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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
technical committees. Each member body interested in a subject for which a technical committee has 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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main tagk of technical committees is to prepare International Standards. Draft International Stanglards
adopted by fhe technical committees are circulated to the member bodies for voting. Publication¥as an
International|Standard requires approval by at least 75 % of the member bodies casting a vote.

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

ISO 10018 was prepared by Technical Committee ISO/TC 176, Quality management and quality assurgnce,
Subcommitt¢e SC 3, Supporting technologies.
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Introduction

0.1 General

The overall performance of a quality management system and its processes ultimately depends on the
involvement of competent people and whether they are properly introduced and integrated into the organization.
The involvement of people is important in order for an organization’s quality management system to achieve
outcomes which are consistent and aligned with their strategies and values. It is critical to identify, develop
and evaluate the knowledge, skills, behaviour and work environment required for the effective involvement of
people with the necessary competence.

This [International Standard provides guidelines for human factors which influence people invglvement and
competence, and creates value that helps to achieve the organization’s objectives.

0.2 | Relationship with quality management systems

The quality management system standards developed by ISO/TC 176 are based‘on the quality management
princ|ples described in ISO 9000.

The [correlation between this International Standard and ISO 9001 facilitates people’s invojvement and
competence within the quality management system. However, this International Standard can also be used
with ¢ther management systems.

0.3 | Process-based approach to people involvement and.competence

This |nternational Standard is based on a strategic process-based approach (see Figure 1) for d¢veloping the
involyement and competence of people at all levels ofithe organization.

Quality A@Eﬁgement Principles
L&qﬁ'ership involvement <\
Fad\

Values

. Results
Strategies Management
Business plans Review

People
Involvement
and
Competence
Process

7

. Organization'’s
Needs

Organization’s
Results

Human factors

Figure 1 — Strategic process for people involvement and competence

The process model (see Figure 2)illustrates tactical actions, results and plans for people involvementand competence.

If people involvement and competence are monitored, measured and analysed within the quality management
system, this produces results which enable top management to make decisions for improvement, thus leading
to enhanced levels of customer satisfaction.

© 1SO 2012 — All rights reserved \%
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0.4 Using this International Standard

Clause 4 describes the processes which an organization can use to implement and maintain people involvement
and competence in quality management systems.

The factors describedin 4.6 provide actions which may be taken to strengthen people involvement. The guidelines
in Clauses 5 to 8 provide the specific actions which can be taken to meet individual quality management system
requirements, such as those specified in ISO 9001.

This International Standard provides guidance to leaders, managers, supervisors, quality practitioners, quality
management representatives and human resources managers.

vi © IS0 2012 — All rights reserved
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Quality management — Guidelines on people involvement
and competence

1 Scope

This International Standard prowdes guldance on engaging people in an organlzatlons qual|ty management

31
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2  Competence requirements are, more than academic qualifications, training and experience. T

5 or outcomes to be achieved fora\particular job, the performance criteria or standards to be achieved,
required and the method of obtaining it.
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4 Management of people involvement and competence

4.1 General

This clause provides a process and guidelines for developing people involvement and competence.
Organizations can use these guidelines to ensure long-term commitment to involvement and competence.

4.2 Leadership involvement and strategy

Effective quality management systems require leaders to be visibly involved in achieving the people involvement

and compete

Leaders sho
achieve desi

Leaders sho

a) establisling strategies, policies and objectives;

b) defining
C) ensuring
d) determin
e) assessil
f)  providin

g) encoura

4.3 People involvement and competence acquisition process

Competence
for people in

nce ohiectives
J

uld encourage people to assume responsibilities and create conditions which enable.pe6
red results, ensuring relevant statutory and regulatory requirements are met.

ld demonstrate their commitment to people involvement and competence by:

responsibilities and authorities;

understanding of customers’ needs and expectations;

ing personnel requirements, such as knowledge, skills and ¥ehaviour;

g resource requirements, such as infrastructure, work eénvironment and work conditions;
j the resources required;

ging communication.

can be addressed in developmentplans which also contribute to people involvement. The prg
olvement and competence acquisition is described in Figure 2.

Input: Improvement Output:

- Organization’sneeds ) _ _ _ o e - Appropriate competence
- Policies and objectives - Involved people

- Previous reviews - Documentation for review

45 46 47 \

Planning Implementation Evaluation

N 4.4
Analysis

ble to

cess

V v v v

Figure 2 — Development process of people involvement and competence acquisition within an

The process

organization

is based on the four steps outlined below:

a) analysis (see 4.4): data are collected and analysed in relation to the organization’s short- and long-term
objectives for people involvement and competence;

b) planning (see 4.5): procedures are established and maintained to plan the people involvement and
competence acquisition process on an organizational, group and individual level,

© 1SO 2012 — All rights re

served


https://standardsiso.com/api/?name=4e1b2c8257077fcdb94ae87e28110fc8

ISO 1001

8:2012(EN)

c) implementation (see 4.6): the plans and associated actions are implemented in order to achieve the
objective of people involvement and competence;
d) evaluation (see 4.7): plans, actions and outcomes are reviewed and evaluated for continual improvement.

