separate from the organization or person as an
individual and the complainant. In this way, the attributes of independence and fairness are emphasized. In some
situations, a separate unit is established within the organization to handle unresolved complaints (3.9.3).

Note 2 to entry: The DRP-provider contracts (3.4.7) with the parties to provide dispute resolution, and is
accountable for performance (3.7.8). The DRP-provider supplies dispute resolvers (3.1.6). The DRP-provider also
utilizds support, executive and other managerial staff to supply financial resources, clerical suppdrt, scheduling
assistpnce, training, meeting rooms, supervision and similar functions.

Note 3 to entry: DRP-providers can take many forms including not-for-profit, for-profit.and publlic entities. An
associfition (3.2.8) can also be a DRP-provider.

Note 4 to entry: In ISO 10003:2007 instead of the term DRP-provider, the term “provider” is used.
[SOURCE: ISO 10003:2007, 3.9, modified]

3.2.8
assodiation
<custpmer satisfaction> organization (3.2.1) consisting of member organizations or persons

[SOURCE: I1SO 10003:2007, 3.1]

3.2.9
metrplogical function
functjonal unit with administrative and technical responsibility for defining and impl¢menting the
measyirement management system (3.5.7)

[SOURCE: ISO 10012:2003, 3.6, modified]

3.3 |Terms related to activity

3.3.1
imprpvement
activity to enhance performance (3.7.8)

Note 1 to entry: The actjvity can be recurring or singular.

3.3.2
contipual improvement
recurfring aetivity to enhance performance (3.7.8)

Note 1Lte‘entrv: The process ('% 4 ﬂ of F-thhchma nhmrhvpc ('% 7 ﬂ and fmdmc opportunities for improvement
(3.3.1) is a continual process through the use of audltfmdmgs (3 13. 9) and audit conclusions (3.13.10), analysis of
data (3.8.1), management (3.3.3) reviews (3.11.2) or other means and generally leads to corrective action (3.12.2)
or preventive action (3.12.1).

Note 2 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original
definition has been modified by adding Note 1 to entry.

3.3.3
management
coordinated activities to direct and control an organization (3.2.1)

Note 1 to entry: Management can include establishing policies (3.5.8) and objectives (3.7.1), and processes (3.4.1)
to achieve these objectives.
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Note 2 to entry: The word “management” sometimes refers to people, i.e. a person or group of people with
authority and responsibility for the conduct and control of an organization. When “management” is used in this
sense, it should always be used with some form of qualifier to avoid confusion with the concept of “management”
as a set of activities defined above. For example, “management shall...” is deprecated whereas “top management
(3.1.1) shall...” is acceptable. Otherwise different words should be adopted to convey the concept when related to

people, e.g. managerial or managers.

3.3.4

quality management

management

(3.3.3) with regard to quality (3.6.2)

Note 1 to entry: Quality management can include establishing quality policies (3.5.9) and quality objectives (3.7.2),

and processes (3=t toachieve thesequatity objectives throughquatity ptanming 3-3-5); quatity ussuramce (3.3.6),
quality contro| (3.3.7), and quality improvement (3.3.8).

3.3.5

quality planning

part of qualitly management (3.3.4) focused on setting quality objectives (3.7.2) and spécifying necgssary
operational processes (3.4.1), and related resources to achieve the quality objectiyes

Note 1 to entrfy: Establishing quality plans (3.8.9) can be part of quality planning.

3.3.6

quality assurance

part of quality management (3.3.4) focused on providing confidence‘that quality requirements (B.6.5)
will be fulfilled

3.3.7

quality control

part of qualily management (3.3.4) focused on fulfilling-quality requirements (3.6.5)

3.3.8

quality improvement

part of qualitly management (3.3.4) focused on-hicreasing the ability to fulfil quality requirements (B.6.5)
Note 1 to entfy: The quality requirements can be related to any aspect such as effectiveness (3.7.11), efficiency
(3.7.10) or trageability (3.6.13).

3.3.9

configuration management

coordinated pctivities to directiand control configuration (3.10.6)

Note 1 to entfy: Configuratior management generally concentrates on technical and organizational actjivities
that establishfand maintaificontrol of a product (3.7.6) or service (3.7.7) and its product configuration inforipation
(3.6.8) throughout theulife cycle of the product.

[SOURCE: IS 16007:2003, 3.6, modified — Note 1 to entry has been modified]

3.3.10

change control
<configuration management> activities for control of the output (3.7.5) after formal approval of its
product configuration information (3.6.8)

[SOURCE: ISO 10007:2003, 3.1, modified]

3.3.11
activity

<project management> smallest identified object of work in a project (3.4.2)

[SOURCE: ISO 10006:2003, 3.1, modified]
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3.3.12

project management
planning, organizing, monitoring (3.11.3), controlling and reporting of all aspects of a project (3.4.2),
and the motivation of all those involved in it to achieve the project objectives

[SOURCE: ISO 10006:2003, 3.6]

3.3.13
configuration object
object (3.6.1) within a configuration (3.10.6) that satisfies an end-use function

[SOURCE: ISO 10007:2003, 3.5, modified]

3.4

3.4.1
proce
set off

Note
(3.2.7}

Note
gener

Note 3

Note 4
condit

Note 5

validafted is frequently referred to as a “special precess”.

Note ¢
stand
defini
have |

3.4.2
proje
uniqu
dates
the cd

Note 1
and fi

Terms related to process

SS
interrelated or interacting activities that use inputs to deliver an intended result

| to entry: Whether the “intended result” of a process is called output {3.7.5), product (3.
depends on the context of the reference.

to entry: Inputs to a process are generally the outputs of other processes and outputs of]
hlly the inputs to other processes.

to entry: Two or more interrelated and interacting processés in series can also be referred t

L to entry: Processes in an organization (3.2.1) aré«generally planned and carried out un
ions to add value.

to entry: A process where the conformity (3.6:11) of the resulting output cannot be readily o1

to entry: This constitutes one of thexcommon terms and core definitions for ISO manag
hrds given in Annex SL of the Consoelidated ISO Supplement to the ISO/IEC Directives, Part ]
fion has been modified to prewent circularity between process and output, and Notes 1
een added.

ct

e process (3.4.1)sconsisting of a set of coordinated and controlled activities with st4
undertaken t0 achieve an objective (3.7.1) conforming to specific requirements (3.6
nstraints of‘time, cost and resources

to entrysAn individual project can form part of a larger project structure and generally has
hish date.

Note 7

/.6) or service

d process are

D as a process.

ler controlled

economically

bment system
. The original
to 5 to entry

rt and finish
4), including

defined start

toentry: In some projects the objectives and scope are updated and the product (3.7.6) or

service (3.7.7)

characteristics (3.10.1) defined progressively as the project proceeds.

Note 3 to entry: The output (3.7.5) of a project can be one or several units of product or service.

Note 4 to entry: The project’s organization (3.2.1) is normally temporary and established for the lifetime of the
project.

Note 5 to entry: The complexity of the interactions among project activities is not necessarily related to the
project size.

