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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 task of technical committees is to prepare International Standards. Draft International Standards
adopted by the 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.

In other circumstances, particularly when there is an urgent market requirement for such documents, a
technical committee may decide to publish other types of normative document:

0 an ISO Publicly Available Specification (ISO/PAS) represents an agreement between technical experts in
an 1SO working group and is accepted for publication if it is approved by more than 50 % of the members
of the parent committee casting a vote;

0 an ISO Technical Specification (ISO/TS) represents an agreement between the members of a technical
committee and is accepted for publication if it is approved by 2/3 of the members of the committee casting
a vote.

An ISO/PAS or ISO/TS is reviewed after three years in order to decide whether it will be confirmed for a
further three years, revised to become an International Standard, or withdrawn. If the ISO/PAS or ISO/TS is
confirmed, it is reviewed again after a further three years, at which time it must either be transformed into an
International Standard or be withdrawn.

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

ISO/TS 9002 was prepared by Technical Committee ISO/TC 176, Quality management and quality assurance,
Subcommittee SC 2, Quality systems.
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Introduction

This Technical Specification has been developed to assist users in their interpretation of the requirements of
ISO 9001 and in their implementation of an ISO 9001 based quality management system.

This Technical Specification is presented with a clause by clause correlation to the clauses of ISO 9001:2015
(ISO/DIS 9001:2014) for clause 1 to 10; however, it does contain its own additional informative annexes not
found in 1ISO 9001.

In this Technical Specification, the text reproduced from ISO 9001 is placed in boxes, in order to distinguish it
from the guidance given for each clause.

ISO/DIS 9001:2014, Quality management systems - Requirements

Introduction

0.1 General

The adoption of a quality management system ought to be a strategic decision for an organization. A
robust quality management system can help an organization to improve its overall performance and forms
an integral component of sustainable development initiatives. The design and implementation of an
organization's quality management system is influenced by the context of the organisation and the
changes in that context, particularly with respect to:

a) its specific objectives;

b) the risks associated with its context and objectives;

c) the needs and expectations of its customers and other relevant interested parties;

d) the products and services it provides;

e) the complexity of processes it employs and their interactions;

f) the competence of persons within or working on behalf of the organization;

g) its size and organizational structure.

The context of an organization can include internal factors such as organizational culture, and external
factors such as the socio-economic conditions under which it operates; consequently all the requirements
of this International Standard are generic but the ways in which they are applied can differ from one
organization to another. Accordingly, it is not the intent of this International Standard to imply the need for
uniformity in the structure of different quality management systems, or uniformity of documentation to align
to the clause structure of this International Standard, or to impose specific terminology to be used within

the organization.

The quality management system requirements specified in this International Standard are complementary
to requirements for products and services.

I nformation marked ANOTEO is for guidance in und

This International Standard can be used by internal and external parties, to assess the organization's
ability to consistently meet customer, statutory and regulatory requirements applicable to the products and

Vi E 1SO 2014 i All rights reserved
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services it provides, the organization's own requirements and its aim to enhance customer satisfaction.
0.2 The ISO standards for quality management

This International Standard is one of the three core standards in the ISO portfolio of quality management
system standards.

1 ISO 9000 Quality management systems 0 Fundamentals and vocabulary provides an essential
background for the proper understanding and implementation of this International Standard. The
guality management principles described in detail in ISO 9000 were developed by ISO/TC 176, and
have been taken into consideration during the development of this International Standard. These
principles are not requirements in themselves, but they form the foundation of the requirements
specified by this International Standard. An outline of the quality management principles is included in
an Annex B to this International Standard.

1 ISO 9001 (this International Standard) specifies requirements aimed primarily at giving confidence in
the products and services provided by an organization and thereby improving customer satisfaction
(see clause 1 Scope). Its proper implementation can also be expected to bring other organizational
benefits such as improved internal communication, better understanding and control of the
organi zationbés processes, and reduction in def

1 ISO 9004 Managing for the sustained success of an organization - A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this
International Standard to address a broader range of topics that can lead to continual improvement of
the organization's overall performance. ISO 9004 includes guidance on a self-assessment
methodology for an organization to be able to evaluate the level of maturity of its quality management
system.

Other standards that have been developed to support the implementation of a quality management system
include those in the 1ISO 10000 number range. These include guidelines on customer satisfaction, quality
plans, quality management in projects, configuration management, measurement processes and
measuring equipment, documentation, financial and economic benefits of quality management, training,
statistical techniques, the involvement and competence of people, selection of quality management
system consultants and auditing of management systems. These standards are described further in Annex
C of this International Standard.

0.3 Process approach

Consistent and predictable results are achieved more effectively and efficiently when activities are
understood and managed as interrelated processes that function as a coherent system. This International
Standard promotes the adoption of a process approach when developing, implementing and improving the
effectiveness of a quality management system, to enhance customer satisfaction by meeting customer
requirements. Clause 4.4 of this International Standard includes specific requirements considered
essential to the adoption of a process approach.

The process approach applies systematic definition and management of processes and their interactions

so as to achieve the intended results in accordance with the quality policy and strategic direction of the

organi zati on. Management of the processes and t-

Do-Check-Act 0 ( PDCA) met hoddlho gayn (osveeer a0 dbdsid chinking” aimed atfi
preventing undesirable outcomes (see 0.5).

When used within a quality management system, the process approach ensures:

a) understanding and consistently meeting requirements;

b) consideration of processes in terms of added value;

E 1SO 2014 i All rights reserved Vii
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c) the achievement of effective process performance;
d) improvement of processes based on evaluation of data and information.

Figure 1 illustrates the process linkages between clauses 4 to 10 of this International Standard. This
shows that customers play a significant role in defining the input requirements that the organization needs
to meet at all stages of its quality management system. In addition, the needs and expectations of other
relevant interested parties can also play a role in defining those requirements. Monitoring of customer
satisfaction requires the evaluation of information relating to customer perceptions as to whether the
organization has met these requirements.

The schematic model shown in Figure 1 covers all the requirements of this International Standard, but
does not show the individual processes at a detailed level. Each of these processes, and the system as a
whole, can be managed using the PDCA methodology described in clause 0.4 of this International
Standard.

4.1,4.2,4.3 ) . i
Establish context, 10 Continual improvement
define relevant

interested parties
& scope of QMS
4.4 QMS - General & \
Customers Process Approach
& other :> 6 Planning ' 9 Performance Customer
relevant evaluation facti
Satisfaction
interested
parties |:> \ ’
. Products &
Requirements InputsUtPUts services

______J O

™
[ 7 Support processes

'4

2 —

5 Leadership

g/\

Figure 1 - Model of a process-based quality management system, showing the links to the clauses
of this International Standard

0.4 Plan-Do-Check-Act cycle
The methodology k nown -RosCheékPAlcamm ( PDCA) can be applied
quality management system as a whole. The clauses of this International Standard broadly follow the

PDCA cycle which can be briefly described as follows:

a) Plan: establish the objectives of the system and its component processes, and the resources needed
to deliver results in accordance with customer

b) Do: implement what was planned.

¢) Check: monitor and (where applicable) measure processes and the resulting products and services
against policies, objectives and requirements, and report the results.

viii E 1SO 2014 i All rights reserved
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d) Act: take actions to improve process performance, as necessary.

Figure 2 shows schematically how a single process within the quality management system can be
managed using the PDCA cycle.

Act -

incorporate Plan the process -

improvements E:>(Extent of planning
as necessary depends on RISK)

%

INPUTS Do — Carry out the |ouTPUTS
—
process

o

Check - monitor / measure
process performance

| S95S220.4d J3aylo Yilm uondeialu| |

| Interaction with other processes |

Figure 2 - Schematic representation of a single process within the system
0.5 fAhRdassekd thinkingbo

Risk is the effect of uncertainty on an expected result and the concept of risk-based thinking has always
been implicit in ISO 9001. This International Standard makes risk-based thinking more explicit and
incorporates it in requirements for the establishment, implementation, maintenance and continual
improvement of the quality management system. Organizations can choose to develop a more extensive
risk-based approach than is required by this International Standard, and ISO 31000 provides guidelines on
formal risk management which can be appropriate in certain organizational contexts.

Not all the processes of the quality management system represent the same level of risk in terms of the
organi zationbé6s ability to meet i ocess, prbduact, servicevoe $/stem3g
nonconformities are not the same for all organizations. For some organizations, the consequences of
delivering nonconforming products and services can result in minor inconvenience to the customer; for
others, the consequences can be farr eachi ng and-bdsagdal t hifirRk isrkg 0
considering risk qualitatively (and, dependi ng d
the rigour and degree of formality needed to plan and control the quality management system, as well as
its component processes and activities.

0.6 Compatibility with other management system standards

This International St a A deavred bhsatsr uacd cuprteedd (tihee . fi heil g
common terminology) developed by ISO to improve alignment among its International Standards for
management systems. An explanation of some of th

of the key changes introduced in this International Standard is provided in Annex A.

This International Standard defines the requirements in an order that is consistent with organizational
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planning and process management, i.e.:

% Understanding the context of the organization, its quality management system and processes
(Clause 4)

Y% Leadership, policy and responsibilities (Clause 5)

% Processes for planning and consideration of risks and opportunities (Clause 6)

% Processes for support, including resources, people and information (Clause 7)

% Operational processes related to customers and products and services (Clause 8)

% Processes for performance evaluation (Clause 9)

% Processes for improvement (Clause 10).

It is important to emphasize, however, that organizations are not required to follow an identical clause-by-
clause sequence when defining their quality management system, and they are encouraged to use the
Process Approach as described in clauses 0.3 to 0.5 of this International Standard.

This International Standard does not include requirements specific to other management systems, such as
those for environmental management, occupational health and safety management, or financial
management. However, this International Standard enables an organization to use the process approach,
coupled with the PDCA methodology and risk-based thinking to align or integrate its quality management
system with the requirements of other management system standards as it sees fit. It is possible for an
organization to adapt its existing management system in order to address the requirements of this

International Standard.

A matrix showing the correlation between the clauses of this International Standard and 1SO 9001:2008
can be found on the ISO/TC 176/SC2 open access web site at: www.iso.org/tc176/sc02/public.

98
99  Allrequirements of the ISO 9001:2015 International Standard are generic and are intended to be applicable to all
100  organizations, regardless of type, size and products and services provided.

101 The use of the (tadrsm fi orcsdiantessadfsibunpdr ovi ding service such as
102 institutions, as well as non-profit organizations such as foundations, public hospitals or municipial administrations.

103  This document explains how the ISO 9001:2015 quality management system standard applies in different sectors
104 and on the small organization sector.

105 Most organizations face challenges when developing a quality management system. In a small organization these
106 challenges are potentially greater due to

107 I minimal available resources,

108 9 costs involved in setting up and maintaining a quality management system, and

109 9 difficulty in understanding and applying the standard especially some concepts such as fi r 4based
110 thinkingo

111 For the purposes of this document, a small organization is not only a matter of the number of employees, but also
112 its philosophy. With only a few people involved, communications in a small organization can often be simple and
113 more direct. Individuals are expected to undertake a wide variety of tasks within the organization. Decision making
114 is confined to a few people (or even one). Much of the advice given will also be relevant to larger organizations,
115 which are often good at adapting techniques and improvements developed successfully elsewhere. However,

116 caution should be exercised, since the features on which the advice is based may not always be appropriate in
117 larger organizations.

X E 1SO 2014 i All rights reserved
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118 For the or gani,thatime anthniogsey spanhirapementing a quality management system should be

119  looked at in the same way as any other investment to make. For it to be viable, the manager has to be able to

120  achieve areturn for the time and effort, through improvementsintheor gani zati onds processes
121  the products and services. The decisions at the early stages of introducing/developing the quality management

122 system will have a major influence in these areas.

123  Any organization that wishes to develop its quality management system beyond the ISO 9001:2015 requirements
124 and, in addition to its customers, other interested parties, should consider using 1ISO 9004 Managing for the

125  sustained success of anorganization 8 A quality management approach. However, ISO 9004 is not intended for
126 certification or contractual purposes.

127

128
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Quality management systems 0 Guidelines for the application
of ISO 9001

1 Scope
1.1 Scope of this Technical Specification

This Technical Specification gives guidelines for the application of 1ISO 9001:2015 (ISO/DIS 9001:2014),
Quality management systems - Requirements.

It does not add to, or change, the requirements of ISO 9001.

In case of conflicting interpretations of ISO 9001 on the one hand, or this Technical Specification on the other,
the interpretation of the text of ISO 9001 takes precedence.

1.2 Guidance on the scope of ISO 9001:2015 (ISO/DIS 9001:2014), Quality
management systems - Requirements

ISO/DIS 9001:2014, Quality management systems - Requirements
1 Scope

This International Standard specifies requirements for a quality management system where an
organization:

a) needs to demonstrate its ability to consistently provide product or service that meets customer and
applicable statutory and regulatory requirements, and

b) aims to enhance customer satisfaction through the effective application of the system, including
processes for continual improvement of the system and the assurance of conformity to customer and
applicable statutory and regulatory requirements.

All requirements of this International Standard are generic and are intended to be applicable to all
organizations, regardless of type, size and product provided.

NOTE 1 I n this International Standard, the ter ms
intended for, or required by, a customer.

NOTE 2 Statutory and regulatory requirements can be expressed as legal requirements.

The key purpose of the scope of ISO 9001 is to establish the focus of the standard on the achievement of
customer satisfaction, while at the same time ensuring that the products and services offered by your
organization will meet any statutory and regulatory requirements.

ISO 9001 is intended to be generic and applicable to all organizations, regardless of type, size and product

category. It is recognized, however, that not all the requirements of the standard will necessarily be relevant
to all organizations (see 4.3).

E ISO 2014 7 All rights reserved 1
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2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated references,
the latest edition of the referenced document (including any amendments) applies.

ISO 9001:2005 (ISO/DIS 9001:2014) Quality management systems i Requirements

NOTE A fANor mati ve r ef er eanche hecessarg 0rs occasipast for you to refer to the listed
document(s) in order to understand and apply the International Standard that you are currently using. For example, in a
standard for an electrical product, it could refer to a separate standard that defined the characteristics of electrical cables
etc. Other useful references are given the Bibliography.

3 Terms and Definitions

For the purposes of this document, the terms and definitions given in 1ISO 9001:2015 (ISO/DIS 9001:2014)
apply. [Note 9001, not 9000]

Note 1 7 The definition of the term "audit" in ISO 9001 is not the same as the definition of the term "audit" as
given in ISO/DIS 9000:2014.

3.01

organization

person or group of people that has its own functions (3.25) with responsibilities, authorities and relationships
to achieve its objectives (3.08)

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

[SOURCE: ISO 9000:2015, 3.2.1]

3.02
interested party (preferred term)

stakeholder (admitted term)
person or organization (3.01) that can affect, be affected by, or perceive themselves to be affected by a
decision or activity - Guidance

EXAMPLE Customers (3.26), owners, people in an organization (3.01), suppliers (3.27), bankers <financial institutions>,
trades unions, partners or seciety that may include competitors or eppesing pressure groups. - Guidance

[SOURCE: 1SO 9000:2015, 3.2.4]
3.03
requirement DIS 9000 Comment

need want or expectation that is stated, generally implied or obligatory - Guidance

Note 1 to entry: fGenerally impliedo meargasizatiorh(a.@l)and interested
parties (3.02) 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 (3.11).

Note 3 to entry: A qualifier can be used to denote a specific type of requirement e.g. product (3.47) requirement, quality
management (3.30) requirement, customer (3.26) requirement, quality requirement.

Note 4 to entry: Requirements can be generated by different interested parties (3.02).

custom

2 E 1ISO 2014 1 All rights reserved
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Note 5 to entry: It can be necessary for achieving high customer satisfaction (3.57) to fulfil an expectation of a customer
(3.26) even if it is neither stated nor generally implied or obligatory.

[SOURCE: ISO 9000:2015, 3.5.4]

3.04

management system

set of interrelated or interacting elements of an organization (3.01) to establish policies (3.07) and objectives
(3.08) and processes (3.12) to achieve those objectives

Note 1 to entry: A management system can address a single discipline or several disciplines e.g. quality management
(3.30), financial management (3.29) or environmental management.

Note 2 to entry: The management system elements establishthe o r g a n i z(&0l) stuntdres roles and responsibilities,
planning, operation, policies (3.07), practices, rules, beliefs, objectives (3.08) and processes (3.12) to achieve those
objectives.

Note 3 to entry: The scope of a management system may include the whole of the organization (3.01), specific and
identified functions (3.25) of the organization, specific and identified sections of the organization, or one or more functions
across a group of organizations.

[SOURCE: ISO 9000:2015, 3.4.2.1]

3.05
top management
person or group of people who directs and controls an organization (3.01) at the highest level

Note 1 to entry: Top management has the power to delegate authority and provide resources within the organization
(3.01).

Note 2 to entry: If the scope of the management system (3.04) covers only part of an organization (3.01), then top
management refers to those who direct and control that part of the organization.