There should be a review carried out at every step to ensure that the input and output data are correct. These
steps apply to all levels of the organization, group and individual.

4.4 Analysis of people involvement and competence acquisition

4.41 Needs identification

The grganization should identify its short- and long-term people involvement and competence neefls at planned
interyals. The identification of needs may include organizational strategies, values, business plans, policies
and ihput from interested parties, such as customers.

The identification process will begin by evaluating the current levels of people involvement and competence,
ident|fying any limitations or gaps. The process will therefore involve the following'stages of assgssment:

a) identifying involvement and competence needs;

b) ifentifying the conditions and resources needed for people to beeffective in the workplace.

The grganization should also consider whether special arrangements/are necessary to reduce or manage risks
assogiated with deficiencies in current activities. Such risks can, occur, for example, where therg are new or
complex tasks, language barriers or organizational changes.

4.4.2] Assessment

The grganization should assess people involvement'and competence at the individual, team and ofrganizational
levels. In order to assess the level of people invelvement, leaders should define specific methods for evaluating
the manner in which the people work, communicate, collaborate and network.

The pssessment should be consistent_with development activities. The output of the assesgment should
enable analysis of the fulfilment of gbjectives that have been established relating to people invglvement and
competence. A record of this assessment should be maintained.

The qutput of the assessment defines the gaps between the existing people involvement and competence and the
needs which have been identified. The gaps show the areas to be developed and create the inputs to the next step.
4.5 |Involvemenf.ahd competence planning

4.51| General

Upor] completion of the gap analysis, the organization should follow and maintain procedurds to plan its
people-involvement and competence acquisition. This includes developing and establishing short-term and

long-term competence objectives at both the organizational and individual level. The objectives should be
approved and documented.

The plans should be integrated into the annual organizational and financial planning, in order to ensure that
there are planned resources to reach the objectives of people involvement and competence.

4.5.2 Organizational planning

Competence acquisition and people involvement plans should be based on the strategic roadmap which
influences the future needs. These plans should be documented and should include the following:

objectives and requirements based on the organization’s strategic direction;

defined activities and responsibilities;

© 1SO 2012 — All rights reserved
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— atimeframe for people involvement and competence acquisition;
— required resources.

There should be agreement between the leadership and people concerning the plans, which should be
recorded, reviewed and updated at defined intervals. Such a plan is a strategic document based on the
previously described analyses and should be adopted by the leadership of the organization. A plan should
define activities, responsibilities and timeframes to accomplish the development objectives.

4.5.3 Planning of the involvement and competence of individuals

Individual inyelementand competence—development plansshould beestablished for each-person—Tthese
plans should define activities, resources, responsibilities and timeframes to accomplish the develogment

objectives, ahd they should be agreed between the people, their managers and leaders. These plans should
also be recofded, reviewed and updated at defined intervals.

4.6 Implementation

4.6.1 Geng€fral

The organizgtion should carry out the planned activities developed in 4.5 for peoplé involvement and compefence
acquisition. The outcomes of those planned activities should be recorded andireviewed.

4.6.2 Implgmentation of people involvement plans

Leadership gctions to enhance people involvement should address4actors such as communication, teamwork,
responsibility, innovation and recognition. These are described more fully in Annex A.

Involvement [requires an environment in which people participate in planning and may influence decisions
and actions hich affect their jobs. The environment sheuld enable the engagement of people to achieVe the
organizationgl goals.

The people involvement process includes a number of factors, as described below.

— Commupication: integrates the factors\and should be addressed to promote shared understanding and
involvement. Managers should commuinicate key information and expectations to people and listen tq their
views aljout the current direction ‘en a continual basis (see Clause A.4).

— Recruitment: the process af-Sourcing, screening and selecting people for a position in an organization.
Managefs can undertakeZsome part of the recruitment process, but larger organizations oftern use
professipnal recruiters)(see Clause A.12).

— Awarengss: onc€ gommunication objectives and methods are established, people should be made
aware that ISO"9001 requires an organization to establish and implement a quality management system.
Managefs should ensure that their people are aware of those processes for which they are responsible
(see Clause)A.3). T

— Engagement: employer engagement is the company’s commitment to improving the partnership and
developing shared understanding between the people and their managers (see Clause A.8).

— Teamwork and collaboration: occurs when people work together for a common goal. This is a way of
organizing workload which strongly contributes to people involvement. This creates common goals, shared
knowledge, values and behaviour, thus increasing the probability that quality objectives can be achieved
(see Clause A.14).