[SOURCE: ISO 10006:2003, 3.5, modified — Notes 1 to 3 have been modified]
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3.4.3
quality management system realization

process (3.4.1) of establishing, documenting, implementing, maintaining and continually improving a

quality management system (3.5.4)
[SOURCE: ISO 10019:2005, 3.1, modified — Notes have been deleted]

344
competence acquisition
process (3.4.1) of attaining competence (3.10.4)

[SOURCE: ISO 10018:2012, 3.2, modified]

3.4.5
procedure
specified way to carry out an activity or a process (3.4.1)

Note 1 to entrfy: Procedures can be documented or not.

3.4.6
outsource (Yyerb)

make an arrangement where an external organization (3.2.1) performs_part of an organize
function or grocess (3.4.1)

Note 1 to entfy: An external organization is outside the scope of the management system (3.5.3), althou
outsourced fulnction or process is within the scope.

Note 2 to entfy: This constitutes one of the common terms and,¢éore definitions for ISO management §
standards given in Annex SL of the Consolidated ISO Supplementto the ISO/IEC Directives, Part 1.

3.4.7
contract
binding agrepment

3.4.8
design and development

set of procegses (3.4.1) that transformrequirements (3.6.4) for an object (3.6.1) into more de
requirementg for that object

there can be spveral design‘@hd development stages.

Note 2 to entfy: In English the words “design” and “development” and the term “design and developmer

tion’s

ch the

lystem

tailed

th and
Hesign
3.4.2)

t” are

sometimes us¢d synenymously and sometimes used to define different stages of the overall design and development.

In French the yvords “conception” and “développement” and the term “conception et développement” are som

btimes

used synonymjously and sometimes used to define different stages of the overall design and development.

Note 3 to entry: A qualifier can be applied to indicate the nature of what is being designed and developed
(e.g. product (3.7.6) design and development, service (3.7.7) design and development or process design and

development).

3.5 Terms related to system

3.5.1
system
set of interrelated or interacting elements
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infrastructure
<organization> system (3.5.1) of facilities, equipment and services (3.7.7) needed for the operation of an

organ

3.5.3

ization (3.2.1)

management system
set of interrelated or interacting elements of an organization (3.2.1) to establish policies (3.5.8) and
objectives (3.7.1), and processes (3.4.1) to achieve those objectives

Note 1 to entry: A management system can address a single discipline or several disciplines, e.g. quality

mana;

ement (3.3.4), financial management or environmental management.

Note 2
plann

Note
identi
functi

Note 1
stand
defini

3.54
quali
part ¢

3.5.5
work
set of]

Note
tempd

3.5.6
metr
set of
(3.6.4

Note ]

adjusiment or repair (3:12.9), and subsequent recalibration, comparison with the metrological red

the in

Note 2
for th{

Note

to entry: The management system elements establish the organization’s structure, roles and rg
ng, operation, policies, practices, rules, beliefs, objectives and processes to achieve these. obje

B to entry: The scope of a management system can include the whole of the érganizatior
fied functions of the organization, specific and identified sections of the organization, o1
pns across a group of organizations.

| to entry: This constitutes one of the common terms and core definitions for [SO manag|

hirds given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part ]
fion has been modified by modifying Notes 1 to 3 to entry.

ky management system
fa management system (3.5.3) with regard to qualjty (3.6.2)

environment
conditions under which work is performed

| to entry: Conditions can include physsical, social, psychological and environmental fag
rature, lighting, recognition schemes,:0ccupational stress, ergonomics and atmospheric com|

blogical confirmation
operations required to-ensure that measuring equipment (3.11.6) conforms to the
) for its intended use

to entry: Metrological confirmation generally includes calibration or verification (3.8.12),
ended use ofthe'equipment, as well as any required sealing and labelling.

to entryiMetrological confirmation is not achieved until and unless the fitness of the measur
intended use has been demonstrated and documented.

sponsibilities,
ctives.

, specific and

one or more

ement system
. The original

tors (such as
position).

requirements

hny necessary
uirements for

ng equipment

esolution and

B (to, entry: The requirements for intended use include such considerations as range, 1

maxi

[TUTIT PeTTiSSIDie erTors:

Note 4 to entry: Metrological requirements are usually distinct from, and are not specified in, product (3.7.6)
requirements.

[SOURCE: ISO 10012:2003, 3.5, modified — Note 1 to entry has been modified]

3.5.7

measurement management system
set of interrelated or interacting elements necessary to achieve metrological confirmation (3.5.6) and

contr

ol of measurement processes (3.11.5)

[SOURCE: ISO 10012:2003, 3.1, modified]
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3.5.8
policy

<organization> intentions and direction of an organization (3.2.1) as formally expressed by its top

management

(3.1.1)

Note 1 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1.

3.5.9

quality policy

policy (3.5.8)

related to quality (3.6.2)

Note 1 to entr
be aligned wif
quality objecti

Note 2 to entr
establishment

3.5.10
vision

y: Generally the quality policy is consistent with the overall policy of the organization (3.2.]
h the organization’s vision (3.5.10) and mission (3.5.11) and provides a framework for thé.set
ves (3.7.2).

y: Quality management principles presented in this International Standard can feriw'a basis
of a quality policy.

<organization> aspiration of what an organization (3.2.1) would like to,bécome as expressed }

management,

3.5.11
mission

(3.1.1)

<organization> organization’s (3.2.1) purpose for existing as expressed by top management (3.1.1)

3.5.12
strategy
plan to achie

3.6 Terms

3.6.1

object
entity

item
anything per

EXAMPLE

Note 1 to entr
ratio, a projec

[SOURCE: IS

ve a long-term or overall objective (3.7.1)

related to requirement

ceivable or conceivable

Product (3.7.6);service (3.7.7), process (3.4.1), person, organization (3.2.1), system (3.5.1), res|

: Objects can-be material (e.g. an engine, a sheet of paper, a diamond), non-material (e.g. conv,
[ plan) orimagined (e.g. the future state of the organization).

108%-1:2000, 3.1.1, modified]

3.6.2

1), can
ting of

or the

y top

jource.

ersion

quality

degree to which a set of inherent characteristics (3.10.1) of an object (3.6.1) fulfils requirements (3.6.4)

Note 1 to entry: The term “quality” can be used with adjectives such as poor, good or excellent.

Note 2 to entry: “Inherent”, as opposed to “assigned”, means existing in the object (3.6.1).

3.6.3
grade

category or rank given to different requirements (3.6.4) for an object (3.6.1) having the same functional use

EXAMPLE

Class of airline ticket and category of hotel in a hotel brochure.

Note 1 to entry: When establishing a quality requirement (3.6.5), the grade is generally specified.

18
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3.6.4
requirement
need or expectation that is stated, generally implied or obligatory

Note 1 to entry: “Generally implied” means that it is custom or common practice for the organization (3.2.1) and
interested parties (3.2.3) that the need or expectation under consideration is implied.

Note 2 to entry: A specified requirement is one that is stated, for example in documented information (3.8.6).

