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Introduction

0.1 General
The adoption of a quality management
system is a strategic decision for an

organization that can help to improve its
overall performance and provide a sound
basis for sustainable development initiatives.
The potential benefits to an organization of
implementing a quality management system
based on this International Standard are:

a) the ability to consistently provide products
and services that meet customer and
applicable

statutory and regulatory requirements;

b) facilitating opportunities to enhance
customer satisfaction;

Cc) addressing risks and opportunities
associated with its context and objectives;

d) the ability to demonstrate conformity to
specified quality management system
requirements.

This International Standard can be used by
internal and external parties.

It is not the intent of this
Standard to imply the need for:
— uniformity in the structure of different
guality management systems;

— alignment of documentation to the clause
structure of this International Standard,;

— the use of the specific terminology of this
International Standard within the organization.

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

This International Standard employs the
process approach, which incorporates the
Plan-Do-Check-Act (PDCA) cycle and risk-
based thinking.

The process approach enables an
organization to plan its processes and their
interactions.

The PDCA cycle enables an organization to
ensure that its processes are adequately
resourced and managed, and that
opportunities for improvement are determined
and acted on.

Risk-based thinking enables an organization
to determine the factors that could cause its
processes and its quality management
system to deviate from the planned results, to
put in place preventive controls to minimize
negative effects and to make maximum use of
opportunities as they arise (see Clause A.4).

International
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Consistently meeting requirements and
addressing future needs and expectations
poses a challenge for organizations in an
increasingly dynamic and complex
environment. To achieve this objective, the
organization might find it necessary to adopt
various forms of improvement in addition to
correction and continual improvement, such
as breakthrough change, innovation and re-
organization.

In this International Standard, the following
verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance
in understanding or clarifying the associated
requirement.

0.2 Quality management principles

This International Standard is based on the
guality management principles described in
ISO 9000. The descriptions include a
statement of each principle, a rationale of why
the principle is important for the organization,
some examples of benefits associated with
the principle and examples of typical actions
to improve the organization’s performance
when applying the principle.

The quality management principles are:

— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

0.3 Process approach
0.3.1 General

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. Specific
requirements considered essential to the
adoption of a process approach are included
in4.4.
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Understanding and managing interrelated
processes as a system contributes to the
organization’s effectiveness and efficiency in
achieving its intended results. This approach
enables the organization to control the
interrelationships and interdependencies
among the processes of the system, so that
the overall performance of the organization
can be enhanced.

The process approach involves the
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 organization. Management of the
processes and the system as a whole can be
achieved using the PDCA cycle (see 0.3.2)
with an overall focus on risk-based thinking
(see 0.3.3) aimed at taking advantage of
opportunities and preventing undesirable
results.

The application of the process approach in a
guality management system enables:

a) understanding and consistency in meeting
requirements;

b) the consideration of processes in terms of
added value;

¢) the achievement of effective process
performance;

d) improvement of processes based on
evaluation of data and information.

Figure 1 gives a schematic representation of
any process and shows the interaction of its
elements. The monitoring and measuring
check points, which are necessary for control,
are specific to each process and will vary
depending on the related risks.
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Figure 1 — Schematic representation of the elements of a single process
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0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all
processes and to the quality management
system as a whole.

Figure 2 illustrates how Clauses 4 to 10 can
be grouped in relation to the PDCA cycle.
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e
Needs and
expectations of Improvement
relevant \ (10) /
interested ;
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S -

NOTE Numbers in brackets refer to the clauses in this International Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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The PDCA cycle can be briefly described as

follows:

Plan: establish the objectives of the
system and its processes, and the
resources needed to deliver results in
accordance with customers’ requirements
and the organization’s policies, and identify
and address risks and opportunities;

— Do: implement what was planned,;

— Check: monitor and (where applicable)
measure processes and the resulting
products and services against policies,
objectives, requirements and planned
activities, and report the results;

— Act: take actions to improve performance,
as necessary.

0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is
essential for achieving an effective quality
management system.

The concept of risk-based thinking has been
implicit in  previous editions of this
International Standard including, for example,
carrying out preventive action to eliminate
potential nonconformities, analyzing any
nonconformities that do occur, and taking
action to prevent recurrence that is
appropriate  for the effects of the
nonconformity.