[SOURCE: ISO 9000:2015, 3.1.1]

3.06
effectiveness
extent to which planned activities are realized and planned results achieved

[SOURCE: ISO 9000:2015, 3.7.7]

3.07

policy

intentions and direction of an organization (3.01), as formally expressed by its top management (3.05)
[SOURCE: ISO 9000:2015, 3.4.5]

3.08

objective
result to be achieved

Note 1 to entry: An objective can be strategic, tactical, or operational.
Note 2 to entry: Objectives can relate to different disciplines (such as financial, health and safety, and environmental

goals) and can apply at different levels (such as strategic, organization-wide, project, product (3.47), service (3.48), and
process (3.12)).

E ISO 2014 i All rights reserved 3
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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 (3.37) objective, 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 (3.33), quality objectives are set by the organization (3.01),
consistent with the quality policy (3.34), to achieve specific results.

[SOURCE: ISO 9000:2015, 3.7.1]

3.09

risk

effect of uncertainty on an expected result

Note 1 to entry: An effect is a deviation from the expected 8 positive or negative

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information (3.50) related to, understanding or
knowledge (3.53) of, an event, its consequence, or likelihood.

Note 3 to entry: Risk is often characteriz ed by reference to potenti al fevent
and ficonsequenceso (as defined in I SO Guide 73:2009, 3.

Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including changes in
circumstances) and the associated flikelihoodd (as defi

Note 5 to entry: The term Arisko is sometimes used when
[SOURCE: ISO 9000:2015, 3.7.4]

3.10

competence

ability to apply knowledge (3.53) and skills to achieve intended results

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

[SOURCE: ISO 9000:2015, 3.6.6]

311

documented information

information (3.50) required to be controlled and maintained by an organization (3.01) and the medium on
which it is contained

Note 1 to entry: Documented information can be in any format and media and from any source.

Note 2 to entry: Documented information can refer to:

- the quality management system (3.33), including related processes (3.12);

- information (3.50) created in order for the organization (3.01) to operate (documentation);

- evidence of results achieved (records).

[SOURCE: ISO 9000:2015, 3.8.1.1.1]

3.12

process
set of interrelated or interacting activities which transforms inputs into outputs (3.46)

Note 1 to entry: Inputs to a process are generally outputs (3.46) of other processes.

4 E 1ISO 2014 1 All rights reserved
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Note 2 to entry: In some processes, some inputs become outputs (3.46) without any transformation e.g. a blueprint used in
a manufacturing process or a catalyst in a chemical process.

Note 3 to entry: Processes in an organization (3.01) are generally planned and carried out under controlled conditions to
add value.

Note 4 to entry: A process where the conformity (3.18) of the resulting output (3.46) cannot be readily or economically
validated is frequently referred to as a fAspeci al proce€

[SOURCE: ISO 9000:2015, 3.6.1]

3.13
performance
measurable result

Note 1 to entry: Performance can relate either to quantitative or qualitative findings.

Note 2 to entry: Performance can relate to the management (3.29) of activities, processes (3.12), products (3.47), services
(3.48), systems (3.31) or organizations (3.01).

[SOURCE: ISO 9000:2015, 3.7.5]

3.14

outsource (verb)

make an arrangement where an external organization (3.01)per f or ms par t o ffunctiom (325)
or process (3.12)

Note 1 to entry: An external organization (3.01) is outside the scope of the management system (3.04), although the
outsourced function (3.25), or process (3.12), is within the scope.

[SOURCE: ISO 9000:2015, 3.6.3]
3.15

monitoring
determining (3.67) the status of a system (3.31), a process (3.12) or an activity

Note 1 to entry: To determine the status, there may be a need to check, supervise or critically observe.

Note 2 to entry: Monitoring is generally a determination (3.67) of the object (3.36) being monitored, carried out at different
stages or at different times.

[SOURCE: ISO 9000:2015, 3.13.1.2]
3.16

measurement
process (3.12) to determine (3.67) a value

Note 1 to entry: According to ISO 3534-2:2006 the value determined is generally the value of a quantity.
[SOURCE: ISO 9000:2015, 3.13.3]

3.17

audit.

systematic and independent process (3.12) for obtaining objective evidence (3.61) and evaluating it

objectively to determine the extent to which the audit criteria (3.60) are fulfilled

Note 1 to entry: An audit can be an internal audit (first party), or an external audit (second party or third party), and it can

SsoO.

yani

be a combined audit or a joint audit.
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Note 2 to entry: Internal audits, sometimes called first-party audits are conducted by, or on behalf of, the organization
(3.01) itself for management (3.29) review (3.68)andot her i nternal purposes, and maly
declaration of conformity (3.18). In many cases, particularly in smaller organizations, independence can be demonstrated
by the freedom from responsibility for the activity being audited. - ISO DIS 9001 and 1SO DIS 9000 Comment

Note 3 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 (3.01), such as customers (3.26), 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 (3.18) to ISO 9001 or ISO 14001.

[SOURCE: ISO 9000:2015, 3.10.1, modified i the definition has been modified and the original Note 1 to entry
has been deleted]

3.18
conformity
fulfilment of a requirement (3.03)

Note 1 to term: In English the word 'conformance’ is synonymous but deprecated. In French the word 'compliance’ is
synonymous but deprecated.

[SOURCE: ISO 9000:2015, 3.5.6]

3.19
nonconformity
non-fulfilment of a requirement (3.03)

[SOURCE: ISO 9000:2015, 3.5.5]

3.20
corrective action
action to eliminate the cause of a nonconformity (3.19) and to prevent recurrence

Note 1 to definition: There can be more than one cause for a nonconformity (3.19).

Note 2 to entry: Corrective action is taken to prevent recurrence whereas preventive action is taken to prevent occurrence.
[SOURCE: ISO 9000:2015, 3.11.2]

3.21
continual improvement.
recurring activity to enhance performance (3.13)

Note 1 to entry: The process (3.12) of establishing objectives (3.08) and finding opportunities for improvement (3.28) is a
continual process through the use of audit findings (3.62) and audit conclusions, analysis of data (3.49), management
(3.29) reviews (3.68) or other means and generally leads to corrective action (3.21) or preventive action.

3.22

correction
action to eliminate a detected nonconformity (3.19)

Note 1 to entry: A correction can be made in conjunction with a corrective action (3.21).
Note 2 to entry: A correction can be, for example, rework or regrade.

[SOURCE: ISO 9000:2015, 3.11.3]

3.23

involvement.
engagement in, and contribution to, shared objectives (3.08)
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[SOURCE: ISO 10018:2012, 3.5]

3.24

context of the organization

business environment .

combination of internal and external factors and conditions that can have an effect on an organization's (3.01)
approach to its products (3.47), services (3.48) and investments and interested parties (3.02)

Note 1 to entry: The concept of context of the organization is equally applicable to not-for-profit or public service (3.48)
organizations (3.01) as it is to those seeking profits.

Note 2 to entry: In English this concept is often referred to by other phrases such as business environment, organizational
environment or ecosystem of an organization (3.01).

[SOURCE: ISO 9000:2015, 3.2.3]

3.25
function.
role to be carried out by a designated unit of the organization (3.01)

[SOURCE: ISO 9000:2015, 3.2.5]

3.26

customer

person or organization (3.01) that could or does not receive a product (3.47) or a service (3.48) is intended for
or required by this person or organization

EXAMPLES Consumer, client, end-user, retailer, input to internal process (3.12), beneficiary and purchaser.

Note to entry: A customer can be internal or external to the organization (3.01). Customers outside of the organization
are external customers. The output (3.46) of each internal process (3.12) is the input of the next process. The next
process is the internal customer of the preceding process.

[SOURCE: ISO 9000:2015, 3.2.6]

3.27

supplier

provider

person or organization (3.01) that provides a product (3.47) or a service (3.48)

EXAMPLE Producer, distributor, retailer or vendor of a product (3.47) or a service (3.48) or information (350).

Note 1 to entry: A provider can be internal or external to the organization (3.01).

Note 2toentry: Inacontractuals i t uati on, a supplier is sometimes calle

[SOURCE: ISO 9000:2015, 3.2.7]

3.28

improvement

activity to enhance performance (3.13)

Note to entry: Improvement can be achieved by a recurring or by a singular activity.

[SOURCE: ISO 9000:2015, 3.3.1]

)
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3.29
management
coordinated activities to direct and control an organization (3.01)

Note 1 to entry: Management can include establishing policies (3.07) and objectives (3.08) and processes (3.12) to
achieve these objectives.

Note 2 to entry: The term fimanagement 0 s o mfepeopleneith autharity end
responsibility for the conduct and control of an organization ( 3. 0 1) . When fimanagemento i
al ways be used with some form of qgualifier to ayv ofiadivities
defined above. For exampl e, fimanage memimanagement [ 80 05)s o
acceptable. Otherwise different words should be adopted to convey the concept when related to people e.g. managerial or
managers.

[SOURCE: ISO 9000:2015, 3.3.2]

3.30
quality management
management (3.29) with regard to quality (3.37)

Note to entry: Quality management generally includes establishment of the quality policy (3.34) and quality objectives
(3.45), quality planning, quality control, quality assurance and quality improvement.

[SOURCE: ISO 9000:2015, 3.3.2.1]

3.31
system
set of interrelated or interacting elements

[SOURCE: ISO 9000:2015, 3.4.1]

3.32
infrastructure
system (3.31) of facilities, equipment and services (3.48) needed for the operation of an organization (3.01)

3.33
quality management system
management system (3.04) with regard to quality (3.5.2)

[SOURCE: ISO 9000:2015, 3.4.1.2.1]
3.34

quality policy
policy (3.07) related to quality (3.37)

Note 1 to entry: Generally the quality policy is consistent with the overall policy (3.07) of the organization (3.01), can be
aligned withthe o r g a n i zvsioniamdmé&sion and provides a framework for the setting of quality objectives (3.45).

Note 2 to entry: Quality management (3.30) principles presented in this International Standard can form a basis for the
establishment of a quality policy (3.34)

[SOURCE: ISO 9000:2015, 3.4.5.1]
3.35
strategy

planned activities to achieve an objective (3.08).

[SOURCE: 1SO 9000:2015, 3.4.8]

s to pec
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3.36

object

entity

anything perceivable or conceivable

[ISO 1087-1:2000]
EXAMPLES Product (3.47), service (3.48), process (3.12), person, organization (3.01), system (3.31), resource.

Note 1 to entry: Objects may be material (e.g. an engine, a sheet of paper, a diamond), immaterial (e.g. conversion ratio, a
project plan) or imagined (e.g. a unicorn).

[SOURCE: ISO 9000:2015, 3.5.1]

3.37

quality

degree to which a set of inherent characteristics (3.65) of an object (3.36) fulfils requirements (3.03)

Note 1 to entry: The term Aqgualityo can be used with 4
Note 2 to entry: Alnherento, as o popjecs(23b). to Aassignedo,

[SOURCE: ISO 9000:2015, 3.5.2]

3.38

statutory requirement

obligatory requirement (3.03) specified by a legislative body
[SOURCE: ISO 9000:2015, 3.5.4.2]

3.39

regulatory requirement

obligatory requirement (3.03) specified by an authority mandated by a legislative body
[SOURCE: ISO 9000:2015, 3.5.4.3]

3.40

defect

nonconformity (3.19) related to an intended or specified use

Note 1 to entry: The distinction between the concepts defect and nonconformity (3.19) is important as it has legal
connotations, particularly those associated with product (3.47) and service (3.48) liability issues.

Note 2 to entry: The intended use as intended by the customer (3.26) can be affected by the nature of the information
(3.50), such as operating or maintenance instructions, provided by the supplier (3.27).

[SOURCE: ISO 9000:2015, 3.5.5.1]

341

traceability

ability to trace the history, application or location of an object (3.36)

Note 1 to entry: When considering a product (3.47) or a service (3.48), traceability can relate to:

- the origin of materials and parts;

- the processing history; and

- the distribution and location of the product (3.47) or service (3.48) after delivery.

E ISO 2014 7 All rights reserved 9
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Note 2 to entry: In the field of metrology the definition in ISO/IEC GUIDE 99: 2007, is the accepted definition.
[SOURCE: ISO 9000:2015, 3.5.8]

3.42
innovation
process (3.12) resulting in a new or substantially changed object (3.36)

Note 1 to entry: The object (3.36) for the purpose of innovation can be e.g. a management system (3.04), a process
(3.12),a product (3.47), a service (3.48) or technology.

[SOURCE: ISO 9000:2015, 3.6.1.2]

3.43
contract
binding agreement

[SOURCE: ISO 9000:2015, 3.6.4]

3.44

design and development

set of processes (3.12) that transforms requirements (3.03) for an object (3.36) into more detailed
requirements

Note 1 to entry: The requirements (3.03) forming input to design and development can be expressed in a broader, more
general sense than the requirements forming the output (3.46) of design and development. In a project there can be
several design and development stages.

Note2 to entry: In English the words fidesigno and fAdevel
used synonymously and sometimes used to define different stages of the overall design and development. In French the
words fAconcepdaliopme mtnd dirddk vt he term Aconception et deve
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 (3.47) design and development, or process (3.12) design and development.

[SOURCE: ISO 9000:2015, 3.6.5]

3.45
quality objective
objective (3.08) related to quality (3.37)

Note 1 to entry: Quality objectives are generally based on the organization's (3.01) quality policy (3.34).
Note 2 to entry: Quality objectives are generally specified for relevant functions (3.25) and levels in the organization (3.01).
[SOURCE: ISO 9000:2015, 3.7.1.1]

3.46

output

result of a process (312)

Note 1 t o e fhenre gre fiiuogemnepcloutput categories, as follows:
8 services (e.g. transport);

0 software (e.g. computer program, dictionary);

8 hardware (e.g. engine mechanical part);
o}

processed materials (e.g. lubricant).

10 E 1ISO 2014 1 All rights reserved
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Many outputs comprise elements belonging to different generic output categories. Whether the output is then called service,
product, software, hardware or processed material depends on the dominant element. For example, a car consists of hardware (e.g.
tires), processed materials (e.g. fuel, cooling liquid), software (e.g. engine control software, driver's manual), and service (e.g.
operating explanations given by the salesman).

Note 2 t o eTheawnershipofa prgbuctcan usually be transferred. This is not necessarily the case for a service.
[SOURCE: ISO 9000:2015, 3.7.3]

3.47

product

output (3.46) that is a result of activities where none of them necessarily is performed at the interface between
the provider (3.27) and the customer (3.26)

Note 1 t o e nHadware iismeneralyutangible :and its amount is a countable characteristic. Processed materials are
generally tangible and their amount is a continuous characteristic. Hardware and processed materials often are referred to as goods.
Software consists of information and is generally intangible and can be in the form of approaches, transactions or documented
information (3.11).

[SOURCE: ISO 9000:2015, 3.7.3.1, modified i Note 1 to entry has been modified]

3.48

service

intangible output (3.46) that is the result of at least one activity necessarily performed at the interface between
the provider and the customer

Not e 1 t o e nProvigon diasservice cacimvave, for example, the following:

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

0 an activity performed on a customer-supplied intangible product (e.g. the income statement needed to prepare a tax return);
0 the delivery of an intangible product (e.g. the delivery of information in the context of knowledge transmission);

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

A service is usually experienced by the customer.

[SOURCE: ISO 9000:2015, 3.7.3.2]

3.49
data
facts about an object (3.36)

[SOURCE: ISO 9000:2015, 3.8.1]

3.50

information

meaningful data (3.49)

[SOURCE: ISO 9000:2015, 3.8.1.1]

3.51

objective evidence

data (3.49) supporting the existence or verity of something

Note 1 to entry: Objective evidence may be obtained through observation, measurement (3.16), test, or other means.

Note 2 to entry: Objective evidence for the purpose of audit (3.17) generally consists of records, statements of fact or other
information (3.50) which are relevant to the audit criteria (3.60) and verifiable

E ISO 2014 7 All rights reserved 11
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[SOURCE: ISO 9000:2015, 3.8.1.2]

3.52
information system
<QMS> network of communication channels used within an organization (3.01)

[SOURCE: ISO 9000:2015, 3.8.2]
3.53

knowledge
available collection of information (3.50) being a justified belief and having a high certainty to be true

[SOURCE: ISO 9000:2015, 3.8.3]

3.54

verification

confirmation, through the provision of objective evidence (3.51), that specified requirements (3.03) have been
fulfilled

Note 1 to entry: The objective evidence needed for a verification can be the result of an inspection or of other forms of
determination (3.67) such as performing alternative calculations or reviewing documented information (3.11).

Note 2 to entry: The activities carried out for verification are sometimes called a qualification process (3.12)

Note 3 to entry: The word fAverifietdds. i s used to designadg
[SOURCE: ISO 9000:2015, 3.8.5, modified T Note 1 to entry has been modified]

3.55

validation

confirmation, through the provision of objective evidence, that the requirements (3.03) for a specific intended

use or application have been fulfilled

Note 1 to entry: The objective evidence (3.51) needed for a validation is the result of a test or other form of determination
(3.67) such as performing alternative calculations or reviewing documented information (3.11).