Note 3 to entry: A qualifier can be used to denote a specific type of requirement, e.g. product (3.7.6) requirement,
quality management (3.3.4) requirement, customer (3.2.4) requirement, quality requirement (3.6.5).

Note 4

Note ¥ to entry: It can be necessary for achieving high customer satisfaction (3.9.2) to fulfil-an‘exipectation of a
custotner even if it is neither stated nor generally implied or obligatory.

Note ¢ to entry: This constitutes one of the common terms and core definitions for.JSO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Diréctives, Part 1. The original
definifion has been modified by adding Notes 3 to 5 to entry.

3.6.5
quality requirement
requitement (3.6.4) related to quality (3.6.2)

3.6.6
statuftory requirement
obligatory requirement (3.6.4) specified by a legislative-body

3.6.7
regulatory requirement
obligdtory requirement (3.6.4) specified by anr-authority mandated by a legislative body

3.6.8
prodpict configuration information
requitement (3.6.4) or other information for product (3.7.6) design, realization, verification (3.8.12),
operz];cion and support

[SOURCE: ISO 10007:2003, 3.9,-modified]

3.6.9
noncpnformity
non-fulfilment of arequirement (3.6.4)

Note ] to entry: This constitutes one of the common terms and core definitions for ISO management system
standards giverrin Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1.

3.6.10
defect
nonconformity (3.6.9) related to an intended or specified use

Note 1 to entry: The distinction between the concepts defect and nonconformity is important as it has legal
connotations, particularly those associated with product (3.7.6) and service (3.7.7) liability issues.

Note 2 to entry: The intended use as intended by the customer (3.2.4) can be affected by the nature of the
information (3.8.2), such as operating or maintenance instructions, provided by the provider (3.2.5).

3.6.11
conformity
fulfilment of a requirement (3.6.4)

Note 1 to entry: In English the word “conformance” is synonymous but deprecated. In French the word
“compliance” is synonymous but deprecated.
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Note 2 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original

definition has

3.6.12
capability

been modified by adding Note 1 to entry.

ability of an object (3.6.1) to realize an output (3.7.5) that will fulfil the requirements (3.6.4) for that output

Note 1 to entry: Process (3.4.1) capability terms in the field of statistics are defined in ISO 3534-2.

3.6.13
traceability

ability to tra
Note 1 to entr
— the origin
— the procej
— the distril
Note 2 to entr

3.6.14

[€ the NIStory, application or tocation of an object (3.0.1)

y: When considering a product (3.7.6) or a service (3.7.7), traceability can relate to:
of materials and parts;

sing history;

ution and location of the product or service after delivery.

dependability

ability to per
[SOURCE: IE

3.6.15
innovation
new or chang

Note 1 to entr]

Note 2 to entr]

3.7 Terms

3.71
objective
result to be 3

Note 1 to entr]

form as and when required

[ 60050-192, modified — Notes have been deleted|

red object (3.6.1) realizing or redistributing value
y: Activities resulting in innovation-are generally managed.

y: Innovation is generally significant in its effect.

related to result

chieved

y: An objéctive can be strategic, tactical, or operational.

y: In the field of metrology, the definition in ISO/IEC Guide 99 is the aecepted definition.

Note 2 to erftry: Objectives can relate to different disciplines (such as financial, health and safety, and
environmentdl ©bjectives) and can apply at different levels (such as strategic, organization (3.2.1)-wide, project
(3.4.2), product{5-7-6)amdprocess {3417

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended outcome, a purpose, an
operational criterion, as a quality objective (3.7.2) or by the use of other words with similar meaning (e.g. aim,
goal, or target).

Note 4 to entry: In the context of quality management systems (3.5.4) quality objectives (3.7.2) are set by the
organization (3.2.1), consistent with the quality policy (3.5.9), to achieve specific results.

Note 5 to entry: This constitutes one of the common terms and core definitions for ISO management system

standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original
definition has been modified by modifying Note 2 to entry.
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quality objective
objective (3.7.1) related to quality (3.6.2)

Note 1 to entry: Quality objectives are generally based on the organization’s (3.2.1) quality policy (3.5.9).

Note 2 to entry: Quality objectives are generally specified for relevant functions, levels and processes (3.4.1) in
the organization (3.2.1).

3.7.3

success

<organization> achievement of an objective (3.7.1)

Note [l to entry: The success of an organization (3.2.1) emphasizes the need for a balarncg¢ between its
economic or financial interests and the needs of its interested parties (3.2.3), such as customers|(3.2.4), users,
investjors/shareholders (owners), people in the organization, providers (3.2.5), partners, intereft groups and
commjunities.

3.74

sustdined success

<orggnization> success (3.7.3) over a period of time

Note 1 to entry: Sustained success emphasizes the need for a balance between economic-financial Interests of an
organjzation (3.2.1) and those of the social and ecological environmeit.

Note 2 to entry: Sustained success relates to the interested parties3.2.3) of an organization, sucl as customers
(3.2.4), owners, people in an organization, providers (3.2.5), bankers, unions, partners or society.

3.7.5

output

result of a process (3.4.1)

Note ] to entry: Whether an output of the organization (3.2.1) is a product (3.7.6) or a service (3.7.7) depends
on th¢ preponderance of the characteristies((3.10.1) involved, e.g. a painting for sale in a gallery is a product
wherdas supply of a commissioned paintifigyis a service, a hamburger bought in a retail store is a product whereas
receivling an order and serving a hamburger ordered in a restaurant is part of a service.

3.7.6

produict

output (3.7.5) of an organization (3.2.1) that can be produced without any transaction [taking place
betwg¢en the organizatien-and the customer (3.2.4)

Note 1 to entry: Production of a product is achieved without any transaction necessarily taking place between
provider (3.2.5) and-customer, but can often involve this service (3.7.7) element upon its delivery to|the customer.
Note 7 to entry»The dominant element of a product is that it is generally tangible.

Note 3 to.entry: Hardware is tangible and its amount is a countable characteristic (3.10.1) (e.g. tyres). Processed
materialsare fangih]n and their amount isc 2 cantinuous charactoristic {ng fuel and saoft drin rs). Hardware

and processed materials are often referred to as goods. Software consists of information (3.8.2) regardless of
delivery medium (e.g. computer programme, mobile phone app, instruction manual, dictionary content, musical
composition copyright, driver’s license).

3.7.7

service
output (3.7.5) of an organization (3.2.1) with at least one activity necessarily performed between the
organization and the customer (3.2.4)

Note 1 to entry: The dominant elements of a service are generally intangible.

Note 2 to entry: Service often involves activities at the interface with the customer to establish customer
requirements (3.6.4) as well as upon delivery of the service and can involve a continuing relationship such as

banks

,accountancies or public organizations, e.g. schools or hospitals.