To conform to the requirements of this
International Standard, an organization needs
to plan and implement actions to address
risks and opportunities. Addressing both risks
and opportunities establishes a basis for
increasing the effectiveness of the quality
management system, achieving improved
results and preventing negative effects.
Opportunities can arise as a result of a
situation favourable to achieving an intended
result, for example, a set of circumstances

that allow the organization to attract
customers, develop new products and
services, reduce waste or improve

productivity. Actions to address opportunities
can also include consideration of associated
risks. Risk is the effect of uncertainty and any
such uncertainty can have positive or
negative effects. A positive deviation arising
from a risk can provide an opportunity, but not
all positive effects of risk result in
opportunities.
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04 Compatibility with other
management system standards

This International Standard applies the
framework developed by ISO to improve
alignment among its International Standards
for management systems (see Clause A.1).
This International Standard enables an
organization to use the process approach,
coupled with the PDCA cycle and risk-based
thinking, to align or integrate its quality
management system with the requirements of
other management system standards.

This International Standard relates to I1SO
9000 and ISO 9004 as follows:

— I1SO 9000 Quality management systems
Fundamentals and vocabulary provides
essential background for the proper
understanding and implementation of this
International Standard;

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.

Annex B provides details of other International
Standards on quality management and quality
management systems that have been
developed by ISO/TC 176.

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.
Sector-specific quality management system
standards based on the requirements of this
International Standard have been developed
for a number of sectors. Some of these
standards specify additional quality
management system requirements, while
others are limited to providing guidance to the
application of this International Standard
within the particular sector.

A matrix showing the correlation between the
clauses of this edition of this International
Standard and the previous edition (ISO
9001:2008) can be found on the ISO/TC
176/SC 2 open access web site at:
WwWWw.is0.0rg/tc176/sc02/public.
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Quality management systems
— Requirements

1 Scope

This International  Standard  specifies
requirements for a quality management
system when 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
In_this_International Standard, the terms “product” or

“service” only apply to products and services intended
for, or required by, a customer.

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

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 9000:2015, Quality management systems
— Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and
definitions given in ISO 9000:2015 apply.
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4 Context of the organization

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:

Issues can include positive and negative
factors or conditions for consideration.
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NOTE 2:
Understanding the external context can be
facilitated by considering issues arising from

Silad) § Ll

legal, technological, competitive, market,

cultural, social, and economic environments, :4sbaid¥ls dclein¥ly 4dlith olicd) LU.iSH FGeulls
whether _international, national, regional or Lidclel) of deacld¥ol ddol] ;fose
local.

NOTE 3: P e
Understanding the internal context can be = . o ) ] .
facilitated by considering issues related to <8 bladl § Bl putts OF pS0r (A3 ] (Slesel) oid

values, culture knowledge and performance of
the organization.

Understanding the needs
expectations of interested parties
Due to their impact or potential impact on the
organisation’s ability to consistently provide
products and services that meet customer and
applicable statutory and regulatory
requirements, the organization shall determine:

a) the interested parties that are relevant to

the quality management system;

b) 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.
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
toin4.1;
b) the requirements of relevant interested
parties referred to in 4.2;
c) the products and services of the
organization.
The organization shall apply all the
requirements of this International
Standard if they are applicable within the
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determined scope of its
management system.

quality

The scope of the organization’s quality
management system shall be available
and be maintained as documented
information. The scope shall state the
types of products and services covered,
and provide justification for any
requirement of this International
Standard that the organization
determines is not applicable to the scope
of its quality management system.
Conformity to this International Standard
may only be claimed if the requirements
determined as not being applicable do
not affect the organization’s ability or
responsibility to ensure the conformity of
its products and services and the
enhancement of customer satisfaction.
Quality management system and its
processes

441

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:

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

b) determine the sequence and interaction of
these processes;

c) determine and apply the criteria and
methods, (including monitoring,
measurements and related performance
indicators) needed to ensure the effective
operation, and control of these processes;

d) determine the resources needed and ensure
their availability;

e) assign the responsibilities and authorities for
these processes;

f) address the risks and opportunities in
accordance with the requirements of 6.1,

g) evaluate these processes and implement
any changes needed to ensure that these
processes achieve their intended results;

h) improve the processes and the quality
management system.