Note2toent ry: The word fAvalidatedo is used to designate th
Note 3 to entry: The use conditions for validation can be real or simulated.

[SOURCE: ISO 9000:2015, 3.8.6, modified i Note 1 to entry has been modified]

3.56

feedback

opinions, comments and expressions of interest in a product, a service or a complaints-handling process
[SOURCE: ISO 9000:2015, 3.9.2]

3.57

customer satisfaction

customerdbs (3.26) percepbi whi oh t hexpattatigns bagecoeed filfilled

Note 1 to entry: It can be that the ¢ u s t o rfBe26)despectation is not known to the organization (3.01), or even to
himself/herself until the product (3.47) or service (3.48) 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 generally implied or obligatory.

Note 2 to entry: Complaints (3.58) are a common indicator of low customer satisfaction but their absence does not

necessarily imply high customer satisfaction.

12 E 1ISO 2014 1 All rights reserved
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Note 3 to entry: Even when customer (3.26) requirements (3.03) have been agreed with the customer and fulfilled, this
does not necessarily ensure high customer satisfaction.

Note 4 to entry: See I1SO 10004, Quality Management & Customer satisfaction 0 Guidelines for monitoring and
measuring.

[SOURCE: ISO 9000:2015, 3.9.3]

3.58

complaint

<customer satisfaction> expression of dissatisfaction made to an organization (3.01), related to its product
(3.47) or service (3.48), or the complaints-handling process (3.12) itself, where a response or resolution is
explicitly or implicitly expected

[SOURCE: ISO 9000:2015, 3.9.4]

3.59
audit programme
set of one or more audits (3.17) planned for a specific time frame and directed towards a specific purpose

[SOURCE: ISO 9000:2015, 3.10.9]

3.60

audit criteria

set of policies (3.07), documented information (3.11) or requirements (3.03) used as a reference against which
audit evidence (3.61) is compared

[SOURCE: ISO 9000:2015, 3.10.12, modified]

3.61

objective / audit evidence

records, statements of fact or other information (3.50), which are relevant to the audit criteria (3.60) and
verifiable

[SOURCE: ISO 9000:2015, 3.10.13]

3.62
audit findings
results of the evaluation of the collected audit evidence (3.61) against audit criteria (3.60)

Note 1 to entry: Audit findings indicate conformity (3.18) or nonconformity (3.19).

Note 2 to entry: Audit findings can lead to the identification of opportunities for improvement (3.28) or recording good
practices.

Note 3 to entry: In English, if the audit criteria (3.60) are selected from statutory requirements (3.38) or regulatory
requirements (3.39), the audit finding can be called compliance or non-compliance.

[SOURCE: ISO 9000:2015, 3.10.14]

3.63

concession

permission to use or release (3.64) a product (3.47) or service (3.48) that does not conform to specified
requirements (3.03)

Note to entry: A concession is generally limited to the delivery of products (3.47) and services (3.48) that have
nonconforming (3.19) characteristics (3.65) within specified limits and is generally given for a limited quantity of products
and services, for a period of time, and for a specific use.

E ISO 2014 7 All rights reserved 13




627
628
629
630

631
632

633
634
635
636
637
638

639

640

641

642

643

644

645

646

647
648
649
650
651
652
653

654
655
656
657
658
659
660
661

662
663

ISO/WD TS 9002

[SOURCE: I1SO 9000:2015, 3.11.5]

3.64

release

permission to proceed to the next stage of a process (3.12)

Note to entry: In English, in the context of software and documented information ( 3. 1 1) , the word
used to refer to a version of the software or the documented information itself.

[SOURCE: ISO 9000:2015, 3.11.7, modified i The Note to entry has been modified]
3.65

characteristic

distinguishing feature

Note 1 to entry: A characteristic can be inherent or assigned.

Note 2 to entry: A characteristic can be qualitative or quantitative.

Note 3 to entry: There are various classes of characteristic, such as the following:

f

a) physical (e.g. mechanical, electrical, chemical or biological characteristics);
b) sensory (e.g. related to smell, touch, taste, sight, hearing);

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

d) temporal (e.g. punctuality, reliability, availability).

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

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

[SOURCE: ISO 9000:2015, 3.12.1]

3.66

performance indicator

performance metric

characteristic (3.65) having significant impact on realization of the output (3.46) and customer satisfaction
(3.57)

EXAMPLES Nonconformities (3.19) per million opportunities, first time capability, nonconformities per unit.
Note to entry: The characteristic (3.65) can be quantitative or qualitative

[SOURCE: ISO 9000:2015, 3.12.1.2]

3.67

determination
activity to find out one or more characteristics (3.65) and their characteristic values

[SOURCE: ISO 9000:2015, 3.13.1]

3.68

review

determination (3.67) of the suitability, adequacy or effectiveness (3.06) of an object (3.36) to achieve
established objectives (3.08)

14 E 1ISO 2014 1 All rights reserved
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664 EXAMPLES Management (3.29) review, design and development review, review of customer (3.26) requirements
665 (3.03), nonconformity (3.19) review and peer review.

666 Note to entry: Review can also include the determination (3.67) of efficiency.
667 [SOURCE: ISO 9000:2015, 3.13.1.1]

668 |3.69

669 |measuring equipment

670 measuring instrument, software, measurement standard, reference material or auxiliary apparatus or
671 |combination thereof necessary to realize a measurement (3.16) process (3.12)

672 [SOURCE: ISO 9000:2015, 3.13.5]
673

674 4 Context of the organization

675 4.1 Understanding the organization and its context

ISO/DIS 9001:2014, Quality management systems - Requirements

4.1 Understanding the organization and its context

The organization shall determine external and internal issues that are relevant to its purpose and its
strategic direction and that affect its ability to achieve the intended result(s) of its quality management
system.

The organization shall monitor and review the information about these external and internal issues.

NOTE 1 Understanding the external context can be facilitated by considering issues arising from legal, technological,
competitive, market, cultural, social, and economic environments, whether international, national, regional or local.

NOTE 2  Understanding the internal context can be facilitated by considering issues related to values, culture
knowledge and performance of the organization.

676

677 No organisation is an island. I SO 9001 is intended
678 products and services they expect within their interrelationship context. In order to support and develop this

679 relationship, the organisation needs to understand the stakeholders besides its customer.

680

681 These stakeholders are those that influence the orga
682 organisation is already in contact with and can include:

683

684 1 Trade associations

685 I Regulators

686 I Property owners (e.g. shopping centre, industrial park etc.)
687 I Trade Unions

688 I Board of Directors

689 M Investors

690 I Government or quasi-government bodies

691 i Sponsors

692 1 Lenders and banks

693 1 Etc.

694
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The reason for identifying the stakeholders is to provide an input into the risk assessment (Clause 6.1). The
documentation which will show that the stakeholders have been considered will be part of the risk
assessment.

4.2 Understanding the needs and expectations of interested parties

ISO/DIS 9001:2014, Quality management systems - Requirements

4.2 Understanding the needs and expectations of interested parties

Due to their impact or potential impact ont he or gani sati ondés abe pradacts and
services that meet customer and applicable statutory and regulatory requirements, the organization shall
determine:

e) the interested parties that are relevant to the quality management system;

f)  the requirements of these interested parties that are relevant to the quality management system.

The organization shall monitor and review the information about these interested parties and their relevant
requirements.

The organisation and its stakeholders have a relationship in which each of the parties have needs and
expectations of the other.

For example:

i The Board of Directors may wish to ensure the organisation makes sufficient profit to return
investment to shareholders

T A regulator may wish to be sati sfwithisrutehat t he

1 The organisation may expect a trade association to maintain a satisfactory working environment and
lobby on its behalf.

1 An organisation in a chain of supply may expect its customer or supplier to maintain production
output and quality standards

1 An architect will have to design buildings to meet planning and building codes

1 A structural engineer will use accepted codes of practice to ensure design safety

The organisation could also voluntarily subscribe to policies of Social Responsibility (e.g. ISO 26000) and may
adhere to codes of ethics, anti-bribery and employee welfare.

The key is to understand the relevant requirements of the relevant interested parties. This is illustrated in the
following diagram:

16
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Interested Parties
/ Relevant Interested Parties \

Redquirements

[ Relevant Requirements }

\_ /

The number of stakeholders reflects more the complexity of the business than its size.

As with Clause 4.1, the output of this process feeds into the risk assessment (Clause 6.1) and is documented
there.

4.3 Determining the scope of the quality management system

ISO/DIS 9001:2014, Quality management systems - Requirements
4.3 Determining the scope of the quality management system

The organization shall determine the boundaries and applicability of the quality management system to
establish its scope.

When determining this scope, the organization shall consider:

a) the external and internal issues referred to in 4.1,

b) the requirements of relevant interested parties referred to in 4.2;
c) the products and services of the organization.

Where a requirement of this International Standard within the determined scope can be applied, then it shall
be applied by the organization.

I f any requirement(s) of this International St anid
ability or responsibility to ensure conformity of products and services.

The scope shall be available and be maintained as documented information stating the:
% products and services covered by the quality management system;

% justification for any instance where a requirement of this International Standard cannot be applied.

E ISO 2014 7 All rights reserved 17
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The scope of the quality management system it determined by the organisation. Under the definition of
organisation, it can be the whole or part of the entity. The scope of the Quality Management System can
therefore be:

An office

A factory

The purchasing department

A logistics function

A chain of shops

A restaurant

etc.

E R

The scope of the organisation will affect its relevant stakeholders and their requirements.

The interface of the organisation, at its boundaries, needs to be understood; this interface is normally with its
customers, internal customers, suppliers and external providers.

The requirements of ISO 9001:2015 are generic and, therefore, depending on the scope and the products and
services offered by the organisation will have varying degrees of application. In ISO 9001:2015, if a
requirement can be applied, then it should be. If, for the reason of scope, the requirement can not be applied,
the reason for this needs to be stated.

Thisisverysimilar t o the fexclusionso im | SO 9001: 2008 except

only be applied to clause 7 and its sub-clauses.
As examples of requirements that can not be applied:

9 aburger bar would consider that it does not do any design and that the food it produces is sold on the
basis of a self-explicit menu. It might also determine that it has no customer supplied product.

1 a company making wooden furniture may not have any need for traceability (e.g. from tree to
furniture).

In reality, most companies will only find their not applicable requirements in clauses 7 and 8 since the other
clauses cover general management activities which, to some degree, have universal applicability.

Where the organisation states this'is very much up to the organisation. A documented scope statement might
be one way of recording this information but this can also be included in its policy or other document.

Where an organisation fAoutsourcesodo some par t sestiogf
sterilisation etc.), these are external suppliers and are controlled in accordance with clause 8.6

4.4 Quality management system and its processes

ISO/DIS 9001:2014, Quality management systems - Requirements

4.4 Quality management system and its processes

The organization shall establish, implement, maintain and continually improve a quality management
system, including the processes needed and their interactions, in accordance with the requirements of this

International Standard.

The organization shall determine the processes needed for the quality management system and their
application throughout the organization and shall determine:

a) the inputs required and the outputs expected from these processes;

18 E 1ISO 2014 1 All rights reserved
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b)

c)

d)

f)

9)

h)

The organization shall maintain documented information to the extent necessary to support the operation
of processes and retain documented information to the extent necessary to have confidence that the
processes are being carried out as planned.

the sequence and interaction of these processes;

the criteria, methods, including measurements and related performance indicators needed to ensure
the effective operation, and control of these processes;

the resources needed and ensure their availability;
the assignment of the responsibilities and authorities for these processes;

the risks and opportunities in accordance with the requirements of 6.1, and plan and implement the
appropriate actions to address them,;

the methods for monitoring, measuring, as appropriate, and evaluation of processes and, if needed,
the changes to processes to ensure that they achieve intended results;

opportunities for improvement of the processes and the quality management system.

This clause is intended to cover the requirement for your organization to set up a quality management
system and broadly sets out the activities associated with this. These activities are described in greater detall
in the remainder of the standard.

To meet the requirements, you will now need to ensure that the activities described in a) to h) have been
included in your quality management system. In effect, they describe the anatomy of a process.

The extent to which processes need to be detailed depends on the complexity and stability of the activities
that constitute the process.

Simple processes will require only simple explanations. Complex processes will require sufficient explanation
to enable people to understand the activities and tasks, and the inter-relationships, to the extent necessary to
effectively implement their roles.

Some actions you can take are:

i Define objectives of the system and processes necessary to achieve them;

i Establish authority, responsibility and accountability for managing processes;

i Understand the organizationés cap abpribritotagtiens and

i Determine process interdependencies and analyze the effect of modifications to individual
processes on the system as a whole;

i Manage processes and their interrelations as a system to achieve the organization's quality
objectives effectively and efficiently;

i Ensure the necessary information is available to operate and improve the processes and to
monitor, analyze and evaluate the performance of the overall system;

il Manage risks which can affect outputs of the processes and overall outcomes of the quality

management system

The requirement for documentation is that the processes be defined and that records be maintained to show
that the outputs of the processes were as planned.  Processes can be defined graphically, in words or a
combination of both. Techniques such as flow charting and swim-lane diagrams are often used to do this.

The controls described in the processes should correlate with the outputs of the risk based thinking in Clause
6.1

E I1SO 2014 7 All rights reserved 19
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827 It may be helpful to refer to the introduction of ISO 9001:2015 where it sets out the process approach and the
828 context of the quality management system.
829

ANATOMY OF A PROCESS

WHAT: Equipment & Materials WHO: Personnel & Competencies
Enter details of the machine, Enter personnel requirements,
materials test equipment, computer including special skills, compet
. systems, software, eic, used in the e lfr‘zquiomsnm. training id
process requirements, restrictions, etc.
INPUTS Process OUTPUTS
Enter detal of the scinl process opd —documents Enter Cusiomer, Suppor o et ot ik e A
! 25 Menagement Frocess MEASURE of effectiveness

Ay

CRITERIA: Objectives & Targets

HOW: Documentation/Method

Enter linked process controls, Enter the measures of the process
o Support processes mmms o [effectiveness & efficiencies such as
procedures, set-up illustrations, goals, targets and objectives

specific methods used, elc

830
831

832 5 Leadership
833 5.1 Leadership and commitment

834 5.1.1 Leadership and commitment for the quality management system

ISO/DIS 9001:2014, Quality management systems - Requirements

5 Leadership

5.1 Leadership and commitment

5.1.1 Leadership and commitment for the quality management system

Top management shall demonstrate leadership and commitment with respect to the quality management
system by:

a) taking accountability of the effectiveness of the quality management system;

b) ensuring that the quality policy and quality objectives are established for the quality management
system and are compatible with the strategic direction and the context of the organization;

20 E ISO 2014 i All rights reserved
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c) ensuring that the quality policy is communicated, understood and applied within the organization;

d ensuring the integration of the quality mana
business processes;

e) promoting awareness of the process approach;
f)  ensuring that the resources needed for the quality management system are available;

g) communicating the importance of effective quality management and of conforming to the quality
management system requirements;

h) ensuring that the quality management system achieves its intended results;

i) engaging, directing and supporting persons to contribute to the effectiveness of the quality
management system;

j)  promoting continual improvement;

k) supporting other relevant management roles to demonstrate their leadership as it applies to their
areas of responsibility.

NOTE Ref erence to fAbusinesso in this International St
that are core to the purposes of t hnizationrispablicjprvate, fooprofit er e
not for profit.

835

836 Guidance

837

838  This clause helps identify actions in which top management is personally involved with and directs in the
839 organization.

840  Visible support, involvement and commitment of the organizatond6s t op management i s
841  successful implementation of the quality management system. It sets the tone and expectations, increases
842 acceptance, and motivates personnel to be engaged in the QMS initiatives. It can provide reassurance to
843 external parties that an effective management system is likely in place.

844
845 Top management is defined in I SO 9000 as the fiperson
846 organi zation at the highest |l evelo. I n partnersraad alfewkeyg a n i

847 people who report directly to them. ISO 9001 requires that such a person or group of people demonstrate their

848 commitment to the quality management system. The clause lists the actions necessary to demonstrate that

849 commitment.

850

851  Top management may not perform all of these actions themselves (e.g., they may delegate responsibility to

852 others), but they are accountable for making sure they are performed.

853  Top management should create a culture and environment that encourages people with leadership roles (not

854  necessarily formal management positions, e.g. team leaders) to work actively towards implementing the

855 requirements of the management system and seeking to achieve the quality management system objectives.