— Responsibility and authority: managers are accountable for creating systems which provide people with
the authority to assume responsibility to make decisions about their work. They should be consistent with
competence requirements defined within their quality management system. The managers create a work
environment which fosters the ability of people to control their own work and make decisions for which they
are accountable (see Clause A.13).

4 © 1S0 2012 — All rights reserved
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Creativity and innovation: success results from a high degree of creativity. Allowing creativity creates a

higher sense of personal fulfilment and consequently enhances involvement. Creativity is

the process

of producing new ideas, while innovation is the process of applying such these ideas. In the context of
an organization, the term innovation refers to the entire process by which individuals or groups generate
creative new ideas and convert them into products, services, or business practices (see Clause A.5).

Recognition and rewards: the organization should take actions to continually improve people
This is achieved through recognition and rewards as well as feedback for individuals or tea
been involved in achieving results to the benefit of the organization (see Clause A.11).

involvement.
ms that have

In addition to the above factors, other factors described in Annex A also affect the level of people involvement,

i.e. |

educ

EXAN
are gi

4.6.3

The

com

Activ
partn

For t
traini

Activ

4.7

The

com

The

prep
be im

rlnrchip (enn Clause A Q), nmpn\unrmnnf (cnn Clause A 7)1 attitude and motivation (cnn Cla

se A.2), and

htion and learning (see Clause A.6).

IPLES Examples of methods for measuring the extent to which some of these human factors are
ven below. These measurements can be obtained through staff surveys, focus groups or individual in
Awareness: the degree of understanding of the policies and objectives of the organization’sgquality manag
Networking: the effectiveness of how groups of people work together and support €ach other in criticq
H
Teamwork: the extent to which a team reaches its objectives in key project milestones and process re

Creativity and innovation: the numbers of ideas generated when compared to their implementation rat

Implementation of competence plans

brganization should carry out planned activities for competence acquisition. The input to th
etence acquisition plan.

ties in an acquisition plan for the organization could be education and training, recruitment
erships and outsourcing.

he individual, a competence development plan can be comprised of activities such as e
hg, both classroom or on-the-job, networking, teamwork, reading and self-study.

ties that have been carried‘oeut should be recorded.

Evaluation

brganization should follow procedures for evaluation of the effectiveness of people invg
etence acquiSition activities that have been completed.

Ivaluation should compare results of people involvement and competence acquisition with t
redcplans, and the outcomes should be communicated to all affected parties. Improvements
plemented.

b implemented
terviews.

ement system.

| tasks.

EFngagement: the level of satisfaction people have in activities such as communication, learning and njanagement.

Huirements.

eS.

s step is the

establishing

Hucation and

Ivement and

he previously
5 should then

Evaluations should be conducted at planned intervals, and the outcomes should be recorded and used as an
input to the management review process.

Most of the activities listed in Clauses 5 to 8 can be used as a checklist to assess the current status of an
organization regarding people involvement and competence. The levels of people involvement and competence

can

be checked by comparing the completed actions against the items listed in each clause.

Annex B also provides a method of organizational self-assessment.

© 1SO 2012 — All rights reserved
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5 Management responsibility

5.1 Management commitment

When demonstrating their commitment to people involvement, management should:

a) explain to the people in the organization the value created by the quality management systems;

b) ensure that quality management objectives are set and deployed throughout the organization;

c) ensure awareness of the relationship between the quality management systems and financial performance.

5.2 Custh
In enhancing
a) therelat

b) the impg

5.3 Qualify policy

When creatir

a) discuss fhe policy to promote understanding;
b) ensure that the policy balances the needs and expectations ofall interested parties;

c) encourage people to understand the policy’s relevance.and explain the relationship between the |
and eacp person’s activity;

d) show p¢

5.4 Qualif

When ensuri

a) explain fhe objectives to people;

b) monitor
c) align pe

d) involve

5.5 Respq

mer focus
customer satisfaction, top management should help people understand the following:
onships between their jobs and the needs and expectations of interested parties;

rtance of customer satisfaction.

g the policy and ensuring this is understood, top management should:

ople the relationship between policies and:business or operational plans.

y objectives and planning

hg that measurable quality objectives are established in the organization, top management sh

their achievement;
bple activitieswith the organizational objectives;

eople indhelcreation and updating of objectives which impact on them.

pnsibility, authority and communication

bolicy

ould:

5.5.1 Responsibility and authority

When ensuri

ng that responsibilities are defined and communicated, top management should:

a) specify the roles and responsibilities of managers and supervisors for people involvement and competence;

b) provide individuals with an explanation of their roles and responsibilities;

c) ensure that people have the responsibility and authority they need to perform their duties effectively within
the quality management system.

© 1SO 2012 — All rights re
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5.5.2 Management representative

In selecting a management representative, top management should:

a)

choose a representative with the competences to coordinate the establishment, implementation,

maintenance and improvement of the quality management system;

select a representative with the competences which include leadership, coaching and clear

communication skills;

provide the necessary authority, responsibility and time needed to carry out their role effecti

vely;

if the organization IS farge, Select a representative from each department and 1orm a cross-1u
to report to the overall management representative.