4.4
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4.4.2 X§.¢
To the extent necessary, the organization
shall: s o ST Il ?Lg.i.” Lolad! le ooz

a) maintain documented information to ped aPUI Luall (Bls) Aise oleglas Wlue -
support the operation of its processes;
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5 Leadership
5.1 Leadership and commitment

5.1.1 General

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;

c) ensuring that the quality policy is
communicated, understood and applied
within the organization;

d) ensuring the integration of the quality
management system requirements into the
organization’s business processes;

e) promoting the use of the process
approach and risk-based thinking;

f) ensuring that the resources needed for the
guality management system are available;

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

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

i) promoting continual improvement;

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

NOTE:

Reference to “business” in this International
Standard can be interpreted broadly to mean
those activities that are core to the purposes of
the organization’s existence; whether the
organization is public, private, for profit or not

for profit.

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, understood and
consistently 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 enhancing
satisfaction is maintained.

customer
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5.2 Policy

5.2.1 Establishing the quality policy

Top management shall establish, implement

and maintain a quality policy that:

a) is appropriate to the purpose and context
of the organization and supports its
strategic direction;

b) provides a framework for setting quality
objectives;

c) includes a commitment to
applicable requirements;

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

5.2.2 Communicating the quality policy

The quality policy shall:

a) be available and be maintained as
documented information;

b) be communicated, understood and applied
within the organization;

c) be available to relevant interested parties,
as appropriate.

satisfy

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

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;

¢) reporting on the performance of the quality
management system and on opportunities
for improvement (see 10.1), in particular
to top;

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 quality management
system are planned and implemented.

the
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6 Planning

6.1 Actions to

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) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve 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
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address risks and

actions.

Actions taken to

and services.
NOTE 1

address risks and
opportunities shall be proportionate to the
potential impact on the conformity of products
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NOTE 2

Opportunities can lead to the adoption of
new_practices, launching new products,
opening new_ markets, addressing new
customers, building partnerships, using
new technology and other desirable and
viable possibilities to address the
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objectives at relevant functions, levels and
processes needed for the quality
management system.
The quality objectives shall:
a) be consistent with the quality policy,
b) be measurable;
¢) take into account applicable requirements;
d) be relevant to conformity of products and
services and the enhancement of
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customer satisfaction;
e) be monitored;
f) be communicated,;
g) be updated as appropriate.
The organization shall maintain documented
information on the quality objectives.
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e) how the results will be evaluated.

6.3 Planning of changes

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

a) the purpose of the change and any of its

potential consequences;

b) the integrity of the quality management
system;

¢) the availability of resources;
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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;
b) what needs to be obtained from external
providers.

7.1.2 People
The organization shall determine and provide
the persons necessary for the effective
implementation of its quality management
system and for the operation and control of its
processes.
7.1.3 Infrastructure
The organization shall determine, provide
and maintain the infrastructure for the
operation of its processes to achieve
conformity of products and services.

NOTE

Infrastructure can include:

a) buildings and associated utilities;

b) equipment including hardware and software;

C) transportation resources;

d) information and communication technology.

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

A suitable environment can be a combination
of human and physical factors, such as:

a) social (e.g. non-discriminatory, calm, non-
confrontational);

b) psychological (e.g. stress-reducing,
burnout prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity,
light, airflow, hygiene, noise).

These factors can differ substantially
depending on the products and services
provided.
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7.1.5 Monitoring and measuring resources

7.1.5.1 General

3ol (ulidy o, 0-3-V

‘aLc. V-0-\-Y

The organization shall determine and

provide the resources needed to ensure

valid and reliable results when
monitoring or measuring is used to verify
the conformity of products and services
to requirements.

The organization shall
resources provided:

a) are suitable for the specific type of
monitoring and measurement activities
being undertaken;

b) are maintained to ensure their continuing
fitness for their purpose.

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

ensure that the

7.1.5.2 Measurement traceability
When measurement traceability is a
requirement, or is considered by the
organization to be an essential
part of providing confidence
validity of  measurement
measuring equipment shall be:
[0verified 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;
- 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 measuring
equipment is found to be unfit for its intended
purpose, and shall take appropriate action as
necessary.

in the
results,

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 and required updates.
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NOTE 1

Organizational _knowledge is knowledge
specific_to the organization; it is generally
gained by experience. It is information that is

| dbsMe
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used and shared to achieve the
organization’s objectives.

NOTE 2
Organizational knowledge can be based on::
a) internal sources (e.q. intellectual property:;
knowledge gained from experience;
lessons learned from failures and
successful projects; capturing and sharing
undocumented knowledge and
experience; the results of improvements in
processes, products and services)
b) external sources (e.q. standards, academia,
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conferences, gathering knowledge from
customers or rexternal providers).