© ISO 2015 - All rights reserved
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Note 3 to entry: Provision of a service can involve, for example, the following:

— an activity performed on a customer-supplied tangible product (3.7.6) (e.g. a car to be repaired);

prepare a tax return);

transmission)

’

— the creation of ambience for the customer (e.g. in hotels and restaurants);

Note 4 to entry; A service is generally experienced by the customer.

an activity performed on a customer-supplied intangible product (e.g. the income statement needed to

the delivery of an intangible product (e.g. the delivery of information (3.8.2) in the context of knowledge

3.7.8
performancd
measurable 1

Note 1 to entr]

Note 2 to entr
(3.7.6), service

Note 3 to ent
standards giv|
definition has

3.79
risk
effect of uncg

Note 1 to entr]

Note 2 to entr
or knowledge

Note 3 to ent
3.5.1.3)and c

Note 4 to ent
changes in cir

Note 5 to entr
Note 6 to ent
standards giv|

definition has|

3.7.10

e
esult

y: Performance can relate either to quantitative or qualitative findings.

: Performance can relate to the management (3.3.3) of activities (3.3.11){pxocesses (3.4.1), pr|
s (3.7.7), systems (3.5.1) or organizations (3.2.1).

ry: This constitutes one of the common terms and core definitiohs for ISO management s
en in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The o
been modified by modifying Note 2 to entry.

rtainty
y: An effect is a deviation from the expected —\positive or negative.

V: Uncertainty is the state, even partial, of deficiency of information (3.8.2) related to, understz
of, an event, its consequence, or likelihbod.

y: Risk is often characterized by reference to potential events (as defined in ISO Guide 73
nsequences (as defined in ISO:Gutide 73:2009, 3.6.1.3), or a combination of these.

'y: Risk is often expressed.in terms of a combination of the consequences of an event (inc
cumstances) and the a§sociated likelihood (as defined in ISO Guide 73:2009, 3.6.1.1) of occur

y: The word “risk%is sometimes used when there is the possibility of only negative conseque
Fy: This constituites one of the common terms and core definitions for ISO management g

en in Annex SL of the Consolidated 1SO Supplement to the ISO/IEC Directives, Part 1. The o}
been medified by adding Note 5 to entry.

bducts

ystem
iginal

nding
:20009,
uding
rence.

nces.

ystem
iginal

efficiency

relationship between the result achieved and the resources used

3.711

effectiveness
extent to which planned activities are realized and planned results are achieved

Note 1 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original

definition has

22

been modified by adding “are” before “achieved”.
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3.8.1
data
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Terms related to data, information and document

facts about an object (3.6.1)

3.8.2

information
meaningful data (3.8.1)

3.8.3

objective evidence

data |

Note 1
by oth

Note

3.8.1) supporting the existence or verity of something

to entry: Objective evidence can be obtained through observation, measurement (3¢11.4), t
er means.

P to entry: Objective evidence for the purpose of audit (3.13.1) generallyconsists of re

staterpents of fact or other information (3.8.2) which are relevant to the audit critexia(3.13.7) and Y

3.8.4
infor

mation system

<quallity management system> network of communication channels used within an organi

3.8.5
docu
inforn

EXAMPLE

Note 1
sampl

Note 7

Note 3
Howe
and fo

3.8.6
docu
inforn
on wh

Note 1

Note 7

ment
nation (3.8.2) and the medium on which it is contained

Record (3.8.10), specification (3.8.7), procédure document, drawing, report, standa

to entry: The medium can be paper, magnetic, electronic or optical computer disc, photogr]
e, or combination thereof.

to entry: A set of documents, for example specifications and records, is frequently called “dg
to entry: Some requirements (3.6.4) (e.g. the requirement to be readable) relate to all types

Fer there can be different requirements for specifications (e.g. the requirement to be revisi
r records (e.g. the requirement to be retrievable).

mented information
hation (3.8.2) required to be controlled and maintained by an organization (3.2.1) and
ich it is contained

to entryfDocumented information can be in any format and media and from any source.

to€ntry: Documented information can refer to:

pst (3.11.8), or

rords (3.8.10),
rerifiable.

vation (3.2.1)

d.

aph or master
cumentation”.

of documents.
bn controlled)

the medium

th

4 £ f o 1 il B W L lotad {2 4 11\
CTTTUTTUYTCITTCTIC S Y STCTIT (0.0, HILTaUTTg TCTATCU DT OCCSSC5 (O L,

— information created in order for the organization to operate (documentation);

— evidence of results achieved (records (3.8.10)).

Note 3 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1.

3.8.7
speci

fication

document (3.8.5) stating requirements (3.6.4)

EXAMPLE

instruction.

© ISO 2015 - All rights reserved
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Note 1 to entry: A specification can be related to activities (e.g. procedure document, process (3.4.1) specification
and test (3.11.8) specification), or products (3.7.6) (e.g. product specification, performance (3.7.8) specification
and drawing).

Note 2 to entry: It can be that, by stating requirements, a specification additionally is stating results achieved by
design and development (3.4.8) and thus in some cases can be used as a record (3.8.10).

3.8.8
quality manual
specification (3.8.7) for the quality management system (3.5.4) of an organization (3.2.1)

Note 1 to entry: Quality manuals can vary in detail and format to suit the size and complexity of an individual

2.9 42

Organization (J.L.LJ.

3.89

quality plan
specification (3.8.7) of the procedures (3.4.5) and associated resources to be applied wheh.and by whom
to a specific pbject (3.6.1)

Note 1 to entiry: These procedures generally include those referring to quality management (3.3.4) prdcesses
(3.4.1) and to product (3.7.6) and service (3.7.7) realization processes.

Note 2 to entpy: A quality plan often makes reference to parts of the quality/manual (3.8.8) or to progedure
documents (3.B.5).

Note 3 to entrfy: A quality plan is generally one of the results of quality planning (3.3.5).

3.8.10
record
document (3.8.5) stating results achieved or providing evidence of activities performed

Note 1 to entyy: Records can be used, for example, to formalize traceability (3.6.13) and to provide evidgnce of
verification (3|8.12), preventive action (3.12.1) and corrective action (3.12.2).

Note 2 to entrfy: Generally records need not be underrevision control.

3.8.11
project management plan
document (3.)8.5) specifying what is fiecessary to meet the objective(s) (3.7.1) of the project (3.4.2)

Note 1 to entrjy: A project managererit plan should include or refer to the project’s quality plan (3.8.9).
Note 2 to entfy: The project{midhagement plan also includes or references such other plans as those r¢lating

to organizatipnal structufes; resources, schedule, budget, risk (3.29) management (3.3.3), environmpental
management, health and-safety management, and security management, as appropriate.

[SOURCE: IS 10006:2003, 3.7]

3.8.12
verification
confirmation, through the provision of objective evidence (3.8.3), that specified requirements (3.6.4)
have been fulfilled

Note 1 to entry: The objective evidence needed for a verification can be the result of an inspection (3.11.7) or of
other forms of determination (3.11.1) such as performing alternative calculations or reviewing documents (3.8.5).

Note 2 to entry: The activities carried out for verification are sometimes called a qualification process (3.4.1).

Note 3 to entry: The word “verified” is used to designate the corresponding status.
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3.8.13

validation

confirmation, through the provision of objective evidence (3.8.3), that the requirements (3.6.4) for a
specific intended use or application have been fulfilled

Note 1 to entry: The objective evidence needed for a validation is the result of a test (3.11.8) or other form of
determination (3.11.1) such as performing alternative calculations or reviewing documents (3.8.5).