5.5.3| Internal communication

In co

management should:

ctional team

mmunicating the effectiveness and efficiency of the quality management system with thg people, top

a) establish “top down” and “bottom up” communication systems;

b) use techniques such as “team briefing” to communicate information;

C) onitor the effectiveness of communication systems.

5.6 | Management review

When evaluating the effectiveness and efficiency of the quality management system, top managg¢ment should

address the review inputs at planned intervals and de,the following:

a) lke decisions and actions to improve the.ifivolvement and competence of people;

b) setinvolvement and competence objectives and communicate these to all concerned;

c) establish mechanisms to ensure the successful achievement of people involvement and competente objectives;

d) provide resources to develop the competence of people;

e) ipvolve people in the operation of the quality management system and be aware of people’s dffficulties and
opportunities;

f)  provide a platferm' for the exchange of people’s ideas.

6 Resource€ management

6.1 |Provision of resources

When providing the resources needed to continually improve the quality management system, top
management should:

a)

b)

be aware of and provide the resources that people need to succeed in their work;

manage the knowledge resource within in the organization.

© 1SO 2012 — All rights reserved
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6.2 Human resources

6.2.1 Gene

ral

Human resources planning should be both strategic (long-term) and tactical (short-term) and should include a
recruitment and selection process which:

des);
the

a) is transparent to candidates and emphasises the importance of their competence;

b) provides applicants with information on organizational values and attitudes;

c) identifies ’

d) establishes competence criteria for each role, which should be defined by managers together wi
people goncerned during a structured discussion.

6.2.2 Competence, training and awareness

In evaluating|competence requirements and developing competence needs, top management should:

a) follow thle competence acquisition process described in 4.3;

b) ensure that training is provided based on competence requirements;

c) ensure the existence of professional or trade certification, when necé&ssary;

d) explain people roles and competence requirements needed for achieving quality objectives (see 5.4);

e) make pgople aware of how they contribute to the results of the organization.

NOTE ISIO 10015 provides a method of planning, delivering‘and monitoring training.

6.3 Infrasfructure

In establishing, providing and maintaining the infrastructure, the organization should:

a) involve gppropriate people at all levels:in the planning of infrastructure;

b) ensure that all staff are aware of the available resources;

c) ensure that staff are competent to use resources effectively;

d) identify the means of rectifying any problems.

6.4 Work environment

In managing|the work environment, organizations should consider that people are:

a) aware of their roles and responsibilities in fulfilling the relevant statutory and legal requirements;

b) aware of their personal rights in terms of local, national and international agreements;

c) involved in identifying environmental deficiencies and health and safety risks related to their roles;

d) trained in the organizational systems for the environment and health and safety;

e) competent in reporting and recording hazards, and able to take corrective action.

8 © 1S0 2012 — All rights reserved
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In planning and developing processes linked to product realization, the organization should ensure that:

a)
b)
c)

d)

e)
f)

7.2

7.2.1| Determination of requirements related to the product

In defermining product requirements, the organization should ensyre that:

a)

b)

c)

7.2.2| Review of requirements related to the product

Inre

a)

b)

7.2.3| Customer'communication

In ¢
orga

a)
b)

c)

f)

relevant people are involved in the process design;
awareness is maintained of risks associated with any limitations in competence;

when fully competent people are unavailable, the ensuing risks are managed;

process owners should understand that process ownership includes taking responsi
process outcomes;

process designers should understand the importance of cross-functional processes;

¢ross-functional teamwork should enable processes to link to form a system,

Customer-related processes

Iose responsible for product realization/service delivery;understand customer needs and §
s well as product requirements;

people understand statutory and regulatory requirements;

operational staff are given an understanding of legal obligations and statutory requ
¢onsumer protection.

iewing product requirementsiithe organization should ensure that:

people who are responsible for product realization and delivery should be consulted whg
g¢ustomer requirements.to ensure process capability;

people have a clearunderstanding and possess the skills to resolve differences with customn

gmmunicating with customers on product information, order handling and customer fg

bility for the

bxpectations,

rements for

n identifying

ers.

edback, the

r||ization should ensure that:

people engage with customers to obtain feedback and resolve any unmet needs;
people handling complaints are aware of the relevant policies and processes;

meetings addressing complaints involve people in departments affected by the complaint;

people handling complaints have the competence to communicate customer complaints to those people

who can improve the affected processes;

feedback is provided to the customer regarding complaints resolution, as well as to all people in the

organization who have been involved with the complaints handling (see ISO 10001, ISO 10002

,1SO 10003);

customers are engaged in activities for the development and improvement of products and services

through meetings, such as focus groups.