856 Many of the requirements for management commitment are activities that management currently performs.

857

858 Top management is also responsible for ensuring the integration of the quality management system

859 requirements into the organization6s b u $orpnoétorsrelapedtoc e s ¢
860 education, the organization does not use the word bt
861  Standard should can be interpreted broadly to mean those activities that are core to the purposes of the

862 or gani z adgtenae;nwbesher ¢hg drganization is public, private, for profit or not for profit. In this situation,

863 business processes are those traditional processes in the organization that contribute to deliver the products

864  and services offered by the organizaton. An exampl e of a fibusiness proces
865  central human resource function, which may be responsible for ensuring that the competency requirements of

866 the QMS are met.
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An example of application of ensuring the integration of the QMS requirements is by top management
ensuring that business processes of the organization are considered when implementing QMS requirements.

This can be achieved by not separating QMS processes from other processes of the organization.

Top management should demonstrate the leadership and commitment in ensuring that the organization is
achieving intended results. Intended results are where an organization needs to demonstrate its ability to
provide product or service that meets customer and applicable statutory and regulatory requirements, and
aims to enhance customer satisfaction though the effective application of the quality management system,
including processes for continual improvement of the system and the assurance of conformity to customer and
applicable and regulatory requirements.

Organizations may establish different methods for how they ensure the intended results are met. =~ Some
methods might be the monitoring of the performance of quality objectives and changes in external and internal
issues. This can be achieved by top management reviewing the changes in internal and external issue and
performance of the objectives in management review, in other meetings, or other reviews of objectives and
taking actions when the organization is not meeting the target of the objective or when a change is needed to
the QMS. Taking action could include issuing a corrective action, providing resources to achieve the
objectiveé

Top management is responsible for promoting awareness of the process approach. It is important for top
management to understand how results can be achieved by using this approach. This can be achieved by
promoting the requirements in clause 4.4 quality management system and its processes. Examples of
promoting the awareness of the process approach could be by management demonstrating that they use the
process approach in their work, encouraging employees to follow the process approach and incorporating it
into the culture of the organization such as including information on the processes of the organization during
employee meetings and orientation.

5.1.2 Customer focus

ISO/DIS 9001:2014, Quality management systems - Requirements
5.1.2 Customer focus

Top management shall demonstrate leadership and commitment with respect to customer focus by
ensuring that:

a) customer requirements and applicable statutory and regulatory requirements are determined and met;

b) the risks and opportunities that can affect conformity of products and services and the ability to
enhance customer satisfaction are determined and addressed;

c) the focus on consistently providing products and services that meet customer and applicable statutory
and regulatory requirements is maintained;

d) the focus on enhancing customer satisfaction is maintained.

Guidance
This clause makes clear that, irrespective of who actually undertakes the interaction with the customer, it is

the responsibility of top management to make certain that these requirements are understood and that the
necessary resources are available.
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The Organizatonneed t o address whatodés i mportant to itself and
regulatory requirements relating to products and services, as appropriate (see 5.2.1 c).
Actions that the top management should promote and support in the Organization include:

- Recognize direct and indirect customers as those who receive value from the organization.

- Understand customersd current and future needs an
and with other relevant interested parties, by carrying out market/customer surveys, having access to
industry reports, etc.

- ldentifying niche market opportunities

- Link the organizationébés objectives to customer ne

- Communicate customer needs and expectations throughout the organization.

- Plan, design, develop, produce, deliver and support products and services to meet customer needs
and expectations.

- Measure and monitor customer satisfaction and take appropriate actions.

- Determine and take actions on i nt dateas affecdcuspomert i e s 6

satisfaction.
- Actively manage relationships with customers to achieve sustained success

In order to do the above in a consistent and systematic way, top management should provide resources for
the implementation of suitable methods and related competence.

In more complex Organization, these methods and competence could be those required for a formal Risk
Management

928 5.2 Quality policy

ISO/DIS 9001:2014, Quality management systems - Requirements
5.2 Quality policy

5.2.1 Top management shall establish, review and maintain a quality policy that:

a)
b)
<)
d)

5.2.2 The quality policy shall:

is appropriate to the purpose and context of the organization;
provides a framework for setting and reviewing quality objectives;
includes a commitment to satisfy applicable requirements;

includes a commitment to continual improvement of the quality management system.

a) be available as documented information;
b) be communicated, understood and applied within the organization;
c) be available to relevant interested parties, as appropriate.
929
930 General
931
932 Top management should use the quality policy as a means of leading the organization toward improvement of
933 its performance.
934
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An organization's quality policy should be an equal and consistent part of the organization's overall policies
and strategy

- The intent of the clause on Quality Policy is to specify the high level organizational commitments
required of the |1 SO 9001, taking into account
quality objectives which the organization sets for itself.

- Documentation of the policy is created and controlled in accordance with the requirements of
Documented information (7.5).

The Quality Policy is communicated internally in accordance with the requirements of the Communication
clause (7.4). It also should be made available to other interested parties.

While the quality policy is expected to contain a commitment to satisfy applicable requirements, in particular
laws and regulations, it is understood that even the most effective QMS will not guarantee full compliance at
any particular point in time. Under such circumstances, it should not be considered out of conformance so
long as the QMS results in the prompt detection and corrective action of the system deficiencies that
contributed to the instance(s) of noncompliance

Guidance:

Quality policy is a document (documented information), which should be developed with the practical
participation of top management (as follows from Clause 5.1.1). It may consist of one document, may be
contained in several documents or form part of other document. Like any other documented information may
be in any form, in any medium and from any source. For example, the quality policy can be:

- aseparate document, stated on paper;

- an application to other documented information, for example, a QMS scope;

- apart of the constituent legal documents of the organization;

- aset of data in an electronic cloud, etc;

Quiality Policy contains the intentions of the organization and direction of its activities related to quality. Quality
policy may be linked to the vision and mission of the organization. To develop a quality policy can be used
quality management principles, for example, statements on the intentions and directions of development of the
organization on customer focus, process approach, engagement of people, etc.

Clause 5.2 of 1SO 9001:2015 is composed of two subclauses, the first of which (5.2.1) contains the
requirements for the content of the quality policy:

- The content of the policy should comply with the purpose of the organization and should take into
account the internal and external factors, which during the implementation of the requirements of
section 4.1 were considered relevant to the quality management system.

- The quality policy directions, content and structure should form a logical basis for the quality
objectives content. For example, the structure in which the list of quality objectives are developed in
accordance with the list of directions of development outlined in the quality policy.

- The quality policy should include a specific commitment of the top management to meet the
requirements that have been considered related to the quality management system during the
implementation of the requirements of clause 4.2. This creates a documented evidence of this
commitment that should be used to form personnel awareness of the importance of these
requirements.

- The quality policy should include a specific statement of the top management commitment to
continual improvement of the quality management system. This creates a documented evidence of
this commitment that should be used to form personnel awareness of the importance of these
improvements. The clause 5.2.1 ¢) and d) does not include any requirement about the words that an
Organization shall use to express the commitment above. Therefore, an Organization may use terms
not necessarily identical to the ones cited in the clause. Nevertheless, in order to satisfy the
requirement, the statement of the quality policy needs to expressly address a commitment to satisfy
the applicable requirements, and a commitment to continual improvement of the QMS

- The Quality Objectives should be traceable to the Quality Policy; therefore, the Quality Policy should
provide a clear framework for setting, deploying and reviewing the Quality Objectives
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993 - The Quality Policy also needs to be reviewed from time to time to determine if it is still appropriate for
994 the Organization. Things to consider would be if the policy is still relevant to the changes in external
995 and internal issues that are relevant to the quality management system, including its strategic
996 direction; This could be carried out during the management review required in 9.3.1
997
998  The second subclause (5.2.2) contains requirements for the control and usage of the quality policy:
999 - The quality policy should be in the form of documented information and, accordingly, be controlled in
1000 accordance with the requirements stated in section 7.5 of ISO 9001:2015.
1001 - A documented information could be for example, a publicly displayed copy of the quality policy signed
1002 by the companydés owner. Another method is to pres
1003 records of the meetings.
1004 - The main intention of the quality policy is to inform all personnel about the directions of development
1005 of the organization and commitments related to requirements compliance and improvement. That is
1006 why the organization should make constant efforts to ensure awareness and application of the quality
1007 policy throughout the organization.
1008 - If the organization decides that the communication of its quality policy to certain interested parties can
1009 benefit the organization, it should develop and implement actions to communicate the quality policy
1010 for those parties.
1011 - Communicating the Quality Policy to the external providers or to the partners could be necessary as a
1012 condition to ensure the capacity of the Organization to provide products and services that fulfill the
1013 requirement and to achieve and improve the customer satisfaction.
1014 - Communicating the Quality Policy to the Customer and to other relevant interested parties in the
1015 context of the Organization, such as the Community, could be a basis for the involvement of these
1016 parties in the Quality Management System, as necessary to obtain and sustain the long term success
1017 of the Organization.
1018 - The decision of communicating, or not, the Quality Policy to the interested parties, should be
1019 supported by a rationale and by a risk based approach, in order to ensure its appropriateness.
1020

1021  The quality policy also needs to be reviewed from time to time to determine if it is still appropriate for your
1022 organization. Things to consider would be if the policy is still relevant to the purpose of the organization. For
1023 example, if the organization has increased its scope to include design as part of its product offerings in order
1024 to increase market share, the quality policy might need to be revised to reflect that change. This could be
1025 carried out during the management review required in 5.6
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5.3 Organizational roles, responsibilities and authorities

ISO/DIS 9001:2014, Quality management systems - Requirements
5.3 Organizational roles, responsibilities and authorities

Top management shall ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood within the organization.

Top management shall assign the responsibility and authority for:

a) ensuring that the quality management system conforms to the requirements of this International
Standard;

b) ensuring that the processes are delivering their intended outputs;

c) reporting on the performance of the quality management system, on opportunities for improvement
and on the need for change or innovation, and especially for reporting to top management;

d) ensuring the promotion of customer focus throughout the organization;

e) ensuring that the integrity of the quality management system is maintained when changes to the
guality management system are planned and implemented.

General

The intent of the clause on Organization roles, responsibilities and authorities is to assign responsibility and
authority for the implementation of the MS requirements to relevant roles within the organization.

Top management is accountable for these responsibilities and authorities being assigned and communicated
to the respective persons performing those roles.

Guidance

To ensure effective operation of the quality management system as a system of interacting processes, the top
management should define, assign and communicate authorities and responsibilities to personnel performing
relevant functions/operations/roles in relevant processes. Purposes of these actions are stated in paragraphs
from a) to e) of this clause (5.3) of the standard. It is very important for the organization to ensure a balance
between authorities and responsibilities.

There is no requirement of a specified "organizational level" for the people appointed to do the actions listed in
the bullets a) to e). It is important that their authority is recognized "in facts", within the organization. When
something listed in a) to e) are not consistently achieved, a root-causes analysis should include the authority
issues.

There is no documented information requirement in this clause, so the organization can select a method of
definition, assignment and communication of authorities and responsibilities, for example by:

- documented job descriptions, work instructions, manuals, procedures, etc.

- training;

- verbal instructions;

- technical means of usage restriction of premises/manufacturing equipment;

- restrictions on access to electronic databases;

- algorithms for processing of information flows, etc.

26 E ISO 2014 i All rights reserved



ISO/WD TS 9002

1057  Top management needs to ensure that everyone knows what they are expected to do (responsibilities), what
1058 they are allowed to do (authorities), and that they understand how these responsibilities and authorities relate
1059  to each other.

1060

1061  The description of responsibilities and authorities should not leave any ambiguities where there is interaction
1062 between people. The Organization need to make sure that everyone knows where their responsibility (and

1063 authority) ends and another personébés starts. I n this
1064  who does what.
1065

1066 The descriptions do not have to be elaborate or complex. It is important that the descriptions clearly reflect the
1067 real life situation and allow for flexibility.

1068

1069 If the Organization need to detail the responsibilities and authorities, a job description or a simple organization
1070 chart might be sufficient. Alternatively, the responsibilities and authorities might be included in the
1071  Organization's process documents or documented procedures. Other methods which suit the Organization's
1072  way of working could be equally satisfactory, provided that the responsibilities and authorities are
1073  communicated to and understood by those involved.

1074

1075 In a small Organization, as there are a limited number of people available to carry out the tasks required in
1076 this clause, there will frequently be a need to plan for sharing duties and responsibilities and for people to be
1077 abl e to do jeba dohexanpla eéuring olidays, when managers are away from the facility or in
1078 cases of accident or illness. (cross-training)

1079

108® Planning for the quality management system

10856.1 Actions to address risks and opportunities

ISO/DIS 9001:2014, Quality management systems - Requirements

6 Planning for the quality management system

6.1 Actions to address risks and opportunities

6.1.1 When planning for the quality management system, the organization shall consider the issues referred to
in 4.1 and the requirements referred to in 4.2 and determine the risks and opportunities that need to be
addressed to:

a) give assurance that the quality management system can achieve its intended result(s);

b) prevent, or reduce, undesired effects;

c) achieve continual improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and opportunities;
b) how to:

1) integrate and implement the actions into its quality management system processes (see 4.4);

2) evaluate the effectiveness of these actions.

Actions taken to address risks and opportunities shall be proportionate to the potential impact on the conformity
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of products and services.

NOTE Options to address risks and opportunities can include: avoiding risk, taking risk in order to pursue an
opportunity, eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining
risk by informed decision.

082
083 Guidance:

084  All organizations need to develop a QMS that is appropriate for the type of product and services they provide.
1085 In planning this it is important to consider the current context and the needs and expectations of interested
1086 parties. This should identify key issues that need to be considered when planning the QMS. The planning at
087 this stage is at a strategic level and consideration of these issues by top management of the organization
1088  should result in the development of a quality policy setting out purpose of the organization as well as the
089  strategic direction for the next 3-5 years, the scope of the QMS as well as the a determination of the
090 processes needed. Planning for the delivery of these QMS process can then begin.

091  The purpose of planning is to anticipate potential scenarios and consequences, and as such is preventive in
1092  addressing undesired effects before they occur. Similarly, it looks for favourable conditions or circumstances
1093  that can offer a potential advantage or beneficial outcome and includes planning for those worthy of pursuit.

094 Planning also includes determining how to incorporate the actions deemed necessary or beneficial into the
1095 MS, either through objective setting (6.2), operational control (8.1) or other specific clauses of the MS, e.g.
1096 resource provisions (7.1), competence (7.2).

097

1098 The mechanism for evaluating the effectiveness of the action taken is also planned, and can include
1099 monitoring, measurement techniques (9.1), internal audit (9.2) or management review (9.3).

1100  This is generally what is involved in risk assessment

101

102 Risk is defined as the effect of uncertainty on an expected result (3.09). The establishment of the QMS is to
1103 focus on achieving the expected results.

104

1105 The risks will vary depending on what the types of products and services offered as well as the nature of the
1106 business itself

107
1108 For example a business that sells offipeodtatso@nefTlye mays
1109 may have a one shop that offers a fiwalk in serviceo. P

110 for sale in the shop. Product are low risk themselves and but there are perhaps risks regarding supply of

111 product, range of products offered, lack of repeat customers etc. If they are to remain competitive and

112 continue to grow some fAmarket analysisodo may be needed t
1113  there alternative suppliers, should the model change from walk-in to on-line etc. Top management have a role

114  here in reviewing the output of any such analysis and determining the strategic direction for the organization.

115  The QMS then needs to be planned to meet this.

1116 A medical centre offering a range of medical services to referred patients will have many more interested

117 parties and context issues to consider in the development of their QMS. There are patient safety issues to

118 address as well as having sufficient expertise in house, insurance claims, public vs private funding etc.

119 There is no requirement in 1ISO 9001 to use a formal risk assessment method however there needs to be
1120 some consideration of risk qualitatively. The extent and level of risk assessment will depend on the nature
121 and type of business. 1SO 31010 provides information of risk assessment techniques that can be used but it
122 is down to the organization to determine the best way to evaluate risk and opportunities for themselves,
123 depending on the nature and complexity of the organizations processes and operations, size, resources
124 available etc. For example, the organization can used:

125 - Mental or nuncupative analysis of issues, that can affect to successful completion of any work
1126 or project;

127 - Formalized risk management methods described in ISO 31000, FMEA Manual or other
1128 sources;

28 E 1ISO 2014 1 All rights reserved



1129
1130
1131

1132
1133
1134
1135
1136
1137

1138
1139
1140
1141
1142
1143
1144
1145
1146
1147
1148
1149
1150
1151
1152
1153
1154
1155
1156
1157
1158
1159
1160
1161
1162
1163
1164
1165
1166
1167
1168
1169
1170
1171
1172
1173
1174
1175
1176
1177
1178
1179
1180
1181
1182
1183

1184

ISO/WD TS 9002

- Preventive actions procedures, if it is, for example, implemented in effective way in
accordance with ISO 9001:2008 requirements;

In determining the risk there needs to be decision taken what to do T is action required? Options for dealing
with risk can include avoiding the risk, taking the risk to pursue an opportunity, eliminating the risk source,
changing the likelihood or consequence, sharing the risk or retaining the risk by informed decision. Where
there is a risk that that could impact on conformity of products or service the action taken should be sufficient
to address the risk i.e. remove, eliminate or change the likelihood or consequence and indeed priority should
be given to risks that impact on conformity of goods and services

During process determination and definition of criteria of its effectiveness the risk that these criteria will not be
met and opportunities for improvement of the process effectiveness should be considered.