Note 2 to entry: The word “validated” is used to designate the corresponding status.

Note 3 to entry: The use conditions for validation can be real or simulated.

3.8.14
configuration status accounting
formglized recording and reporting of product configuration information (3.6.8), the.statug of proposed
changes and the status of the implementation of approved changes

[SOURCE: ISO 10007:2003, 3.7]

3.8.15
speciffic case
<quality plan> subject of the quality plan (3.8.9)

Note 1 to entry: This term is used to avoid repetition of “process (3.41), product (3.7.6), project (3.442) or contract
(3.4.7)” within ISO 10005.

[SOURCE: ISO 10005:2005, 3.10, modified — Note 1 to entry has been modified]

3.9 |Terms related to customer

3.9.1
feedhack
<customer satisfaction> opinions, comments and expressions of interest in a product (3.1.6), a service
(3.2.7) or a complaints-handling process;(3.4.1)

[SOURCE: ISO 10002:2014, 3.6, modified — The term “service” has been included in the definition]

3.9.2
custgmer satisfaction
customer’s (3.2.4) perception of the degree to which the customer’s expectations have been fulfilled

Note 1 to entry: It cainbe that the customer’s expectation is not known to the organization (3.2.1),[or even to the
customner in question, until the product (3.7.6) or service (3.7.7) is delivered. It can be necessary] for achieving
high customer satisfaction to fulfil an expectation of a customer even if it is neither stated nor genferally implied
or obljgatory:s

Note 2 to_entry: Complaints (3.9.3) are a common indicator of low customer satisfaction but theiif absence does
not nelcessarily implv high customer satisfaction

Note 3 to entry: Even when customer requirements (3.6.4) have been agreed with the customer and fulfilled, this
does not necessarily ensure high customer satisfaction.

[SOURCE: ISO 10004:2012, 3.3, modified — Notes have been modified]

3.9.3

complaint

<customer satisfaction> expression of dissatisfaction made to an organization (3.2.1), related to its
product (3.7.6) or service (3.7.7), or the complaints-handling process (3.4.1) itself, where a response or
resolution is explicitly or implicitly expected

[SOURCE: ISO 10002:2014, 3.2, modified — The term “service” has been included in the definition]
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3.9.4

customer service
interaction of the organization (3.2.1) with the customer (3.2.4) throughout the life cycle of a product
(3.7.6) or a service (3.7.7)

[SOURCE: ISO 10002:2014, 3.5, modified — The term “service” has been included in the definition]

3.9.5

customer satisfaction code of conduct
promises, made to customers (3.2.4) by an organization (3.2.1) concerning its behaviour, that are aimed
at enhanced customer satisfaction (3.9.2) and related provisions

Note 1 to ent]
(3.8.2),and cq

Note 2 to entr]

[SOURCE: IS
Note 2 to ent

3.9.6
dispute
<customer s
(3.2.7)

Note 1 to entr
provider in th
the organizati
intervention.
before utilizin

[SOURCE: IS

3.10 Terms

3.10.1
characteris

ry: Related provisions can include objectives (3.7.1), conditions, limitations, contact infor
mplaints (3.9.3) handling procedures (3.4.5).

y: In ISO 10001:2007, the term “code” is used instead of “customer satisfaction code-of'condu

10001:2007, 3.1, modified — The term “code” has been removed as anadmitted tern
ry has been modified]

htisfaction> disagreement, arising from a complaint (3.9.3),{submitted to a DRP-pr

y: Some organizations (3.2.1) allow their customers (3.2.4) to-express their dissatisfaction to
b first instance. In this situation, the expression of dissatisfaction becomes a complaint when
on for a response, and becomes a dispute if not resolved by the organization without DRP-pr
Many organizations prefer their customers to firstlexpress any dissatisfaction to the organi
g dispute resolution external to the organizatiof.

10003:2007, 3.6, modified]

related to characteristic

ic

distinguishing feature

Note 1 to entr]
Note 2 to entr]
Note 3 to entr]

a) physical (¢

y: A characteristic caifbe inherent or assigned.
y: A characteristic can be qualitative or quantitative.
y: There are'Various classes of characteristic, such as the following:

.g. méchanical, electrical, chemical or biological characteristics);

b) sensory (e

nation

Ctn

h, and

bvider

h DRP-
entto
bvider
zation

g. related to smell, touch, taste, sight, hearing);

‘)
d)
e)
f)
3.10.2

ergonomic

functional

behavioural (e.g. courtesy, honesty, veracity);

temporal (e.g. punctuality, reliability, availability, continuity);

(e.g. physiological characteristic, or related to human safety);

(e.g. maximum speed of an aircraft).

quality characteristic
inherent characteristic (3.10.1) of an object (3.6.1) related to a requirement (3.6.4)

Note 1 to entry: Inherent means existing in something, especially as a permanent characteristic.

26
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Note 2 to entry: A characteristic assigned to an object (e.g. the price of an object) is not a quality characteristic
of that object.

3.10.3
human factor
characteristic (3.10.1) of a person having an impact on an object (3.6.1) under consideration

Note 1 to entry: Characteristics can be physical, cognitive or social.
Note 2 to entry: Human factors can have a significant impact on a management system (3.5.3).

3.104
competence
ability to apply knowledge and skills to achieve intended results

Note 1 to entry: Demonstrated competence is sometimes referred to as qualification.

Note 2 to entry: This constitutes one of the common terms and core definitions far\}ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original
definifion has been modified by adding Note 1 to entry.

3.10.
metrplogical characteristic
chardteristic (3.10.1) which can influence the results of measurement (3.11.4)

Note 1 to entry: Measuring equipment (3.11.6) usually has severalinetrological characteristics.
Note 7 to entry: Metrological characteristics can be the subjee? of calibration.

3.10.
configuration
intergelated functional and physical characteristics (3.10.1) of a product (3.7.6) or service (3.7.7) defined
in prgduct configuration information (3.6.8)

[SOURCE: ISO 10007:2003, 3.3, modified~— The term “service” has been included in the definition]

3.10.
configuration baseline
apprdved product configuration information (3.6.8) that establishes the characteristics |(3.10.1) of a
product (3.7.6) or service (8.7.7) at a point in time that serves as reference for activities throughout the
life cycle of the productor’service

[SOURCE: ISO 100072003, 3.4, modified — The term “service” has been included in the definition]

3.11|Termsrelated to determination

3.11.
determination
activity to find out one or more characteristics (3.10.1) and their characteristic values

3.11.2

review

determination (3.11.1) of the suitability, adequacy or effectiveness (3.7.11) of an object (3.6.1) to achieve
established objectives (3.7.1)

EXAMPLE Management review, design and development (3.4.8) review, review of customer (3.2.4)
requirements (3.6.4), review of corrective action (3.12.2) and peer review.