© 1SO 2012 — All rights reserved
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n and development

Design and development planning

In planning the design and development of a product, the organization should:

a) identify the design and development stages in which people connected to the design process are engaged;

b) ensurethatpeopleinvolvedinthe design and development processes possess the necessary competences;

c) define design and development responsibilities and authorities for those involved;

d) ensure {hat there is communication between the people in the design and development process| (see
7.3.2 and 7.3.3);

e) ensure that people are trained in design change and risk identification processes as related to design
and development.

7.3.2 Design and development inputs

Design and development inputs requirements should be clearly determined andqrecorded, and inputs should

be reviewed for adequacy. These inputs should not be conflicting. The organization should ensure that:

a) customdr needs and expectations are communicated between designers and sales people;

b) design and development activities involve people from areas outside the design department (e.g. gales,
marketir)g or production) to ensure agreement on design inputs;

c) design gnd development activities engage expertise from all"functions of the organization;

d) relevant|inputs are obtained.

7.3.3 Design and development outputs

Design and fdevelopment outputs are verified ‘against the inputs and approved prior to release, in order to

ensure that:

a) both int¢grnal and external customeérs(including end-users) are consulted;

b) productgunderdesign and development meet requirements for people’s safety and for ease of use by customers.

7.3.4 Design and development review

Design and developmentreviews are performed in accordance with the plan, and any issues that require action

are addressed by the-following:

a) involvenpent of the most appropriate people to identify design and development problems and solytions
including-tre-end-users:

b) the results of the review being communicated to all those affected by the design and development decisions

including the operations, sales and purchasing departments, end users and suppliers.

7.3.5 Design and development verification

In verifying design and development outputs to ensure that they have met input requirements, the

organization
a)

b)

should:

verify the design and development for usability with internal and external customers;

of a new product or service;

10

explain the design and development verification process to people in operations and sales prior to launch

© 1SO 2012 — All rights reserved


https://standardsiso.com/api/?name=4e1b2c8257077fcdb94ae87e28110fc8

ISO 1001

8:2012(EN)

c) ensure that the operations and sales teams are kept informed as necessary at all stages of the
verification process.

7.3.6

Design and development validation

Validation is performed in accordance with the plan (see 7.3.1). Where practicable, validation of product or
service will be completed prior to delivery and should:

a) be explained to people in operations and sales prior to launch;

b) ultimately occur with the internal or external customer;

c) |

.

q

7.3.7

Whe
apprq

a)
i

b) ¢
c)

7.4

7.41

Whe

e conducted by people with the competence to analyse the feedback from internal and exterrjal customers

ind suppliers, so that necessary modifications can be made.

Control of design and development changes

h identifying changes and maintaining records, changes should be reviewed, verified, Validated and

ved before implementation, and the following should apply:

esign and development change meetings should involve those peoplé who were part of th
hcluding product users;

e processes,

esign and development changes should be explained to all those people affected by the chiange;

hanges that affect customers and suppliers should be communicated to them during the cha
Purchasing

Purchasing process

h applying control to a supplier, the type-and extent of control depends on the impact of the

nge process.

purchase on

product realization. Suppliers are evaluated-and selected based on their ability to supply goods and services.

In ad

a) |

dition, the following should be considered:

eople within the organizatien’should understand and be able to apply the quality managenpent principle

b)

<)

elating to suppliers;

sers of the purchased-goods/services should be involved in supplier selection;

e organization’ssmanagement should ensure that people who work in the organization, but are employed
y an external organization, are competent and aware of the organizational processes and doals relevant

their function.

This can be accomplished through training, briefings and other appropriate communication.

The supplier should be provided with appropriate information which adequately describes the product to be
purchased, including applicable quality management systems requirements. In order to enable this:

a) the person issuing the purchasing requisition should know the specific information to provide to purchasing;

b) the person issuing the purchase order should know what information to provide to the supplier;

c) theorganization’s processes should be made known to the relevant people within the supplier’s organization.

© 18O
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7.4.3 \Verification of purchased product

When ensuring the purchased product meets requirements, the organization should ensure that:

a)

b) supplier

people have necessary competence for the verification of purchased product;

performance is explained to staff, as necessary.