The risks identified can be prioritized to determine, which of them are acceptable or not. For this can be used
mathematical methods, for example FMEA, or acceptability of risks can be determined through consultation
with interested parties.

The organization can use following risk treatment methods:

a) Risk avoidance. Waiver of processes associated with the occurrence of risk, considered unacceptable. For
example, if as a result of customer requirements review, the organization identified an unacceptable risk, and
opt not to tender of fulfil this contract.

b) Taking risk in order to pursue an opportunity. As mentioned above, a risk can be positive. Positive risk can
be enhanced by increasing of the probability or consequences of it. Positive risk treatment i.e. opportunities
for process effectiveness treatment allows us to improve the quality management system as a whole. For
example, in the process of internal audit have been identified opportunities for improvement. Top
management can prioritize these opportunities according to the likelihood and magnitude of the positive
consequences and take action to introduce/pursue of this opportunity to increase the probability and/or
positive consequences of these risks.

c¢) Elimination of the risk source. Risk cause determination and elimination. Often to eliminate the risk source
the process should be significantly changed. For example, the risk of mix-up of connectors and slots during
assembling electronic devices was eliminated by developing a unique configuration of connectors and slots of
each type.

d) Changing the likelihood. Organization should treat a risk by reducing them for the negative risk and
increase for positive. For example, the risk of nonconforming output of the manufacturing process due to
inhomogeneity of the material is a negative risk and its probability can be reduced by purchasing a more
homogeneous material.

e) Changing the consequences. The consequences can be also treated by reducing the negative and
enhance the positive. Can be related to changes in the process itself or related processes. For example, a car
tire puncture is a negative risk, and the introduction in the car design of a tires self-swapping system aimed to
changing the consequences of such a risk.

f)"Sharing the risk. Shifting of the responsibility for the risk to other interested parties. For example, a travel
agency responsibility insurance to the travelers in the event of cancellation of flights, etc.

g) Retaining the risk by informed decision. If as a result of risk prioritization negative risk was found not large
enough, or there are no cost-effective measures for treating the risk, the organization may decide to retain
risks. Risk retention includes informing stakeholders of a risk and monitoring in order to timely detect
unacceptable increase of the risk. For example, there is a negative risk to aviation operations a bad weather in
the flight area. It is impossible to eliminate the source of the risk, to change the likelihood and consequences.
Consequently, the aeronautical authorities monitor this risk, and if it changes, immediately inform all interested
parties.

Risk treatment does not have to be documented. This is firstly an approach, a way of thinking.
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Assessment of risk can be subjective so it is good practice to agree the final decisions on risk with input from
at least three individuals from different areas of the organization, e.g. management team.

Quality objectives and planning to achieve them

ISO/DIS 9001:2014, Quality management systems - Requirements

6.

6.2.1 The organization shall establish quality objectives at relevant functions, levels and processes.

The quality objectives shall:

a)
b)
c)
d)
e)
f)

9)

The organization shall retain documented information on the quality objectives.

6.2.2 When planning how to achieve its quality objectives, the organization shall determine:

2 Quality objectives and planning to achieve them

be consistent with the quality policy,

be measurable;

take into account applicable requirements;

be relevant to conformity of products and services and the enhancement of customer satisfaction;
be monitored;

be communicated;

be updated as appropriate.

a) what will be done;

b) what resources will be required,;

c) who will be responsible;

d) when it will be completed;

e) how the results will be evaluated.
Guidance

By following the requirements in 4.3, 4.4 the scope and processes of the QMS have been identified and you
will have established your quality policy per 5.2. In order to put that policy into effect, top management needs
to establish clearly defined objectives that your organization can aim for. This does not need to be carried out
personally by top management but the responsibility is still theirs.

It is important that these objectives are not vague

An organization can develop quality objectives on the basis of the results of the identification and
prioritization of risks. Planned risk treatment actions are essentially quality objectives. The
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development of quality objectives shall be taken into account development directions identified in the
quality policy.

Your objectives need to be realistic and related to achievable outcomes, such as

1 meeting the requirements (customer, regulatory and other) for products and services,
1 meeting the planned schedule,

9 identifying opportunities for improvement, and

91 identifying new market opportunities.

This clause also requires that relevant objectives (e.g. process performance, continual improvement) are
established at appropriate parts of your organization (e.g. human resources, production, sales). It is important
that you and your people are aware of how they contribute to the achievement of the quality objectives.

Your organization may have an objective of 100% on-time delivery. However, in order to meet that objective it
might have to set a more specific objective relating to meeting daily planned schedule requirements. This, it
turn, might generate an even more localized objective of decreasing turnaround time for fitting all components
for an assembily job.

Quality objectives need to be measurable. They should be based on analysis of the current status of a product
or process, with the intent of improving the outcome in a manner that can be measured.

At the service delivery/customer interface or at the production line, objectives can be very simple and direct,

as shown by these examples.

1 A transport organization running a bus service might set an objective for the percentage of buses that will
run to the scheduled timetable within set limits.

1 Ata production location, the objective output per hour with maximum acceptable reject level can be set.

1 In a hairdressing salon, for the times when all available staff are busy, one person can be assigned to
greet new customers. The objective here might be th
withinonemi nut e and their requirements ascertainedo.

At higher levels in the organization, objectives can get more complex. For example, in the case of the
hairdressing salon, the owner/manager could set a further objective of having sufficient staff available to meet
the peak demand times. This might require planning, employing temporary staff, training them, and so forth.

You need to think carefully about what objectives you set and the timeframe you intend to allow for them to be
achieved. Keepinmindthatano b j ect i ve should be measurable. | f an o
wishful thinking not an objective. You will need to be able to check that you are achieving the objective and, if

not, what you are going to do about it.

Documentation information on Quality objectives and their review shall be maintained.

The actions required to achieve the objectives (i.e.,
determined. I n addition, assignmen) o068 eestspbhsbhediin
the requirements of Organization roles, responsibilities and authorities (5.3). Any need for budgets,

specialized skills, technology or infrastructure, for example, are determined and provided in accordance with

the requirements of Resources. (7.1). Lastly, a mechanism for evaluating the overall results of what was

accomplished is determined in accordance with the requirements of Monitoring, measurement, analysis and

evaluation (9.1) and reported in accordance with Management Review (9.3).

6.3 Planning of changes

ISO/DIS 9001:2014, Quality management systems - Requirements

6.3 Planning of changes

Where the organization determines the need for change to the quality management system (see 4.4) the
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change shall be carried out in a planned and systematic manner.
The organization shall consider:

a) the purpose of the change and any of its potential consequences;
b) the integrity of the quality management system;

c) the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

Guidance

A key focus in dealing with any change is to minimise the impact on conformity of product and services to
requirements and to ensure the integrity of the QMS. Changes can occur in a number of ways.

The identification of the need for a change can occur in any number of ways. The need for change may come
from external sources e.g. changes to product or service based on customer feedback, supplier of new
material, new IT system for customer interface or can be internal such as identified problems with processes
or products or changes as part of an internal improvement initiative, see 10.

When things go wrong with the delivery of a service or a product or with the processes of the QMS there may
also be a need for a change i.e. a reactive change. It may be too late to prevent the provision of the service
or the delivery of the products but the issue should be identified and analysed to determine what changes are
needed to prevent reoccurrence or what action is needed to mitigate the problem i see 8.5.6., 8.7 & 10.2.
Analysis and trending of results and data is important in determining possible changes which should be
planned.

All changes should be planned and assess the changes and the possible impacts on the QMS.

When planning changes to the quality management system the organization should address the risks (see.
Clause 6.1) associated with these changes on the issues outlined in this section of the standard from a) to d).

7 Support
7.1 Resources

7.1.1 General

ISO/DIS 9001:2014, Quality management systems - Requirements
7 Support

7.1 Resources

7.1.1 General

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance and continual improvement of the quality management system.

The organization shall consider:

a) the capabilities of, and constraints on, existing internal resources;
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b) what needs to be obtained from external providers.

Guidance

The intent of this clause is to make sure you have the resources needed to both maintain and improve your
guality management system (see 10) and also to carry out the work required in a manner that will satisfy your
customersdé requi rem8.a if yu do sot lgetalbtte resosirbes ybu rieed, you will have
to decide where to best use those you do have.

Resources include not only the personnel needed but the finance, facilities and equipment as well. For
example, it could be necessary

I to develop new processes or new working methods,

1 to obtain additional equipment, which could be leased or purchased, or

1 to acquire the resources and skills through a contract with a supplier.

You should review resources on a regular basis (9.3.1). A suitable time could be as part of the management
review (9.3). A review of resources might also be necessary when a new tender or contract is considered (see
8.2).

The intent of the clause on Resources is to anticipate, determine and allocate the resources needed for
creating and implementing the MS (including its operations and controls), as well as those needed for its
ongoing maintenance and improvement.

7.1.2 People

ISO/DIS 9001:2014, Quality management systems - Requirements
7.1.2 People
To ensure that the organization can consistently meet customer and applicable statutory and regulatory

requirements, the organization shall provide the persons necessary for the effective operation of the quality
management system, including the processes needed.

Guidance

You should review the person needs on a regular basis. A suitable time could be as part of the management
review (9.3). A review of resources (personnel) might also be necessary when a new tender or contract is
considered (see 8.2).

The intent of the clause on People is to anticipate, determine and allocate the persons needed for creating
and implementing the MS (including its operations and controls), as well as those needed for its ongoing
maintenance and improvement.

7.1.3 Infrastructure

ISO/DIS 9001:2014, Quality management systems - Requirements

7.1.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure for the operation of its processes
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to achieve conformity of products and services.
NOTE : Infrastructure can include:

a) buildings and associated utilities;
b) equipment including hardware and software;
C) transportation;

d) information and communication technology.

1305

306 Guidance

1307

1308 Ensuring that working conditions are suitable
1309

1310  You need to consider how to provide, manage and maintain the various requirements of the workplace as well
1311  as process equipment. It is often necessary to hold sufficient replacement parts or supplies in order to

312 maintain equipment.

313

1314  You also need to determine and provide for your current infrastructure requirements and plan for expected
1315  future needs.

1316

317

1318

319  7.1.4 Environment for the operation of processes

ISO/DIS 9001:2014, Quality management systems - Requirements
7.1.4 Environment for the operation of processes

The organization shall determine, provide and maintain the environment necessary for the operation of its
processes and to achieve conformity of products and services.

NOTE Environment for the operation of processes can include physical, social, psychological, environmental and
other factors (such as temperature, humidity, ergonomics and cleanliness).

1320

321 Guidance

1322

1323  Ensuring that working conditions are suitable

1324

1325  The workplace can be an office environment where lighting, noise and air quality are important, or it can be a
1326 factory where there are particular safety and other specific conditions to be considered.

327

1328 Some questions that might need to be considered are

1329

1330 Is there appropriate control of heat, humidity, light, air flow, noise, vibration, etc. at the work location?

1331

1332  Are there appropriate customer waiting areas and facilities (applicable to services)?

1333

1334  Are proper sanitation and hygiene maintained (e.g. for food, drink and pharmaceutical companies)?

1335

1336  Are methods/mechanisms in place to avoid electro-static discharge (e.g. for companies producing electronic
1337  components or handling of volatile chemicals)?
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These requirements apply primarily to activities that affect product conformity. Of course, you may choose to
apply these conditions more widely, to address factors that may have indirect effect on an organizations
consistent ability to fulfill requirements.

At one extreme this could mean a temperature controlled inspection room next to a blast furnace because of
the need to take sensitive measurements.

At the other extreme, it could mean giving careful consideration to the ergonomics associated with making a

product or delivering a service. For example, a change of operators might be necessary because of the
difficulty of concentrating for long periods or because of the risk of repetitive strain injury

7.1.5 Monitoring and measuring resources

ISO/DIS 9001:2014, Quality management systems - Requirements

7.1.5 Monitoring and measuring resources

Where monitoring or measuring is used for evidence of conformity of products and services to specified
requirements the organization shall determine the resources needed to ensure valid and reliable monitoring

and measuring results.

The organization shall ensure that the resources provided:

a) are suitable for the specific type of monitoring and measurement activities being undertaken;
b) are maintained to ensure their continued fitness for their purpose.

The organization shall retain appropriate documented information as evidence of fithess for purpose of
monitoring and measurement resources.

Where measurement traceability is: a statutory or regulatory requirement; a customer or relevant interested
party expectation; or considered by the organization to be an essential part of providing confidence in the
validity of measurement results; measuring instruments shall be:

% verified or calibrated at specified intervals or prior to use against measurement standards traceable to
international or national measurement standards. Where no such standards exist, the basis used for
calibration or verification shall be retained as documented information;

Y identified in order to determine their calibration status;

% safeguarded from adjustments, damage or deterioration that would invalidate the calibration status and
subsequent measurement results.

The organization shall determine if the validity of previous measurement results has been adversely affected
when an instrument is found to be defective during its planned verification or calibration, or during its use,
and take appropriate corrective action as necessary.

Guidance
Having confidence in the equipment used to check your work

Itis very important that you understand the concepts of monitoring and measurement
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1358 1 Monitoring implies observation and supervision activities (using monitoring equipment) over a period of
1359 time, and

1360 T Measurement considers the determination of a quantity, magnitude, or dimension, by using measuring
361 equipment.

1362

1363  The use of measuring equipment (e.g. a measuring tape) will deliver a value of a quantity, whereas the use of
1364  monitoring equipment (e.g. a survey questionnaire) could deliver non-quantitative results. Measuring

1365 equipment is or can be calibrated or verified, or both, while monitoring equipment can be validated but may
1366  not be able to be calibrated.

367

1368 For service organizations (e.g. a school, marketing organization, consultancy, or travel agency) typical

1369 methods of monitoring may include the use of monitoring equipment, questionnaires, test sheets, telephone or
370 internet surveys.

371

372 Validation activities should be performed before the monitoring equipment is used, to assure that the results
373 for a specific purpose will be achieved.

374

375 Measurement can be applied to material items (tangible products) or immaterial items (intangible

376 product/service) e.g. customer surveys.

377

1378  You need to decide on the appropriate monitoring or measuring equipment.

379

1380 If, for example, your inspection method is only visual, you might not need to have any measuring or monitoring
381 equipment.

1382

1383 I f use is made of measuring equipment to verify complian
1384  to consider how it is calibrated, controlled, stored, used and its accuracy maintained at the level needed.

1385

1386 However if you are using measuring equipment for indication purposes only, they do not necessarily have to
387 be calibrated. The key message here is: do not automatically calibrate everything.

1388

1389  When a comparison is performed and the readings of your equipment are in sufficient agreement with the
1390 reference without need of adjustments, you may say that verification was done.

1391

1392 Calibration is the process of comparing your measuring equipment against a reference standard to determine
1393  how accurate it is and whether or not it is still capable of meeting the accuracy required for the measurements
1394 made with it. Calibration should be carried out to a defined program, with established frequencies either on a
1395 calendar cycle or (monthly, annually), on a usage basis (before each use or after a number of uses), or after
1396 any incident that could affect the calibration.

1397

1398 You need to establish what the reference standard is going to be. A reference standard might be provided with
1399  the measuring equipment. For example, a paint thickness meter is normally supplied with a set of thickness
400  standards. In other instances, to get access to a suitable reference standard you might need to buy one or use
401  a calibration laboratory.

402

403  For a reference standard to have validity, it needs to be traceable back to an appropriate recognized national
404  or international standard.

405

1406  You also need to take into account just how accurate the measurements need to be. How accurate your

407 measuring equipment needs to be will depend upon how much tolerance is permissible in what you are

1408 measuring. Measuring equipment usually should be capable of measuring to a much closer tolerance than the
1409  tolerance specified for the item being measured. However, there is no point in having measuring equipment
410  calibrated to unnecessarily high accuracy if you do not need that degree of accuracy for your operations. You
411 should also consider how skilled the personnel who use the measuring equipment need to be and any training
412  they might need.

413

414 For example, the manufacturing of parts for cars has a requirement to measure to an accuracy of one tenth
415  of a millimetre (° 0.1 mm), a dressmaker may require an accuracy of one millimetre (° 1 mm) and a road

416 builder may have a tolerance of ° 50 mm on the width of a road.
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Another example is the use of a GO/NO-GO gauge when a precise quantifiable measurement cannot be
obtained or is not really necessary and an indication of acceptability (i.e. GO) or non-acceptability (NO-GO) is
all that is required.

To make sure the measuring equipment operates effectively and gives reliable results, you need

9 to make sure it is properly maintained, regularly calibrated and adjusted as needed,

1 to describe how this will be done so that records are available which show calibration is traceable to
interational standards, and

1 to make sure it is possible to identify which measuring equipment has been calibrated and that it is
suitable for use (e.g. label the measuring equipment).