Note 1 to entry: Review can also include the determination of efficiency (3.7.10).
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monitoring

015(E)

determining (3.11.1) the status of a system (3.5.1), a process (3.4.1), a product (3.7.6), a service (3.7.7),
or an activity

Note 1 to entry: For the determination of the status there can be a need to check, supervise or critically observe.

Note 2 to entry: Monitoring is generally a determination of the status of an object (3.6.1), carried out at different

stages or at di

fferent times.

Note 3 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original

definition an

3.11.4
measureme
process (3.4.]

Note 1 to entr]

Note 2 to ent
standards giv|
definition has|

3.11.5
measureme|
set of operat

3.11.6

measuring ¢
measuring iy
combination

3.11.7
inspection
determinatio

Note 1 to entr
Note 2 to entr}

3.11.8
test
determinatio

Note 1 to entr]

3.11.9

NOte 1 10 entry nave oeecll modliied, aind Note 2 10 entry nas peen added.

nt
) to determine a value

y: According to ISO 3534-2, the value determined is generally the value of a.quantity.
Fy: This constitutes one of the common terms and core definitions for JSO management g

en in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Ditectives, Part 1. The o
been modified by adding Note 1 to entry.

nt process
ons to determine the value of a quantity

rquipment
strument, software, measurement standakd, reference material or auxiliary appara
thereof necessary to realize a measurement process (3.11.5)

1 (3.11.1) of conformity (3.6.11) to specified requirements (3.6.4)
y: If the result of an inspection/shows conformity, it can be used for purposes of verification (3

: The result of an inspection can show conformity or nonconformity (3.6.9) or a degree of confq

i (3.11.1) aceording to requirements (3.6.4) for a specific intended use or application

y: If thestesult of a test shows conformity (3.6.11), it can be used for purposes of validation (3.

ystem
iginal

[us or

8.12).

rmity.

0

progress ev

Toation

<project management> assessment of progress made on achievement of the project (3.4.2) objectives

(3.21)

Note 1 to entry: This assessment should be carried out at appropriate points in the project life cycle across project
processes (3.4.1), based on criteria for project processes and product (3.7.6) or service (3.7.7).

Note 2 to entry: The results of progress evaluations can lead to revision of the project management plan (3.8.11).

[SOURCE: ISO 10006:2003, 3.4, modified — Notes to entry have been modified]
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3.12 Terms related to action

3.12.1
preventive action
action to eliminate the cause of a potential nonconformity (3.6.9) or other potential undesirable situation

Note 1 to entry: There can be more than one cause for a potential nonconformity.

Note 2 to entry: Preventive action is taken to prevent occurrence whereas corrective action (3.12.2) is taken to
prevent recurrence.

3.12.2
corr¢ctive action
action to eliminate the cause of a nonconformity (3.6.9) and to prevent recurrence

Note 1 to entry: There can be more than one cause for a nonconformity.

Note 2 to entry: Corrective action is taken to prevent recurrence whereas preventjve action (3.12.1) is taken to
preveht occurrence.

Note 3 to entry: This constitutes one of the common terms and core definitions for ISO managpment system
standards given in Annex SL of the Consolidated ISO Supplement to the ISOAEC Directives, Part 1. The original
definifion has been modified by adding Notes 1 and 2 to entry.

3.12.3
corrgction
action to eliminate a detected nonconformity (3.6.9)

Note 1 to entry: A correction can be made in advance of, in‘eonjunction with or after a corrective adtion (3.12.2).
Note 4 to entry: A correction can be, for example, rewerk (3.12.8) or regrade (3.12.4).

3.12.4
regrdde
alterdtion of the grade (3.6.3) of a ngnc¢onforming (3.6.9) product (3.7.6) or service (3.7.7]) in order to
make|it conform to requirements (3.6.4) differing from the initial requirements

3.12.5
conce¢ssion
permj|ssion to use or release (3.12.7) a product (3.7.6) or service (3.7.7) that does not conform to specified
requitements (3.6.4)

Note 1 to entry: A concession is generally limited to the delivery of products and services that have gonconforming
(3.6.9] characteristics (3.10.1) within specified limits and is generally given for a limited quantity of products and
servides or period of time, and for a specific use.

3.12.6
devidtion permit
permission to depart from the originally Specified requirements (3.6.4) of a product (3.7.6) or service
(3.7.7) prior to its realization

Note 1 to entry: A deviation permit is generally given for a limited quantity of products and services or period of
time, and for a specific use.

3.12.7
release
permission to proceed to the next stage of a process (3.4.1) or the next process

Note 1 to entry: In English, in the context of software and documents (3.8.5), the word “release” is frequently
used to refer to a version of the software or the document itself.
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3.12.8

rework

action on a nonconforming (3.6.9) product (3.7.6) or service (3.7.7) to make it conform to the
requirements (3.6.4)

Note 1 to entry: Rework can affect or change parts of the nonconforming product or service.

3.129

repair

action on a nonconforming (3.6.9) product (3.7.6) or service (3.7.7) to make it acceptable for the intended
use

ke the
ession

Note 1 to enf

product or se
(3.12.5) is req

ry: A successful repair of a nonconforming product or service does not necessarily ma
vice conform to the requirements (3.6.4). It can be that in conjunction with a repair a tong
uired.

Note 2 to entr tore it
for use, for ex

: Repair includes remedial action taken on a previously conforming product or sérvice to res
hmple as part of maintenance.

Note 3 to entrfy: Repair can affect or change parts of the nonconforming product or senvice:

3.12.10
scrap
actiononan

bnconforming (3.6.9) product (3.7.6) or service (3.7.7) to preclude its originally intended use

EXAMPLE Recycling, destruction.

Note 1 to entrjy: In a nonconforming service situation, use is precluded’by discontinuing the service.

3.13 Terms related to audit

3.13.1
audit

systematic, independent and documented progess (3.4.1) for obtaining objective evidence (3.8.3) and

evaluating it

Note 1 to en
(3.6.11) of anJ
the object au

Note 2 to entr]
and it can be 4

Note 3 to ent
organization (

objectively to determine the extent to which the audit criteria (3.13.7) are fulfilled

ry: The fundamental elements of an audit include the determination (3.11.1) of the conff
object (3.6.1) according t0 a procedure (3.4.5) carried out by personnel not being responsi
ited.

combined audit(3:13.2) or ajoint audit (3.13.3).

ry: Interpal/audits, sometimes called first-party audits, are conducted by, or on behalf
3.2.1) itselffor management (3.3.3) review (3.11.2) and other internal purposes, and can fol

brmity
ble for

y: An audit can becamninternal audit (first party), or an external audit (second party or third party),

bf, the
m the

basis for an o
responsibilityj]

Iganization’s declaration of conformity. Independence can be demonstrated by the freedom from
for'the activity being audited.

Note 4 to entry: External audits include those generally called second and third-party audits. Second party audits
are conducted by parties having an interest in the organization, such as customers (3.2.4), or by other persons
on their behalf. Third-party audits are conducted by external, independent auditing organizations such as those
providing certification/registration of conformity or governmental agencies.