7.5 Production and service provision

7.5.1

Control of production and service provision

In planning 4

should ensure that:

a) people 4
b) work ins
c) training

d) critical

with tho

7.5.2 Validation of processes for production and service provision

The organizd
cannot be ve
a) the cong

b) the neeq

can be

7.5.3 Ident
When identif
a) ensuret

b) conside

7.5.4 Custq

Care should
understand t

nd carrying out production and service provision under controlled conditions, the organiz

re involved in creating their own work instructions to ensure understanding;
tructions are explained to new people and followed up with mentoring;

brogrammes are developed for introduction of new processes;

be performing the work.

tion should validate any process for production and_sérvice provision where the resulting g
ified by subsequent monitoring or measurement. An‘explanation should be provided of the follg

ept of being unable to verify process output;

redictable.

fication and traceability
ying the product and its status/throughout the product realization process, the organization sh
hat people understand the meaning and importance of identification and traceability of prod

developing a proeess flowchart in order to explain traceability.

bmer property

be taken with customer property while it is under the organization’s control. People s
he following:

ation

roduct characteristics are explained to the workforce, and required*measurements are agreed

utput
wing:

to control process inputs such as material;-information and documentation, so that the procgsses

ould:

Lct;

hould

a) therequ

b)

irements relating to identification, verification and protection;

the concept of the customer’s intellectual property and how to protect it.

7.5.5 Preservation of product

The quality management system is required to preserve product conformance during the internal processing

and delivery
a)
b)

c)

12

to the intended destination. People should:

receive an explanation of critical product characteristics;
be involved in developing procedures where there is a high risk of deterioration of product;

be informed about responsibilities for monitoring product.

© 1SO 2012 — All rights reserved


https://standardsiso.com/api/?name=4e1b2c8257077fcdb94ae87e28110fc8

ISO 10018:2012(EN)

7.6 Control of monitoring and measuring equipment

In cases where the quality management system requires the organization to determine the monitoring and
measuring equipment needed to provide evidence of conformity of product, the people should:

a) understand the requirements relating to calibration and equipment control when using measuring equipment;
b) check the calibration status before using equipment and be aware of the consequences of the failure to control;

c) be competent to perform calibration.

8 Measurement, analysis and fmprovement .. |

8.1 | General

The grganization should plan and implement monitoring, measurement, analysis and improvement processes.
In adfition, the following should apply:

a) Ie responsibilities in 5.5.1 should be defined for people who are measuring, evaluating and jmonitoring;

b) e persons responsible for a process should be involved in the selection of the key aspects to pe measured

in order to determine quality;
c) thepersonsresponsible formeasurementshould be competentin measurement, analysis and improvement;

d) people should be provided with information on how meastirements contribute to the measutement of the
overall performance of the organization;

e) people should be enabled to improve the performance of their processes by selected measyres.
8.2 | Monitoring and measurement

8.2.1| Customer satisfaction

The ¢rganization should monitor infarmation relating to customer perceptions of whether the organization has
met qustomer requirements. The following guidelines apply:

a) people should receive an’ explanation of the value of measuring and monitoring customef satisfaction
ee I1ISO 10004);

b) nesults of custemer satisfaction monitoring and measurement and the subsequent actions taken should be
xplained torpeople.

8.2.2| Internal audit

The Jjorganization should conduct internal audits at planned intervals to determine whethe[ the quality
management system is effectively implemented and should ensure the following:

a) internal auditors are trained, competent and independent of those activities being audited;

b) people from all business functions are engaged on the audit team, and represent different levels of
seniority, to enable the team to be seen as representative of the entire organization;

c) an explanation is provided to people being interviewed during an audit that the audit involves assessing
the process and not the person;

d) people understand the purpose of the audit in reporting the effectiveness and efficiency of the quality
management system to top management;

e) top management has an understanding of the audit process and has competence in monitoring the results.
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NOTE

See ISO 19011 for guidance on internal auditing.

8.2.3 Monitoring and measurement of processes

The organization should monitor and measure the quality management system processes. When planned results
are not achieved, correction or corrective action should be taken. In addition, the following should be considered:

a)
b)

c)

process

owners should monitor the process for which they are responsible;

indicators for measurement should be developed by the people involved in a given process;

the relat

onship should be explained between process measurement that people undertake and subsequent

correctiye actions.

8.2.4 Moni

The organiz
requirements are met. In addition, the following should apply:

oring and measurement of product

btion should monitor and measure the characteristics of a product to verify that the pr

partnership should be encouraged between the process owner and verifier where-the process owner

ble for monitoring the product;

people ghould have the necessary competence in, and should be provided with the work environm

a)

respons
b)

perform
8.3 Contr

monitoring and measuring activities.

bl of non-conforming product

The organizgtion should ensure that product which does not conferm to specified requirements is identifie
controlled to

prevent its unintended use or delivery. The organization should ensure that:

a) those rgsponsible for the process that identifies renconforming product are involved in developin
required| procedure;

b) people gre provided with criteria for identifying and disposing of a non-conforming product or servic

c) people ynderstand the risks resultingfrom product or service failure;

d) people gttend information sharing sessions which provide feedback and analysis on non-conformit
which fecilitate learning that prevents recurrence.

8.4 Analypis of data

Organizations should evaluate data to enable continual improvements and should:

a)

b)

c)

develop

people's competence in collection, analysis, interpretation and evaluation of data;

bduct

s not

ent to

H and

g the

L4

and

commurjié¢ate the results of data analysis as soon as possible to the appropriate levels of managemer

other int

tand

erested parties,

explain the results of data analysis to people thoroughly, so that necessary action may be taken.