If measuring equipment is found to be faulty, you have to find out at what stage it went wrong. You also need
to decide whether you should do anything about product you have passed using that measuring equipment.

The results of any review could indicate that no action is required or that a product recall is required.

Small organizations are usually faced with the choice of carrying out the calibration themselves or having
someone else do it for them.

If you decide to carry out your own calibrations, you will need to have procedures for calibrating each type of
measuring equipment you use.

If you decide to use a supplier, in addition to the points raised in 8.4, you will also need to consider some of

the following points

91 Ideally, the organization should be endorsed as a calibrating service by a suitable accreditation body.

1 The organization should issue a certificate of calibration, which states the uncertainty of measurement.
(This is another way of stating how accurately the instrument can measure)

1 The certificate should indicate that the organization can trace your calibration back to a national or
international standard.

It may be possible, if you have several pieces of similar measuring equipment, for the most accurate of these
to be calibrated by a supplier and then used as the basis for calibration of the others. For example, an
accurately calibrated digital thermometer can be suitable as a reference standard for other less accurate
temperature measuring equipment.

Calibration is an expensive operation. For a small organization, the costs of calibration can be considerable.
You should ensure, therefore, that you know the difference between checking that process control measuring
equipment is fit for purpose and calibrating measuring equipment which is required to give confidence in your
inspection and measurement results.

In some organizations, it is common practice for employees to use their own personal measuring equipment
(e.g. steel tapes, micrometers and vernier callipers). When this occurs, it does not absolve the organization
from ensuring that such measuring equipment is calibrated when it is used for release of product. The
solutions are to either ban the use of employee measuring equipment or to calibrate it. The employee should
be asked for consent for calibration of the measuring equipment.

In addition to calibrating any measuring equipment, records need to be kept to show

1 when the measuring equipment was last calibrated, who did it, the calibration procedure, the acceptance
criteria, what the result was, its acceptability and how this affects the measuring equipment suitability
(calibration status), and

1 when the next calibration is due; this period depends on the type of measuring equipment, its usage and
how critical the measurements are for control of a process or for verification of product conformity to
requirements.

Measuring equipment should be suitably stored when not in use, to protect it from damage or deterioration. It

should also be suitable for use in the proposed operating environment. These precautions apply, in particular,
to any master measuring equipment or reference standards used for calibration purposes.
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Test software may be used to assess product conformance. Software does not experience drift or aging,
however it can be subject to degradation, viruses or unintended programming errors.

Often, it is impossible for an organization, particularly a small organization to conduct a full validation of a
piece of software; therefore, you should take appropriate care when specifying and selecting software (i.e. use
a reliable supplier).

Test software might need some form of validation to make sure that it can perform the required
measurements, and re-validation to ensure its continuing ability to perform the required measurements. One
way is to ensure that this software can accurately and reliably identify product with a known set of faults and
deficiencies. Alternately, from time to time you should carry out test runs with known data sets and known
results, to see if the tests produce matching outputs. You should record the methods you use to validate the
software.

Some type of secure write protection should be used on test software, in the same manner as seals are used
on hardware calibration adjustments, to minimize inadvertent adjustments.

7.1.6 Organizational knowledge

ISO/DIS 9001:2014, Quality management systems - Requirements
7.1.6 Organizational knowledge

The organization shall determine the knowledge necessary for the operation of its processes and to
achieve conformity of products and services.

This knowledge shall be maintained, and made available to the extent necessary.

When addressing changing needs and trends, the organization shall consider its current knowledge and
determine how to acquire or access the necessary additional knowledge.

NOTE 1  Organizational knowledge can include information such as intellectual property and lessons learned.
NOTE 2  To obtain the knowledge required, the organization can consider:

a) internal sources (e.g. learning from failures and successful projects, capturing undocumented knowledge and
experience of topical experts within the organization);

b) external sources (e.g. standards, academia, conferences, gathering knowledge with customers or providers).

Guidance

Top management should assess how the organization's current knowledge base is identified and protected.
Top management should also consider how to obtain the knowledge required to meet the present and future
needs of the organization from internal and external sources, such as academic and professional institutions.

There are many issues to consider when defining how to identify, maintain and protect knowledge, such as
v learning from failures, near miss situations and successes,

w capturing the knowledge and experience of people in the organization,

v gathering knowledge from customers, suppliers and partners,

w capturing undocumented knowledge (tacit and explicit) that exists within the organization,

v ensuring the effective communication of important information content (particularly at each interface in the
supply and production chains), and

v managing data and records
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1510 7.2 Competence

ISO/DIS 9001:2014, Quality management systems - Requirements
7.2 Competence

The organization shall:

a) determine the necessary competence of person(s) doing work under its control that affects its quality
performance;

b) ensure that these persons are competent on the basis of appropriate education, training, or experience;

c) where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness of
the actions taken;

d) retain appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competent persons.

1511

1512  Guidance

1513

1514 Checking competence and training

1515

1516  You should regularly assess the experience, qualifications, capabilities and abilities of individuals relative to
1517  the skills and qualifications needed by the organization for current and foreseeable activities.

1518

1519 By comparing the current competence of personnel against what you require, you are performing a

1520 competence gap analysis. The gaps need to be filled through training, or by acquiring extra competence
1521 through permanent staff recruitment or fixed term employment contracts.

1522

1523 If you choose to train your own people, they probably will need both training and experience before they can
1524 be considered competent.

1525

1526 Work allocation and assignment of personnel, management review, corrective action, risk assessment
1527 and internal quality audit are all likely to identify areas which could indicate a lack of training.

1528

1529 Considerations of skills and aptitudes required under operation (8) could also indicate additional training
1530 needs.

1531

1532 It could be useful to plan for training, which then may be carried out in stages. This could consist of a training
1533 period followed by a period of familiarization, followed by further training and familiarization.

1534 Training in quality techniques, particularly internal auditing, is highly desirable if full advantage is to be taken
1535 of the potential that quality management can provide to your organization.

1536

1537 Training may be at the actual workplace, in-house or at some external location. Depending on the topics,
1538 undertaking relevant personal development or attending a seminar can also provide worthwhile training.
1539 Item c) of 7.2 states that you may also take other actions; so, as an alternative to training, you could employ
1540  someone with the necessary competence, or outsource/subcontract the activity.

1541

1542  You also need to evaluate the effectiveness of the actions taken because it is not sufficient to give/receive
1543  training and keep a record of it (such as an attendance list). For example you may ask persons who have
1544 received the training whether they consider themselves to have achieved the competence necessary to do the
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work. This can be evaluated by different means, including direct observation of his/her performance or by
assessing the results of tasks and projects.

Certain tasks can require a specific level of competence before they can be performed properly or safely (e.g.
internal quality auditing, welding, or non-destructive testing). It might be necessary for people to be qualified
for some tasks (e.qg. forklift or truck driving, or surveying).

You need to maintain records that provide eviokkepnce of an
records of the training an employee has received and any results of that training. The records that show the

successful completion of a training program and that competence has been demonstrated can be as simple or

as complex as necessary. Keep in mind that if your personnel are known to be sufficiently competent, the

amount of detail in your documentation could be reduced. However this competence should be demonstrated

and recorded.

Where employees having a formal certified education, e.g. vocational training as mechanic or a university
degree, such certification can be a record to demonstrate that the employees have a part of or all of
competence required regarding any work included in their education.

It is also important to remember that there are some occupations and tasks that require licences or other
regulatory evidence of qualification or mandatory training.

Where there is no formal education, at their simplest, the records may consist of sign-off forms to confirm that
personnel can now use certain equipment, carry out specific processes or follow certain procedures. The
effectiveness of any further education and training should be re-evaluated, after a period, to confirm that the
competence achieved is maintained.

Remember that some work requires specific qualifications, e.g. crane operator. Training should be carried out
by personnel with appropriate skills, qualifications and experience. You should maintain records to show the
qualifications of personnel used for training purposes. Courses in some subjects may need to be accredited
by a regulatory body before the training is recognized as being sufficient.

7.3 Awareness

ISO/DIS 9001:2014, Quality management systems - Requirements
7.3 Awareness

Persons doing wor k un dtorshal beeawaeofgani zati ondés co

a) the quality policy;
b) relevant quality objectives;

c) their contribution to the effectiveness of the quality management system, including the benefits of
improved quality performance;

d) the implications of not conforming with the quality management system requirements.

Guidance

In a small organization, usually it is easy to make employees aware of the role they have in the organization
and how their activity has an influence on product quality. It could be made in individual informal
communications, group meetings or internal audits.

Even for a small organization, it could be appropriate to have awareness training for new hires (including
temporary and part-time employees as well as full-time employees). This could cover
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the nature of the organization,

the health, safety and environmental regulations,

the quality policy, quality objectives and other internal policies,
the role of the new employee, and

the procedures and instructions of relevance to them.

E E I

This needs to be reviewed /revised for larger organization implementation because methods could be
different.

Awareness of the policy should not be taken to mean that it needs to be memorized; rather, persons should
be aware of the key policy commitments, and their role in achieving them.

7.4 Communication

ISO/DIS 9001:2014, Quality management systems - Requirements
7.4 Communication

The organization shall determine the internal and external communications relevant to the quality
management system including:

a) on what it will communicate;
b) when to communicate;
¢) with whom to communicate;

d) how to communicate.

Guidance
Keeping the organization informed

An effective internal communication process contribut
management system. Conversely, many proble ms t hat occur with an organi zat.
system can often be traced back to poor communication.

For your quality management system to work effectively, good communication is essential. Your top
management needs to establish the processes which encourage your people to communicate at all levels of
the organization.

You should keep all information clear and understandable and adapted to the person it is intended for.
The effectiveness of the quality management system will be determined at the management review (see 9.3)

and should be appropriately communicated. Some examples of communication methods include posting
information on bulletin boards, holding meetings or circulation of information via electronic media (e.g. e-mail).

7.5 Documented information

7.5.1 General

ISO/DIS 9001:2014, Quality management systems - Requirements

7.5 Documented information
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7.5.1 General

The organizationds quality management system shall

a) documented information required by this International Standard;

b) documented information determined by the organization as being necessary for the effectiveness of the
guality management system.

NOTE The extent of documented information for a quality management system can differ from one organization to
another due to:

a) the size of organization and its type of activities, processes, products and services;
b) the complexity of processes and their interactions;

c) the competence of persons.

619

1620

621 Guidance

622

623 Where 1SO 9001:2008 would have referred to documented procedures (e.g. to define, control or support a
1624  process) this is now expressed as a requirement to maintain documented information.

625

626 Where 1SO 9001:2008 would have referred to records this is now expressed as a requirement to retain
627  documented information.

1628

1629 Documenting your quality management system

1630

631 Documented information can refer to

632 - information created in order for the organization to operate (documentation);
633 - evidence of results achieved (records)

634

1635 This c¢clause describes what documentatooumerrst eec qiunfredmdtyi
1636 used to cover the range of different types of documents.

637

638 It is entirely up to you whether you think it wild.l be he
1639 procedures).

640

641  The minimum documented information required to beeated, controlled and/or maintained in a MSS
642 includes:

643 - Scope of the management system

644 - Policy

645 - Objectives

646 - Evidence of competence

647 - Documented information of external origin necessary for the planning and operation of the management
1648 system

649  -Documented information necessary to have confidence that the processes have been carried out as planned
650 - Monitoring, measurement, analysis and evaluation results

651 - Evidence of internal audit programme implementation

1652 - Internal audit results

1653 - Management review results
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- Nature of nonconformities and actions taken
- Corrective action results
- Documented information, originally created for purposes other than the MSS, may be used.

The important issue is that your people have the information they need to do their job. Documented

information comes in many different formats and on various media. Electronic storing and distribution is one

common approach.

This is the definitive list of documented information (documents) mandated by the standard.:.
1. Scope (4.3)

2. To the extent necessary to support the processes (4.4) CATCH-ALL

3. Quality policy (5.2.2 a)

Other things that are maintained (NOT documented information)T possi bl y

= =880 -0-0_9_9_9_9_9_9_49_9_9_9_49-9_-9_-°_-2_-2_-2 =8 =0 =0-0-9-9_9_9_9_9_45_45_9_°_--°:-2-

Quality management system (4.4)

Focus on consistentlyprovi di ngé é

(5. 1.

Focus on enhancing customer satisfaction (5.1.2 d)
Quality policy (5.1.2)
Integrity of the quality management system (5.3 €)

The i
The e

nfrastructureé

nvironment é(7.

(7.1.

1.

Monitoring and measuring resources (7.1.5 b)
Organizational knowledge (7.1.6)

Process to deter mine

Design and

development process (8.3.1)

Traceability (8.5.2)
Process outputsé. Conformity to
Quality management system (9.2.1 b) i audit program that is the mechanism to do this; ref 4.4
Audit program (9.2.2 a)
Quality management system (9.3.1 c-6) i adequate resources

procedures

work instructions
operating instructions
user manuals
regulatory requirements
industry standards

schedules

Computer Aided Design (CAD files)
manufacturing routers

control plans

preferred supplier lists

specificatio
drawings.

ns

Master sample

Restaurant

menus

Customer survey
College curricula
Speaker notes

Call center
Visual aids

script
e.g. photographs

Think of medical example
Meeting agendas and minutes

Reports
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Inspection certificate

Samples (e.g. sales)

Forms

SMEiconsultantds telephone customer contact |i st
SME T setup notes

SME i website (contact details)

e ]

Things that are information (but NOT documented)

1 Internal and external issues (4.1)
1 Interested parties (4.2)
91 Intellectual property, lessons learned (7.1.6 T Note 1)
1 Products and services (8.2.1)
1 Information for external providers (8.4.3) Title only
o Competence
0 Other stuff
1 Customer views and opinions of the organisation and its products and services (9.1.2)
1 Customer views (9.1.2 Note)
1 Monitoring, measuring and other sources (9.1.3)
1 Conformance of the quality management system (9.2.1)
1 Quality performance, including..(9.3.1 ¢)

o Trends etc
o0 Other stuff

Evidence (that is NOT information):

Give details of different levels of controls (risk) T 6t ype and extent of controld O0stat.L
Onecessary and sufficient 6isd ®Ifdrthedusenwith thelleast expesencg e gi vi ng
type and extent of control might vary on the size and complexity of the organisation and the risk/impact of the

product services provided.

Documentation should indicate, to the extent necessary, who does what, where, when, why and how.
Who i the creator (author), reader, updater etc.

Who is assumed to be a human being: now it can be machines.

Electronic contols of DI.

It should clearly and accurately reflect what really happens; it should not be a wish list of what you would like
to happen in your organization. For example, it is not necessary to have a formal document on how to open a
door T simply putting Apusho or dApull o6 on the door suffi

You have to decide how much detail is needed. This will depend largely on the methods used, the skills

needed, the training undertaken and the extent of supervision required. Excessive detail does not necessarily

give you more control of the activity and should be avoided. Competence can reduce the need for detailed

documentation, providing that everybody has the information they need to do their job correctly. However, it is

important to ensure that necessary training is provided in accordance with clause 7.2.

SME most if not all DI may be in a single place.

Existing documentation might be necessary and adequate.

Fair warning - By doing this you will create a unique set of documentation for your

organization; it is therefore extremely inadvisable to Af
from another organization or source; without very careful consideration.

Providing the necessary information

This clause is really about the requirement to control documents from internal sources (e.g. drawings,
documented procedures, instructions, acceptance criteria, other reference materials) and documents of
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external origin (e.g. regulations, standards, codes, specifications). This includes parts of the organisation ou
of the scope, customers etc

The type and extent of controls needed might be

t

di f fe

(electronic / models etc) document. They will be different for internal and external documents and have to be

established appropriately.

Documented information can lbentained in various media and formats, such as written documents, electronic
data storage means, video, audio tapes or graphic posters, pictures, social media (websites, blogs, Facebook,

YouTube).

Control of DI is basically about making sure that the DI which is in use is the right information,
approved as necessary. That is, it is the applicable document (normally the latest issue) for the work being
done.

DI generated as a result of some activity and are a statement of the facts existing at the time were previously

called records.

If electronic methods are available, these can provide effective means of controlling DI. If your DI is
predominantly in electronic media availableon ser vers and the organi zat:.

onods

consistent and reliable processes for backing-up the information and for protecting it from unintended changes

or deletion.

Say something about i depending on the method there are different risks e.g. creating electronic DI is easier,

but it is also easier to inadvertently delete it.

The methodology the organisation adopts should ensure control i when using a mixture of media for the same

DI'i which is the definitive copy.

Control of DI of external origin is limited to ensuring that the documents are accessible to the people

who need them and that they understand how to determine if they have the correct version. Aspects of these

DI relating to approval, review and revision are controlled by the originating authority (those who
wrote the documents).

Before any DI are issued / removed / dispositioned / updated, you should have them approved by an
appropriate person to ensure that they are suitable for their intended purpose.