Note 5 to entry: This constitutes one of the common terms and core definitions for ISO management system
standards given in Annex SL of the Consolidated ISO Supplement to the ISO/IEC Directives, Part 1. The original
definition and Notes to entry have been modified to remove effect of circularity between audit criteria and audit
evidence term entries, and Notes 3 and 4 to entry have been added.
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3.13.2
combined audit
audit (3.13.1) carried out together at a single auditee (3.13.12) on two or more management systems (3.5.3)

Note 1 to entry: The parts of a management system that can be involved in a combined audit can be identified by
the relevant management system standards, product standards, service standards or process standards being
applied by the organization (3.2.1).

3.13.3
joint audit
audit (3.13.1) carried out at a single auditee (3.13.12) by two or more auditing organizations (3.2.1)

3.13.
audifjprogramme
set of one or more audits (3.13.1) planned for a specific time frame and directed towards-aspdcific purpose

[SOURCE: ISO 19011:2011, 3.13, modified]

3.13.5
audit{scope
extentt and boundaries of an audit (3.13.1)

Note 1 to entry: The audit scope generally includes a description of thé\physical locations, organifrational units,
activities and processes (3.4.1).

[SOURCE: ISO 19011:2011, 3.14, modified — Note to entry.has been modified]

3.13.6
auditiplan
descrjption of the activities and arrangements forzan audit (3.13.1)

[SOURCE: ISO 19011:2011, 3.15]

3.13.7
audit|criteria
set of policies (3.5.8), procedures«(34.5) or requirements (3.6.4) used as a reference against which
objective evidence (3.8.3) is compared

[SOURCE: ISO 19011:2014, 3.2, modified — The term “audit evidence” has been [replaced by
“objegtive evidence”]

3.13.8
audit|evidence
records, statemetits of fact or other information, which are relevant to the audit criteria (3.13.7)
and vierifiable

[SOUII(CE: [SO 19011:2011, 3.3, modified — Note to entry has been deleted]

3.13.9
audit findings
results of the evaluation of the collected audit evidence (3.13.8) against audit criteria (3.13.7)

Note 1 to entry: Audit findings indicate conformity (3.6.11) or nonconformity (3.6.9).

Note 2 to entry: Audit findings can lead to the identification of opportunities for improvement (3.3.1) or recording
good practices.

Note 3 to entry: In English, if the audit criteria (3.13.7) are selected from statutory requirements (3.6.6) or
regulatory requirements (3.6.7), the audit finding can be called compliance or non-compliance.

[SOURCE: ISO 19011:2011, 3.4, modified — Note 3 to entry has been modified]
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3.13.10
audit conclusion
outcome of an audit (3.13.1), after consideration of the audit objectives and all audit findings (3.13.9)

[SOURCE: ISO 19011:2011, 3.5]

3.13.11
audit client
organization (3.2.1) or person requesting an audit (3.13.1)

[SOURCE: ISO 19011:2011, 3.6, modified — Note to entry has been deleted]

3.13.12
auditee
organization|(3.2.1) being audited

[SOURCE: ISQ 19011:2011, 3.7]

3.13.13
guide
<audit> perspn appointed by the auditee (3.13.12) to assist the audit team (343+14)

[SOURCE: IS 19011:2011, 3.12]

3.13.14
audit team
one or more persons conducting an audit (3.13.1), supported if needed by technical experts (3.13.16)

Note 1 to entrfy: One auditor (3.13.15) of the audit team is appointed as the audit team leader.

Note 2 to entrfy: The audit team can include auditors-in-training.
[SOURCE: ISQ 19011:2011, 3.9, modified]

3.13.15
auditor
person who ¢onducts an audit (3.13.1)

[SOURCE: IS® 19011:2011, 3.8]

3.13.16
technical expert
<audit> perspn who provides specific knowledge or expertise to the audit team (3.13.14)

Note 1 to entrjy: Specific knowledge or expertise relates to the organization (3.2.1), the process (3.4.1) or aftivity
to be audited, |or language or culture.

Note 2 to entrlyCAytechnical expert does not act as an auditor (3.13.15) in the audit team (3.13.14).

[SOURCE: ISO 19011:2011, 3.10, modified — Note 1 to entry has been modified]

3.13.17
observer
<audit> person who accompanies the audit team (3.13.14) but does not act as an auditor (3.13.15)

Note 1 to entry: An observer can be a member of the auditee (3.13.12), a regulator or other interested party (3.2.3)
who witnesses the audit (3.13.1).

[SOURCE: ISO 19011:2011, 3.11, modified — The verb “audit” has been removed from the definition;
Note to entry has been modified]
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Annex A
(informative)

Concept relationships and their graphical representation

A.1 General

In terminology work, the relationships between concepts are based on the hierarchical fepmation of the
charalcteristics of a species so that the most economical description of a concept is foried lpy naming its
speci¢s and describing the characteristics that distinguish it from its parent or sibling confepts.

Therg are three primary forms of concept relationships indicated in this annex: generic (se¢ Clause A.2),
partitive (see Clause A.3) and associative (see Clause A.4).

A.2 |Generic relation

Suboi|dinate concepts within the hierarchy inherit all the characteristics of the superordinate concept
and cpntain descriptions of these characteristics which distinguish them from the superordipate (parent)
and cpordinate (sibling) concepts, e.g. the relation of spring,;sitmmer, autumn and winter to|season.

Genetfic relations are depicted by a fan or tree diagramwithout arrows (see Figure A.1).

Examiple adapted from ISO 704:2009, (5.5.2.2.1)

season
spring summer autumn

Figure A,1'=2 Graphical representation of a generic relation

A.3 |Partitive relation

Subordinate conegpts within the hierarchy form constituent parts of the superordinate|concept, e.g.
spring, summeér) autumn and winter can be defined as parts of the concept year. In comjparison, it is
inapprropriateto define sunny weather (one possible characteristic of summer) as part of g4 year.

Partifiveyrelations are depicted by a rake without arrows (see Figure A.2).

Example adapted from ISO 704:2009, (5.5.2.3.1)
year

spring summer autumn winter

Figure A.2 — Graphical representation of a partitive relation

A.4 Associative relation

Associative relations cannot provide the economies in description that are present in generic and
partitive relations but are helpful in identifying the nature of the relationship between one concept and
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another within a concept system, e.g. cause and effect, activity and location, activity and result, tool and
function, material and product.

Associative relations are depicted by a line with arrowheads at each end (see Figure A.3).