NOTE IS

14

O/TR 10017 provides information on statistical techniques and data analysis.
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8.5 Improvement

8.5.1 Continual improvement

The organization should continually improve the effectiveness of the quality management system and involve
its people by:

a) developing a flowchart of the relationships between management review and measurement, corrective or
preventive action, and continual improvement;

b) encouraging leaders to establish and implement improvement programmes involving people across functions;

C) Jzncouraging leaders to train people in the continual improvement process.

8.5.2| Corrective action

The prganization should take action to eliminate the causes of non-conformity.in order to prevent their
recurrence. In addition, the following should apply:

a) a structured methodology should be followed, which people can understand and apply to idgntify the root
¢auses of problems;

b) noot causes should be identified by ensuring people are comifetent in using the knowlgedge gained
rom measurement;

C) n understanding should be developed of the concept of collective knowledge to be used in proplem solving;

d) ¢ross-functional teams should be used for improvement projects, in order to gain benefit frpm collective
knowledge.

8.5.3| Preventive action

The grganization should determine action.to eliminate potential causes of non-conformities, in order to prevent
their pccurrence, by ensuring that:

a) people understand the concept'that preventive action is appropriate when there is tendency for a process
o go in the wrong direction]

b) Ie importance of the relationship between preventive action and data analysis is explained;

C) ere is an understanding of the value of preventive action as opposed to corrective action.
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A.1

The

The description of factors provide's an explanation of why each is important and the benefits gained

Annex A
(informative)

Factors that impact on people involvement and competence

Gen

eral

following
attitude

awarene
commur
creativit
educatid
empowse
engager
leadersh
network
recognit
recruitm
respons

teamwo

implementati

A.2 Attit

Leaders sho
organization
is conducive

factors are addressed in this annex:
bnd motivation (see Clause A.2);
ss (see Clause A.3);
ication (see Clause A.4);
and innovation (see Clause A.5);
n and learning (see Clause A.6);
rment (see Clause A.7);
hent (see Clause A.8);
ip (see Clause A.9);
ng (see Clause A.10);
on and rewards (see Clause A.11);
ent (see Clause A.12);
bility and authority (see Clause A.13);

k and collaboration (see Clause A.14).
on.
ude and motivation

Lild ensure that people have the attitude and motivation to achieve the outcomes desired 4
The Key benefits of positive attitudes and motivation are that they foster a work environmer

from

y the
t that

té-achieving planned results.

People’s behaviour should be consistent with the aims of the organization’s strategies, policies and procedures.
This involves people demonstrating values and behaviour that lead them to act in a manner oriented towards
achieving organizational objectives. A person’s views regarding the organization’s policies, procedures,
processes, product, suppliers, staff, customers, top management, or other elements of the management
system give purpose and direction to their behaviour.

Positive attitudes develop as a result of leadership behaviour (see Clause A.9), providing education and
competence development (see Clause A.6) and through structured recognition programmes (see Clause A.11).

16
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A.3 Awareness

People should understand the policies and objectives of the quality management system and their role in
helping to achieve them. To achieve this, people should be made aware that ISO 9001 requires an organization
to establish a quality management system in which processes are identified and effective process operation
ensured. People should understand their individual responsibilities in achieving effective process operation.

Leaders should ensure that people in the organization understand the purpose of the quality management
system and their role in the system. They should also ensure that people are aware that the quality management
system includes documents for policy and objectives, a manual and procedures, planning documents and
records, that should be known and controlled. People should be involved at all stages of identifying process

and

Awari
by w
slide
being

A4

Effed
comrf

Accu
clear
shou
first t

Com
mes¢
and 1
provi
in wr
vided

Inah
be “b
funct

Com
stratq
decig
Claug

4 l tlo L H 1N altlo . lal lo £l o HANHHH
UTTUHUTO UITY WUITRNWILTT Aarfu tricy olfuuiu v awdil© UT UICIT JTULT OO TTOPUTTOIVITIUT O.

eness is often provided during a person’s induction when joining the company (see Clause*A
nich this awareness is provided can be by explanation from a person’s supervisor, group pr
format or by video presentation. However, it should be regarded as a continuous)activity wit
provided at regular intervals about results related to the quality management.System.