Different appropriate person may have different authorities on the DI. Sighatures are becoming less common

(eg. Legal documents)

Signatures on written DI are only one way of indicating approval.

In the case of electronic documents, the use of password-controlled access, combined with date of
approval, is also a way of indicating approval. Give some different examples to compare and contrast.

The standard requires information to be current, but does not specify how this should be done. You should
try to avoid complex arrangements for up-dating and retrieval. By taking advantage of the flexibility allowed i

n

the clause and adopting the simplest and most practical methods, unnecessary bureaucracy and costs can be
avoi ded. I'tds a good i de aysystemdoeumentséa as @ Lipdate threra.Oneavey t h e

of accomplishing the review is by including it as part of the internal audits of the relevant processes. For
documents that might be specific to a particular job or process, they might be reviewed before the job is
issued. Just as with the original approval, reviews and revisions need to be conducted by authorized person
who understand the product or process.

Updating i what does that mean? Is it periodic? Organisations should choose a methodology appropriate to
their business.

The update of DI could be directly related by the requirements of 8.5.6 and 6.3.

MANAGING DI that provides evidence of results

S

In addition to providing evidence of conformance to requirements, records can be helpful for doing root cause

analysis to uncover the cause of problems or for analysis of trends.
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Throughout the standard there are references to the need for retaining DI 7 this means keeping records.

It is important that an organization does not burden itself with stuff that serve no purpose. You
should decide what records are required in relation to your organization as well as what is required by the
standard. Business records vs quality records

You should identify how long each type of record needs to be kept, where it will be found and how it is to be
disposed of. Only keep what needs to be kept. DI should not be kept just to satisfy an auditor.

In some instances, the retention period is dictated by statutory or regulatory requirements, financial
requirements, possibleproduct | i ability c¢claims or by customerso

Some examples of what your quality management system might generate as records are
NEED to confirm that these ARE required by 9001

This is the definitive list of documented information (records) mandated by the standard:.
1. Process executioni (4.4)

2. Fitness for purpose of monitoring and measuring resources (7.1.5)

3. Basis for calibration (where no such standard exists) (7.1.5)

4. Competence (7.2)

5. Process execution

6. Results of review or requirements relating to products and services (8.2.3)
7. Design and development outputs (8.3.5)

8. Design and development process (8.3.5)

9. Design and development changes (8.3.6)

10. Results of evaluation of conformance and re-evaluation (8.4.1)

11. Maintenance of tracebility (8.5.2)

12. Results of review of changes (8.5.6)

13. Conformity to acceptance criteria (8.6)

14. Traceabilty to the pers
15, Actions taken é.. (8.7)
16. Results of M&M (9.1.1)

17. Implementation of the audit pgm & results (9.2.2)
18. Results of management review (9.3)

19. Nature of nonconformities (10.2.2)

20. Subsequent actions taken (10.2.2)

21. Results of any corrective action (10.2.2)

on(s) releasingé (8.6)

design files, calculations, (ref)

customersodéd order s, contract reviews, (ref)
DI from management review(ref)

internal audit reports, (ref)

details of nonconformities(ref)

NCP (ref)

service failure reports (ref)

warranty claims (ref)

customer complaints(ref)

corrective action reports (ref)

evaluation of performance of external providers (8.4.1),

monitoring and measurement results, [e.g. test results, inspection reports] (ref)
calibration and verification reports, (ref)

competence (ref)

traceability (8.5.2)

details of products / services received and released.

=4 =880 _8_0_9_9_9_95_58_°a->-°_-2°._>4._-2°_-2.:-°

Say something about T access, retrieval, distribution and use plus preservation for docs and records
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Storage will need to be appropriate for the medium and should be such that the risk of deterioration, damage
or loss is minimized. It is useful to decide who has access to the records and how readily available these need
to be.

If you store DI electronically, remember that developments and evolution of software programs and storage
media can result in difficulties in reading records made on devices / software that is no longer available.

It is advisable to maintain old software programs and hardware to access these older records or, alternatively,
convert the file to the current software and hardware.

Preservation of both paper and electronic records.

Retrival of both paper and electronic records.

Backup of records stored electronically may also part of records management.

7.5.2 Creating and updating

When creating and updating documented information the organization shall ensure appropriate:

a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);
c) review and approval for suitability and adequacy.

7.5.3 Control of documented Information

7.5.3.1 Documented information required by the quality management system and by this International
Standard shall be controlled to ensure:

a) itis available and suitable for use, where and when it is needed,;
b) itis adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented information, the organization shall address the following activities, as
applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;
c) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be necessary for the planning
and operation of the quality management system shall be identified as appropriate, and controlled.

Guidance

The identification, format and media used for documented information are the choice of the organization
implementing the MSS; these are examples ONLY i it is NOT mandatory

Identification can be colour of paper. Location of the DI e.g. server, filing cabinet,
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Format i models

Physical media can includewh i t eboards, stone, plastics, pottery, ceran
Electronic media can include

Updating can be on a regular basis or periodic basis or as a result of a required change.

The information required to be documented by the MSS may be integrated with other information
management or documentation systems established by an organization.

8 Operation

8.1 Operational planning and control

ISO/DIS 9001:2014, Quality management systems - Requirements

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control the processes, as outlined in 4.4, needed to

meet requirements for the provision of products and services and to implement the actions

determined in 6.1, by:

a) determining requirements for the product and services;

b) establishing criteria for the processes and for the acceptance of products and services;

c) determining the resources needed to achieve conformity to product and service requirements;

d) implementing control of the processes in accordance with the criteria;

e) retaining documented information to the extent necessary to have confidence that the
processes have been carried out as planned and to demonstrate conformity of products and
services to requirements.

The output of this planning shall be suitable for the organization's operations.

The organization shall control planned changes and review the consequences of unintended
changes, taking action to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are controlled in accordance with 8.4.

General

The intent of the clause on Operational planning and control is to specify the requirements that need to be
i mpl emented within t he organi zationos operations to m
requirements are fulfilled, and the priority risks and opportunities are being addressed.

Operational control includes the methods implemented to make sure business operations, activities or

equipment do not exceed specified conditions or performance standards or violate regulatory compliance
limits, and thereby effectively achieve the intended outcome of the Management System.
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These controls establish technical requirements necessary to achieve the desired optimal functionality for
business processes, such as technical specifications or operating parameters or a prescribed methodology or
agreed service level requirements.

Operational control is required for situations related to business processes where absence of controls could
lead to deviations from the policy and objectives or poses unacceptable risk.

These situations can be related to business operations, activities or processes; production, installation or
servicing; maintenance; or contractors, suppliers or vendors.

The degree of control exercised will vary depending on many factors, including the functions performed; their
importance or complexity; the potential consequences of deviation or variability; or, the technical competency
involved versus what is available.

Documentation needed to have confidence that the operational control processes have been carried out as
planned is created and controlled in accordance with the requirements of "documented information"” (7.5).

The output of the operational planning process may result in a quality plan or series of plans for the
development and delivery of the specified product or service which can be implemented per 8.5 .

Potential changes to products and services can be occur through any number of areas such as production
issues, changes in materials & suppliers, changes in IT systems or changes in existing customer needs.

Where changes to the product and service are identified, the potential risks and impact on customer
requirements should be assessed. The use of risk based thinking here will be helpful in determining what
actions maybe required to either correct or check that the change does not impact on customer requirements.

The organization may need to inform customers of any potential changes, where the impact on customer
requirements are affected.

Where changes are approved the product and service delivery plan (quality plan) should be reviewed and
updated to reflect any necessary change.

When operational controls fail, action is necessary to address any resultant undesired effect(s).

An organization may decide to source the provision of products and services externally due to lack of
expertise of for economic reasons. The risks associated with this should be considered and actions taken to
address these risks i 8.4 provides further information on the type and level of control that may be required in
order to address any identified risks with this approach.

Operational planning can be more detailed than the planning done in 6.1 and at the tactical level focused on
the business operations in support of those actions determined in Actions to address risks and opportunities
(6.1).

Guidance:

The Organization needs to plan how all the activities necessary for product realization/service provision are
going to happen. Some examples are:
- to consider the customer requirements (see 8.2),
- to make a budget, purchase machinery, undertake production/service provision planning, establish
work instructions,
- toreview design plans, and
- to determine what documented information are to be retained (e.g. final inspection reports).

All this planning information should be documented to the extent needed for the Organization to ensure the
successful completion of processes.

The extent of product realization and service provision planning depends on whether the products and
services that the Organization provides are
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of a repetitive nature,
project oriented,

of an innovative nature, or
- acombination of the above.

Where only routine and highly repetitive product or service is involved, planning may be carried out in general
organizational documents.

Subsequent reference to associated documentation could then be sufficient to meet the planning
requirements, particularly in relation to quality objectives.

If this approach is adopted, the Organization will need to review all such documentation at planned intervals or
after any process changes to ensure it is still adequate.

If the nature of the Organization does not lend itself to the routine approach described above, it might need
separate planning for each new order or project. In other cases, it might only be appropriate where there are
non-routine products or services.

Tools

There are several tools, and related competence, that an Organization could determine necessary to ensure
an effective and efficient fulfilment of the clause 8.1. For example:

- Although it is an Organization's decision on how the output of the planning process is recorded, in
order to effectively and consistently plan and control the operations, a formal Quality Plan could be
necessary.

For complex activities, elaborate and detailed plans could be more appropriate.

It might need to list, in the Quality Plan, the Operations, the verification stages and verification criteria
the Organization need to meet, as well as the records that should be generated. It might be necessary
to list the identification and allocation of resources that could be required.

ISO 10005 provides guidelines for quality plans

- In some cases, "Risk Based Thinking" might need structured approach and methods, and related
competence, as a support. ISO 31000 (Risk management - Principles and guidelines) - and related
standards provide support and guidance for risk management

- The Organization could implement further specific tools and methods as a support for the activities
listed in the bullets a) to e). For this purpose, the Organization might refer to 1ISO 10014 (Quality
management - Guidelines for realizing financial and economic benefits)

Application for Service Organizations

Compared with the manufacturing, the clause 8.1 might deserve some further consideration when applied in a
Service Organization:

- Service is the result of at least one activity necessarily performed at the interface between the
provider and the customer; therefore in the operational planning and control for services the
Organization should consider the presence of the customer during the service provision, and related
risks and opportunities. As applicable:

-such risks should include the risks for safety, as a critical customer requirement
-the opportunities should include the possibility to immediately adapt, customize and improve the
service due the possibility to have a "real time" feedback from the customer.

- Since a service is intangible, for some kind of service it could be difficult to establish criteria for the
provision process and for the acceptance; in such case, in planning the operations, the Organization
should determine and ensure the conditions to address any unexpected changes and their
consequences, so that the Organization could be as flexible as necessary. (8.5.6)

- Compared with the manufacturing, it might be impossible to verify a service output before its delivery
to the customer; in such case the Organization should stress the validation of the service process, as
considered in ISO 9001:2015 clause 8.5.1 g.

- In some case, for example in the transport services and logistics field, when an Organization needs to
design and develop a service, this implies determining and planning directly the service provision
process; in such cases there might be an overlap between the Service Planning, as addressed in
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clause 8.1, and the Service Design & Development (as per clause 8.3), therefore the clause 8.3 could
be partially fulfiled through the conformity to clause 8.1 (for details on Services Design &
Development, see, in this document, the guidance on clause 8.3)

8.2 Determination of requirements for products and services
General

The clause 8.2 aims to ensure that the Organization completely defines the requirements of a product or
service, as a basis for establishing the characteristics of the product/service, that will fulfil these requirements.

To be successful the organization needs to determine customer and market needs. The extent of this can
vary depending on nature of the organization and the types of products and services offered to customers.
For example, a stationery shop can supply fAoff th
The market conditions may be competitive with many suppliers in this field so the organization needs to
consider how to keep existing customers as well as attract new customers. Where specific customer orders
are submitted more rigorous market research and direct customer engagement may be needed to determine
requirements for products and services e.g. medical device manufacturer. These may be high value products
and a niche market but there are costs in developing and supplying the right product. In both cases there is a
need to communicate with customers in order to determine requirements for product and service however the
extent and type of communication will differ greatly.

In general the requirements to be considered are:
- those related to needs and expectations of the customer
- the mandatory ones (legal and regulatory requirements)
- the requirements that the Organization itself determines as necessary, in line with its own quality
policy and quality objectives.

The Organization need to determine the requirement of the product and service that could affect customer
satisfaction before, during and after the use of the product or service, as applicable.

All relevant requirements have to be determined and clearly understood by the organization and by its
customers, before proceeding to further processes.

Typically, the output of this process is an essential input for Design & Development process (see clause: 8.3
Design and development of products and services) and/or for the production and service provision activities
(see Clause 8.5)

These requirements might include: delivery schedules, conditions of payment, unspecified customer
expectations or post-delivery activities.

A consistent risk based thinking (See clause 6.1 - Actions to address risks and opportunities) might be
necessary in order to support the determination of requirements, since failures at this stage might affect very
seriously and maybe irreversibly the further operations.

The Organization needs to identify and address risks that can affect, for example:
- the completeness, timeliness, correctness and effectiveness of customer communication
- the completeness, validity and clearness of the requirement, including the legal and regulatory
requirements
- The ability of the organization to meet these requirements, including the ability to address unexpected
events that could affect that ability, in relation with the provision and use of the products and services

Similarly, the Organization should consider any opportunity related to the requirements determination; these
opportunity could include:
- possibility to distinguish the organizations' product and services from the ones offered by the
competitors
- new market niches
- enlargement of market share
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117 - etc.

118

119  According to the size and complexity of the organization, the risks and opportunities determined, and, as
120  applicable, a cost-benefits analysis, should provide a basis on which the organization should take decisions
121 about:

122 - tools to be used as a support of the requirements determination process

123 - documented information to be provided in order to plan and record the requirements determination
124 process

125 - competence of the personnel involved

126 - financial resources to be provided

127 - timeline of the requirements determination process

128 - relations to be established with other processes

129 - envolvement of relevant interested parties

130 - checks and verifications

131

132 8.2.1 Customer communication

ISO/DIS 9001:2014, Quality management systems - Requirements
8.2 Determination of requirements for products and services
8.2.1 Customer communication

The organization shall establish the processes for communicating with customers in relation to:
a) information relating to products and services;

b) enquiries, contracts or order handling, including changes;
C) obtaining customer views and perceptions, including customer complaints;
d) the handling or treatment of customer property, if applicable;

e) specific requirements for contingency actions, when relevant.

Organizations need determine market needs and communication with customers will help to determine the
requirements for goods and services. Communication is a two way process and customers should also be
able to report issues relating to the use of products or experiences of the service (see 7.4 - Communication
- as a correlated clause)

This subclause requests the organization to establish processes for communicating.

This implies that a process-approach should be adopted, in order to ensure the ability of the organization to
establish and achieve its communication objectives (ref.: 4.4 - Quality management system and its
processes)

Communications with the customer might include:
- information, publicly available, about the requirements for products and services to be provided, in
order to attract new customers and to retain the old ones.
- information "one-to-one", to specific customers, aimed to clarify the requirements for the products
and services offered.

The level and type of customer communication will vary depending on the nature and type of organization
e.g. stationary shop vs medical device manufacturer. For example the stationary shop may product a
product catalogue outlining the range and types of products on offer, orders may be place in person, over
the phone or on line, alternative products may be offered if a specified product is not available and the
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customer is informed of this. The organization may design an on line system that informs customers of all
products on offer and how to order the goods, the handling of returns and any complaints etc.

For the medical device manufacturer determination of customer needs would require more market input and
development such as patients, medical expertise, regulatory and safety requirements. More extensive
design and development processes may be necessary to determine if the organization can meet the
requirements for the product (see clause 8.3)

For high value products such as dmedoi coarld edredv iscyesst €
Here it is essential that the customer order process is reviewed by the organization the order confirmed with
the customer. The process for this should ensure that the requirements in 8.2 are addressed and that the
customer is informed of progress and any changes in the order.

It is up to the organization to establish:
- responsibilities, competencies and authorities related to the communication processes
- interfaces with customer and its representatives
- how and when to communicate
- documented information to be maintained and retained in order to ensure effective communication
procedures and to provide relevant evidence

The organization needs to determine supports and technologies for communicating (ref.: 7.1.3
Infrastructure) and it should consider relevant risks, including:

- reliability

- accessibility

- privacy

- security
(see: 6.1 Actions to address risks and opportunities)

As applicable, communication with customer should take place before, during and after the provision of
products and services. The organization needs to determine criticalities related to each stage above and
take appropriate actions

Where direct computer link orders are received, special provisions could be necessary to ensure that
communication procedures are effective and satisfactory for the customer.

Information relating to product and services could take place within the advertising initiatives: in this case,
bullet 8.2.2 b) particularly applies (“the organization shall ensure that it has the ability to meet the defined
requirements and substantiate the claims for the products and services it offers").