Example adapted from ISO 704:2009, (5.6.2)

A.5 Conceé

Figures A4 t

sunshine summer

—_

swimming

[ Figure A.3— Graphical representation of am associative retatiom |

ept diagrams

p A.16 show the concept diagrams on which the thematic groupings of Clause 3 are b

Since the def
Clause3toc

to

pe
wh

orgpnization at the highest

initions of the terms are repeated without any related notes, it is técommended to re
bnsult any such notes.

person (dictionary)
individual human

configuration authority
(3.1.5)
person or a group of persons
with assigned responsibility and
authority to make decisions on
the configuration

b management (3.1.1)
son or group of people
directs and controls an

level

ty management system
consultant (3.1.2)

erson who assists the
ganization on quality.
ement system realization,
g advice or information

involvement (3.1.3)
taking part in an activity,
event or situation

dispute resolver
(3.1.6)
individual person assigned by a
DRP-provider to assist
the parties in resolving a
dispute

hsed.

fer to

engagement (3.1.4)
involvement in, and
contribution to, activities to
achieve shared objectives

Figure A.4 — 3.1 Concepts of the class “person or people” and related concepts
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organization (3.2.1)
person or group of people that has
its own functions with
responsibilities, authorities and
relationships to achieve its
objectives

context of the organization
(3.2.2)

IS0 9000:2015(E)

metrological function (3.2.9)
functional unit with administrative
arrd-techmicat Tesponsibitity for

ComMDIiTation of TteTat-amd
external issues that can have
an effect on an organization’s

approach to developing
and achieving its objectives

interested party (3.2.3)
person or organization
that can affect, be
affected by, or perceive
itself to be affected
by a decision or activity

customer (3.2.4)

could or does receive a
product or a service that s
intended for or required-by
this person or orgahizdtion

external provider (3.2.6)
provider that is not part
of the organization

provider (3.2.5)

person or organization that organization that provides
a product or a service

defining and implementixg the
measurement managenient
system

association (3.2.8)
organization
consisting of member
organizations or
persons

DRP-provider (3.2.7)
person or organization that
supplies and operates an
external dispute resolution
process

Figure A.5 — 3.2 Concepts of the class “organization” and related concepqs
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improvement (3.3.1)
activity to enhance
performance

T

activity (dictionary word)
doing something

activity (3.3.11)

smallest identified object of

work in a project

l

continuall improvement (3.3.2)
recurring activity to enhance
performance

project management (3.3.12)

planijing, organizing, monitoring,
controllfng and reporting of all aspects
of a prpject and the motivation of all

management (3.3.3)
coordinated activities to direct
and control an organization

quality management
(3.3.4)
managemerit with regard to
guality

thosd involved in it to achieve the

project objectives

change control (3!3.10)
activities for eontrol of the
output afterformal approval
of its produ¢t’configuration
information

configuration object
(3.3.13)
object within a
configuration that
satisfies an end-use
function

configuration management
(3.3.9)
coordinated activities to direc
and control configuration

quality|planning
(33.5)
part df quality
management focuSed-on
setting quality.Objectives
and specifyfingnecessary

quality improvement
(3.3.8)
part of quality
management focused
on increasing the
ability to fulfil quality

operational processes
and related resources to
achieve the quality
objectives

quality assurance quality control
(3.3.6) (3.3.7)
part of quality part of quality
management focused management
on providing confidence focused on
that quality fulfilling quality
requirements will be requirements
fulfilled

requirements

Figure A.6 — 3.3 Concepts of the class “activity” and related concepts
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process (3.4.1)
specified way to carry set of interrelated or
<4—» interacting activities that
use inputs to deliver an

procedure (3.4.5)

out an activity or a

rocess
p intended result
outsource (3.4.6)
make an arrangement where
an external organization
PTT forTTS part of an
organization's fiinction or
procesk
contract (3.4.7)
binding agreement
project (3.4.2) .
urlique process, consisting of a set design and develgpment
bf coordinated and controlled (3.4.8)
set of processes|that

hctivities with start and finish
dates, undertaken to achieve an
bjective conforming to specific
requirements, including the
constraints of time, cost and

for an object intoj

(@)

resources
quality management system competence acquisition
realization (3.4.3) (3.4.4)
process.of establishing, process of attaining
documienting, implementing, competence

maintaining and
continually improving a
quality management system

Figure A.7 — 3.4 Concepts of the class “process” and related concepts
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system (3.5.1)
set of interrelated
or interacting
elements

infrastructure (3.5.2)
system of facilities,
equipment and services
needed for the operation
of an organization

Tanagement SyStent (3.5-3) AN
set of interrelated or interacting
elements of an organization to
establish policies and objectives and

work efpvironment (3.5.5) processes to achieve those
set of fonditions under objectives
which york is performed

metrological
confirmation~(3.5.6)
set of operatipn’s requirefl
to ensure that measuring
equipmentconforms to the
requiréments for its

intended use

measurement management
system (3.5.7)

set of interrelated or

interacting elements necesgary

to achieve metrological

confirmation and contro
of measurement

processes

vision (3,5:10) mission (3.5.11) strategy (3.5.12)

aspiration ofwhat an organization’s purpose  plan to achieve a long-
organization would like to for existing as expressed term or overall objectivg
beconre as'expressed by by top management

top/management
policy (3.5.8)

intentions afd direction of
an orgarjization as
formally expressed byrits
top marjagement

quality management
system (3.5.4)
‘ part of a management
system with regard to
quality

quality policy (3.5.9)
policy related to quality

Figure A.8 — 3.5 Concepts of the class “system” and related concepts
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object (3.6.1)
anything perceivable or
conceivable

quality (3.6.2) innovation (3.6.15) grade (3.6.3)
. degree to which a.se.t of new or changed object caFegory or ran_k given to
inherent ch.aracter.lstlcs of realizing or redistributing value dlfferent.requlre.ments

an object fulfils for an object having the

requirements same functional use

requirement (3.6.4)
need or expectation that is
stated, generally implied
or obligatory

.

quality requirenjent
(3.6.5)
requirement relat¢d to

quality

nonconformity (3.6.9) conformity (3:6.11)

non-fulfilment of a fulfilmentof a statutory requirement
requirement requirement (3.6.6)
obligatory requirepnent
specified by a legis|ative
body
defect (3.6.10) capability (3.6.12)
nonconformity related  ability of an object to regulatory requirement
to an idteyided or realize an output that ) (3.6.7) )
specified use will fulfil the requirements obligatory requirefnent
for that output specified by an autfority
mandated by a legislatjve body
\ 4
dependability (3.6.14) traceability (3.6.13) product configurdtion
ability to perform ability to trace the information (3.4.8)
as.and when required history, application or requirement or other

location of an object information for product design,

realization, verification,
operation and support

Figure A.9 — 3.6 Concepts of the class “requirement” and related concepts
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result
(dictionary word)

risk (3.7.9) output (3.7.5) efficiency effectiveness
effect of result of a (3.7.10) (3.7.11)
uncertainty process relationship extent to which
betweenthe—planned-aectivitiesqare

result achieved
and the
resources
used

realized and plany
results are@achiev

ed
bd

performance

(3.7.8)
measurable

service (3.7.7)
output of an organization
with at least one activity
necessarily performed between
the organization and the

result

product (37.6)
output of an rganization
that can be produced
withoutahy transaction
taking place between the

objective (3.7.1)
result to be
achieved

customer organization and the

customer

success quality objective
'[3.7.3) (3.7.2)

achievement of objective related to
an objective quality

sustained
success (3.7.4)
success over a

Bariad-af-tina
PeFeao—HRe

Figure A.10 — 3.7 Concepts of the class “result” and related concepts
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