Communication

tive communication is necessary in order for people inside and éutside the organization

racy, brevity and clarity make communication effective. The objective of any communicatior

and unnecessary content should be avoided. A messagershould be delivered in the simplg
d be in a form that will be understood by the receiver. Yerbal messages are not always clearl
me and key points should be repeated.

munication may be delivered through media which may be verbal or non-verbal. The correg
age should be chosen by considering the audience. The media and methods will depend on
ature of the communication. Complex messages should be documented and simple mess
Hed verbally. Important messages will isually be provided in multiple media, e.g. visually,
tten form. Media examples include face-to-face meetings, newsletters, blogs, e-mails, con
conferences.

ierarchical organization, internal communication may be “top down” from leaders and manag
ottom up” when informatioh on performance is provided. A matrix organization would alsg
onal communication.between groups and between people sharing information (see Clause

munication is necessary to provide information about the quality management system and o
gies (see Clause’A.3). It is also necessary for asking people their views, so they can influen
ions, and fop-providing an understanding of which issues are important to each individua
be A14)

A.5

Creativity and innovation

12). Methods
esentation in
h information

to work with

non objectives. As organizations grow and become more complex{.communication becomes more difficult.

needs to be
st terms and
y understood

t media for a
the purpose
hges may be
verbally and
erences and

ers, and may
have cross-
A.10).

rganizational
ice plans and
I's work (see

Creativity and innovation inside the organization helps to improve existing processes and products and to
create new products and services for the market.

Creativity is the process of producing new ideas, while innovation is the process of both creating and applying
these ideas. In the context of an organization, the term “innovation” refers to the entire process by which people
or groups generate new ideas and convert them into commercial products, services and business practices.
Innovation is frequently obtained as a result of sharing collective knowledge. Successful innovation results
from a high degree of people involvement (see also Clauses A.10 and A.14).

The nature of the contribution that people make to the innovation process changes through the process.
Changing needs in the modern workplace require individuals to both work within existing stable processes and
to operate effectively in a changing work environment using new competences of creativity and innovation.
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To develop creativity and innovation, leaders should recognize and encourage innovation (see Clause A.11).
This is achieved by identifying opportunities to innovate and by encouraging people to create practical solutions.

A.6 Education and learning

Competence is the ability to apply knowledge and skills to achieve intended results. The benefit of education
and learning is the increase in competence, which leads to an increase in a person’s ability to create value for
the organization and its customers. Education and learning are essential factors in people involvement and
competence. Successful organizations apply the knowledge and skills of their people in a way that creates
value for the organization and its customers.

Learning is t
Formal learn
or collectivel
learn differe

he process of acquiring knowledge or skills through experience, from study, or from insthu
ng will often result in a person receiving qualifications. Learning processes may apply te.a p
y to an organization. An organization should recognise that people learn in different‘ways. A
ntly from children. Some people are more suited to a classroom environment,and’ otherg

ction.
Brson
dults

to a

mentoring environment. Others learn better in a web based environment.

The learning
for performa
information 3
management
focuses on irf

prganization focuses on increasing its knowledge to continually increase the-organization’s capacity
nce. Organizations need to be competent to be competitive. To achieve-the necessary flpw of
nd knowledge and become a learning organization, the organization’s‘processes need to fgrm a
system. An organization’s ability to learn enables it to be more competitive. The learning organization
creasing its knowledge to continually increase the organization’s\éapacity for performance.

Benefits of 4
job security.
competence
For the orga

n effective learning process are an increase in the sense. of achievement, job satisfaction and
This leads to an improvement in attitude and motivation (see Clause A.2). Improvement in
5 such as communication leads to improvement in_preduct quality and better customer sefvice.
pization, this leads to increased competitiveness arid-profitability.

A.7 Empowerment

Empowerme
with the nece
reduction in t

nt enables people to take responsibility fortheir work and its results. It is achieved by providing p
ssary information, authority and freedem to take decisions related to their own work. This resulf
he need for centralized control and €énables an organizational to operate with greater agility.

bople
sina

reate
The
ance,

To achieve this, leaders should define individual objectives, delegate authority and responsibility, and d
a work envifonment in which peoplée_control their own work and decision making (see Clause A.9)
organization|should provide the incentive for people to act autonomously, recognizing good perform
rewarding repults and celebratingdhe goals reached (see Clause A.11).

Resources should be proyided to develop people’s competence (see Clause A.6). Complete knowleng
information ghould be previded about their work and also about the organization’s overall performanc
trends. Empdwerment.enhances learning. A critical feature of successful teams is that they are investeq
the authority[to make decisions (see Clause A.14).

and
and
with

Empowermept.enables a leader and a manager to invest more time in strategy and planning.

A.8 Engagement

When people are fully engaged in the activities of an organization, they experience more personal fulfilment and
the organization consequently conducts its activities more effectively. Engagement is the outcome of effective
recruitment (see Clause A.12), followed by an introduction to the workforce through an awareness process (see
Clause A.3). Successful engagement then requires both engagement of leadership and engagement of people.

Leadership engagement is necessary to show a company’s commitment to improving the partnership between
people and leaders. Leaders should become engaged with their people by understanding the expectations
of their people. This is achieved by obtaining regular feedback (see Clause A.4). The level of engagement a
person experiences is a direct relationship of how people relate to their leaders managers and colleagues (see
Clause A.10).
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