Any communication procedures should take account of the external context (see.: 4.1 Understanding the
organization and its context):
- in a small organization, when the context is simple and physically less extended, communication
with customer might take place directly, even face to face
- in a bigger organization, with a large and complex external context, a formal communication
planning could be necessary, including the use of specific strategies, media and technologies.

Communication with customer should include any needs and expectations of relevant interested parties that
could affect the organisationb6s ab selvices yhat meet costomer
requirements (ref. clause 4.2 -Understanding the needs and expectations of interested parties):
This could imply:

- monitoring the customer's sensitivity to sustainability issues

- the opportunity to establish direct linkages between the QMS and other MSS

The organization should ensure that communication with the customer take place as a two-way process;
therefore the organization should make available to the customer procedures as easy and simple as
possible, in order to enable the customer to ask for, or provide to the organization, information and feedback
about the product and service.

This includes suitable complaint procedures, supported by specific competences and tools, as applicable.
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Due to the criticality of the complaints in the light of the customer satisfaction and of the long term success
of the organization, the review of complaints handling process and its output should be considered as a
priority within the Management review process (ref. clause 9.3 - Management review)

Services Organizations

In the service industry, in general:

- an effective communication during the service provision might be very important to ensure the
customer satisfaction and to obtain the customer involvement, as necessary to fulfil the
requirements

- it could be necessary to provide training to the customer, when the customer is supposed to play an
active role in the service provision

In the personal services field, communication before the service provision could be essential in order to
obtain the necessary authorization and cooperation from the customer (this might include customer
properties issues - see 8.2.1 d - like personal data and copyright).

In some service sectors, (e.g. medical care) communication with the customer could include information:

- about the risk that the service doesn't achieve the expected results
about the risks arising from the service provision itself.

8.2.2 Determination of requirements related to products and services

ISO/DIS 9001:2014, Quality management systems - Requirements
8.2.2 Determination of requirements related to products and services

The organization shall establish, implement and maintain a process to determine the requirements for
the products and services to be offered to potential customers.

The organization shall ensure that:
a) product and service requirements (including those considered necessary by the organisation), and

applicable statutory and regulatory requirements, are defined;

b) it has the ability to meet the defined requirements and substantiate the claims for the products and

services it offers.

Subclause 8.2.2 requests the Organization to determine requirements related to products and services.

The Organization needs to:
a) comprehensively define the requirements
b) ensure the actual organization's ability to meet the defined requirements

As applicable, the objective a) could be achieved through:
- An effective communication with the customer (see clause 8.2.1)
- Market surveys and analysis
- Mandatory requirements surveys
- Analysis of calls for tenders

As applicable, the objective b) could be achieved through:
- strategic and operational planning
- process analysis and engineering
- resource management
- internal communication
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- supply network management
- review of requirements related to products and services (including order and contract review)

In a complex and/or large Organization the above should be addressed by adopting specific tools and

competencies.

In a small and simple Organization, a Risk Based Thinking and a PDCA approach should be adopted, as a

minimum, in order to ensure and continually improve the Organizations' ability to fulfil the requirement

8.2.3 Review of requirements related to products and services

ISO/DIS 9001:2014, Quality management systems - Requirements
8.2.3 Review of requirements related to products and services
The organization shall review, as applicable:

a) requirements specified by the customer, including the requirements for delivery and post-delivery

activities;

b) requirements not stated by the customer, but necessary for the customers' specified or intended use,

when known;

c) additional statutory and regulatory requirements applicable to the products and services;

d) contract or order requirements differing from those previously expressed.

NOTE Requirements can also include those arising from relevant interested parties.

This review shall be conducted prior to the or g
to the customer and shall ensure contract or order requirements differing from those previously defined
are resolved.

Where the customer does not provide a documented statement of their requirements, the customer
requirements shall be confirmed by the organization before acceptance.

Documented information describing the results of the review, including any new or changed
requirements for the products and services, shall be retained.

Where requirements for products and services are changed, the organization shall ensure that relevant
documented information is amended and that relevant personnel are made aware of the changed
requirements.

) i

A requirement for product and service might be specified or not specified by the customer; regardless of that,

it is up to the organization to be sure that all requirements will be fulfilled.

When the customer does not express a requirement in a documented information, the Organization needs to

be sure that what the customer actually needs has been clearly understood, by the organization and,

as

appropriate, by the customer itself; therefore, the organization shall confirm to the customer its requirements.

Although the clause does not request the organization to retain documented information of that, an evidence

of the confirmation above should be made available, as necessary.

In general, some of the things that the Organization might check for are:
- availability of parts or raw materials
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- the current equipment capacity

- conditions of payment,

- i f the product can be delivered by
- unspecified customer expectations or post-delivery activities

the customer 6s

- if there are any externally provided processes that need to be considered in the schedule (See also

8.4 - Control of externally provided products and services)

Requirements should refers to the entire product and service lifecycle, as applicable in order to ensure the

customer satisfaction (ref. clause 9.1.2 - Customer satisfaction)

Al parts of a customerds order or contract need

Needs and expectation of relevant interested parties, other than customer, might be crucial in order to satisfy
the customer, and, consequently, the Organization might need to address these needs and expectation

(including, as applicable, sustainability issues), as arising from the context analysis,

For example, a customer might discriminate between two products or services, with the same performances,
and might prefer the one that have less environmental impact. In this case, addressing the expectations of the

community and regulatory bodies is a condition for the customer satisfaction.

There is the risk that a requirement previously determined by the organization is changed in progress by the
customer, or because of changes in the context, etc. In these cases, the organization shall timely identify the
impacts on the process and consequently update any element of the process that is affected by the change:

- to ensure the integrity of the process
- to avoid misunderstanding,

- to confirm its ability to meet the defined requirements, including the new or changed ones,
- to ensure the conformity of the products and services, and the customer satisfaction.

This refers to any involved element of the QMS, including:
- documented information (Clause 7.5 - Documented Information)
- people's awareness (Clause 7.3 - Awareness)
- operational planning (8.1 Operational planning and control).
- competencies needed (7.2 Competence)
- external and internal communication (7.4 - Communication)

There might be many ways for conducting the requirements review; it depends on several conditions,

including:
- The complexity of the organization
- The industrial sector
- The criticalities and risks related to the products and services

- Legal and regulatory requirements and liabilities applicable to the agreement with the customer

- The interested parties involved
- Internal and external cultural issues

- The interface with the customer and the related technologies (for example, the review of internet

transactions could need to focus on the offer stage)
- The repetitivity of the process
- etc.

In a complex situation, the review process might imply:
- the use of detailed checklists

- the involvement of all relevant function in the organization and of external experts, if necessary

- the involvement of the customer
- the involvement of other relevant interested parties
- etc

In simpler situations, the review could be done quickly and automatically, and the evidence of its affirmative

results could be provided by signing the order or contract, or similar.
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It is up to the organization to decide how to conduct and document the review process; nevertheless, the
organization should be able to justify its decisions, as necessary.

Subclause 8.2.3 states that documented information describing the results of the review, including any new or
changed requirements for the products and services, shall be retained.

The Organization is not requested to retain detailed documented information about the requirements itself and
its changes, if any, as determined and reviewed by the Organization. Consequently, it is up to the
Organization make decisions about the detail of the records to be provided.

These decisions should take account of the organizational and external conditions, including:
- the complexity of the process and the related risks

- the expectations of the customer and of the other relevant interested parties, as applicable, including
the necessity to provide evidence to internal and external parties.

8.3 Design and development of products and services

8.3.1 General

ISO/DIS 9001:2014, Quality management systems - Requirements

8.3 Design and development of products and services

8.3.1 General

Where the detailed requirements of the organizat
not defined by the customer or by other interested parties, such that they are adequate for subsequent
production or service provision, the organization shall establish, implement and maintain a design and

development process.

NOTE 1 The organization can also apply the requirements given in 8.5 to the development of processes for
production and services provision

NOTE 2  For services, design and development planning can address the whole service delivery process. The
organization can therefore choose to consider the requirements of clauses 8.3 and 8.5 together.

Guidance
The object of design and development:

The organization should make clear what their products and services are. For example, for a personal
computer maker their product is the computer and this will be the object of the design and development. On
the other hand, an organization which assembles a computer unit by the offer from the computer maker. the
object of the design and development for this organization would be the assembling method of the unit.
Because what this organization is providing to the customer is "appropriately assembled" unit. When the
organization determines the object of the design and development, it is important to consider what values are
their customer acquiring through the products and services.

Activities for design and development

After determining the object of the design and development, next is to identify which activities in the
organization corresponds with the requirements of this clause.

If the organization is able to start the production or service provision only by the information given by their
customer requirements, the activities for design and development may not exist in this organization.
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But in the case of this, there is a possibility that the organization is ignoring what they really have to do in the
present situation. In this case, current state analysis will be need.

Example, in a house construction, the customer requirements would be various. How many floors, the number
of toilets, the living room measures, the walls colour and material and so on. Could the organization build a
house by only these information?. When the qualified architect draw the detail plan for the house by following
the building regulations, it would identify what materials are needed, how many days and workers are
necessary for the construction, and so on. And then, it will make possible to start building the house.
Therefore it can say, activities of the Design and development are determination of achievement methods for
realizing the requirements.

Design and development for service industry

The term "design" is unfamiliar for the service industry. But of course most service industry's organization has
design and development activities in their service provision operation.

To control these activities appropriately is very important for maintaining and improving the quality of the
service. For example, in medical service, is it possible to realize the requirement only by the requirement from
the patient "cure my disease". When a medical service include operation it has to make a suitable consultation
planning based on application of techniques and resources. This action is just the design and development
activities that are required in this clause. The below are other examples of design and development activities
in service industry.

- Making guidance for instructors. (Educational Institutions)

- Planning a customer service manual. (Restaurants, Hotels, etc.)

- Establishing room making procedure. (Hotels)

- Planning an inheritance according to the customer assets, age, and so on. (Trust Banks)

The characteristic of design and development in service industries.

Most organization of service industry provide both products and services to the customer. A restaurant
provides a dish which is a product and serving which is a service. An educational institutions provides
instruction which is a service and a teaching material which is a product. This mean most organization of
service industries has both activities for design and development for a product and for a service.

Services which are performed at the interface between the provider and the customer like serving have to
cope with flexibly according to circumstances in many cases. Therefore at serving it does not always relate to
customer satisfaction by following exactly to the manual. For example at a fast-food restaurant a customer
ordered ten hamburgers. Should the clerk ask to the customer "For here or to go?" that is stated in the
manual. Or use one's wits and ask "will be takeout" and go just to the check. Of course the second one will be
a better service. To enhance service quality, considering many situations and identify how to cope with actual
situations will be important at the design stage.

In some cases the design and development activities output can be the product of the organization. In this
case the organization have to carry out the design and development activities according with clause 8.3, and
carry out the activities under controlled conditions according with clause 8.5.

Summary

Design and development is the whole activities in the organization that are specifying the products and
services specification, that is to specify the means to achieve requirements is the design and development
activities.

In service industry, defining processes, determining personnel roles and arrangements and so on will be the
design and development activities.

Some organizations do not design and development products and services but apply, modify or adapt proven

design and development and processes to meet various customer requirements. Some examples are

1 atailor who receives a request from the customer to add a piece of fabric to a previous dress or suit, and

1 asmall shop which has a specification for a pneumatic clutch and a customer requires a change on the fit
that will require a customization of the clutch.

58 E 1SO 2014 i All rights reserved



ISO/WD TS 9002

2300

2301 The case which do not have design and development activities.

2302

2303 Example of a case of "Where the detailed requirements

2304  already established" can find in an organization which provides a traditional craft. In most case in traditional

2305 craft, detailed requirements are already established.

2306

2307 Nextexampl e of a case of "Where the detailed requiremenit
2308 already defined by the customer or by other interested parties” can find in an OEM(original equipment

2309 manufacturer). A company which supplies OEM products is provided detailed design plan for production from

2310 the client company.

2311

2312

2313  8.3.2 Design and development planning

ISO/DIS 9001:2014, Quality management systems - Requirements

8.3.2 Design and development planning

In determining the stages and controls for design and development, the organization shall consider:
a) the nature, duration and complexity of the design and development activities;

b) requirements that specify particular process stages, including applicable design and development
reviews;

c) the required design and development verification and validation;
d) the responsibilities and authorities involved in the design and development process;

e) the need to control interfaces between individuals and parties involved in the design and development
process;

f) the need for involvement of customer and user groups in the design and development process;

g) the necessary documented information to confirm that design and development requirements have

been met.
2314
2315 Guidance
2316

2317 In most case, products and services design and development processes are carried out with several stages.
2318 For example, determining component element of the products, verifying technology to use, determining
2319 necessary materials, determining design plan, making trial product and so on.

2320

2321 In determining the stages and controls for design and development, the organization shall consider the
2322  following points.

2323

2324 The nature, duration and complexity of the Design and development activities

2325

2326 Design and development activities have natures as for a new product and service or for changes to an
2327 existing product and service. The design and development activities duration will depend on customer delivery
2328 time requirements etc, and activities complexity will depend on the numbers of the parts or material variety
2329 (chemical, metal, wood, plastic etc.).

2330

2331 Design and development review , verification and validation

2332
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As part of the requirements, you should also plan how the design and development review (8.3.2b)), Design
and development verification (8.3.2c)) and design and development validation (8.3.2c)) activities are to be
carried out and recorded.

While the aims of design and development review (8.3.2c)), design and development verification (8.3.2c)) and
design and development validation (8.3.2c)) are different, there can be considerable overlap and inter-relation
between them. In many instances an activity can be relevant to the requirements of these three clauses
(particularly for simple designs), for example prototype testing and evaluation of test results make a major
contribution to all three.

Figure X provides a diagrammatic representation of the relationship between review, verification and
validation and is presented to help you understand the connection between these three.

Design & development process

Customer Review D&D Review D&D Review Product
needs ’ input > output >
A
L Verification 4J
Validation <

Figure X 1 Simplified diagram of the relationship between review, verification and validation in
the design and development process.

Design and development review can take place at any stage of the design and development process. For
relatively simple design and development, one review could be sufficient. For complex design and
development, several reviews could be required. In the design and development of software, you might need
frequent reviews throughout the design and development, involving consultation with the customer. In the
design of a simple heating and ventilation air-conditioning system, a review might be needed only once, as
part of design and development completion.

In deciding the number of reviews necessary, you need to consider

1 Are there obvious phases or natural stages in the design and development?

1 If something goes wrong which is not detected until a much later stage, what are the likely consequences
and what actions should you take?

1 What is the time scale of the design and development?

Responsibilities and authorities
You need to plan what is to be done and who is going to do it in relation to the design and development.

Necessary communication

In a large organization, there are usually lots of people and departments involved in the design and
development process. Control of the relationships and communications between them is obviously important.

Most small organizations will not encounter this situation. However, even if there is only one individual doing
design and development, there are some relationships and communications with other parties which are
important. These include customers, people from manufacturing and purchasing, regulatory bodies, suppliers
and the like. This will ensure that issues such as manufacturability, availability of parts and possible training of
personnel are all considered early enough to prevent problems later on.
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You will need to establish which of these are critical to the design and development and decide how to
establish good communication with these parties. It is important that the design and development records
show what information has passed between you and the other parties and that it has been reviewed and acted
upon.

Necessary documented information

To confirm whether the design and development requirements have been met the requirements or not, the
organization has to plan in advance what documents and records, or any other objective evidences are
needed. At review, verification and validation for design and development you have to retain objective
evidence to demonstrate that the activities for it has carried out appropriately. When the Design and
development activities brought unintended result the retained documented information for the activities would
help to identify where the problem happened. On the other hand when it provided exactly the intended result
the retained documented information would become ano r g a n i szkaowledgead the futures good samples.

The design and development plan can evolve with the design and development activities, so the planning
needs to be updated. The evolving steps of this planning are also important as feedback information for
similar design and development activities. Design and development plans do not have to be complex. They can
be as simple as a flowchart, showing the steps to be taken and who is to do them.

8.3.3 Design and development Inputs

ISO/DIS 9001:2014, Quality management systems - Requirements
8.3.3 Design and development Inputs
The organization shall determine:

a) requirements essential for the specific type of products and services being designed and developed,
including, as applicable, functional and performance requirements;

b) applicable statutory and regulatory requirements;

¢) standards or codes of practice that the organization has committed to implement;

d) internal and external resource needs for the design and development of products and services;
e) the potential consequences of failure due to the nature of the products and services;

f) the level of control expected of the design and development process by customers and other relevant
interested parties.

Inputs shall be adequate for design and development purposes, complete, and unambiguous. Conflicts
among inputs shall be resolved.

Guidance

Inputs for design and development should be determined at the first stage of the process.

A major consideration is the customerds needs, which

i mportant to be aware of the cust omeveronsoreuriticalttodhee d e x p e

design and development. The review might result in additional information to be considered. Other factors that
could need to be considered include the following
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