7.2 Competence

The organization shall;

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

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

¢) 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 reassignment of currently
employed persons; or the hiring or
contracting of competent persons.

7.3 Awareness

The organization shall ensure that persons

doing work under the organization’s control

shall be aware of:

a) the quality policy;

b) relevant quality objectives;

¢) 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.
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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.

e) who communicates

7.5 Documented information

7.5.1 General

The organization’s

system shall include

a) documented information required by this
International Standard;

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

quality management
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NOTE The extent of documented information aliaMe
for a quality mgnagement system can_differ Lo Goanll 5,)s] llii) Aitsl] laglal] i dilid
from one organization to another due to: ’ -

a) the size of organization and its type of i [pli 6,31 J) dabiio
activities,  processes, products and Lilmiies Lildecy Libiil s4i9 deliill ez -/
services; ' . Ll g

b) .the cqmplexﬂv of processes and their Li o feLizlly f id cpko o
interactions;

c) the competence of persons. cthola)) 5:LiS” -

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) it is available and suitable for use, where
and when it is needed;

b) it is adequately protected (e.g. from loss
of confidentiality, improper use, or loss
of integrity).
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7.5.3.2 For the c_ont_rol of documented informatipn, ALl il o coms aalsll cloglall Lapal Y-Y-0-Y
the organization shall address the following Leoedhe Ll YL
s LRes e Al EVAA 3

activities, as applicable:
a) distribution, access, retrieval and use; plasiaYly Balaiu¥ly ALYy psenll -
b) storage and preservation, including o3 3§ Ly Loe aadl=lly L, Bl -o
preservation of legibility; _ . 8elyall gy e Aadlall
¢) control of changes (e.g. version control);
d) retention and disposition. Shley! s Jie wbiadll s -z
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from unintended alterations.
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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:

1) the processes
2) 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) determining, maintaining and retaining
documented information to the extent
necessary:

1) to have confidence that the processes
have been carried out as planned;

2) to demonstrate the conformity of
products and services to their
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 (see
8.4).
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8.2 Requirements for and
services

8.2.1 Customer communication

products Sleddly almid | oldlaze ¥ -A
sSeall go holgill V-Y-A

sdedio of e ¢ daadl 2o Jeolgddl

bl alaully 1Me @3 Sloglaey wo il -i

Communication with customers shall include:

a) providing information relating to
products and services;

b) handling enquiries, contracts or orders,
including changes;

c) obtaining customer feedback relating to
products and services, including customer

2o Jebaddl of cludlasdlsl Ol ludiw & Joladd! -
s gl Jack Losg el

complaints; eDleadl gol8a 23 8 Loy oleasdly
d) the handling or controlling customer o e B
property: et Slslies o of & Joladdl -

e) establishing specific requirements for
contingency actions, when relevant.
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8.2.2 Determination of for
products and services.

When determining the requirements for the
products and services to be offered to

customers, the organization shall ensure that:

requirements

a) the requirements for the products and
services are defined, including:

1) any applicable statutory and regulatory
requirements;

2) those considered necessary by the
organization;

b) the organization can meet the claims
for the products and services it offers.

8.2.3 Review of requirements for products and

services

8.2.3.1 The organization shall ensure that it
has the ability to meet the requirements
for products and services to be offered
to customers. The organization shall
conduct a review before committing to
supply products and services to a
customer, to include:

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 specified or intended
use, when known;

¢) requirements specified by the organization;

d) statutory and regulatory requirements
applicable to the products and services;

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

The organization shall ensure that
contract or order requirements differing
from those previously defined are
resolved.

The customer’s requirements shall be
confirmed by the organization before
acceptance, when the customer does
not provide a documented statement of

their requirements.
NOTE
In some situations, such as internet sales, a formal

review is_impractical for each order. Instead, the
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review can cover relevant product information,

such as catalogues.

8.2.3.2 The organization shall retain
documented information, as applicable:
a) on the results of the review;
b)on any new requirements for
products and services.
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8.2.4 Changes to requirements for products and aleailly ilmiiall oldlazll peid €-Y-A
services ) ) N

The organization shall ensure that relevant <13 aaSell ciloglall o oo JST delaill o
documented information is amended, and that . L. VR v e e
relevant persons are made aware of the changed ~“*% oniall aled¥l oly Lebuas 5 A8kl

requirements, when the requirements for products — =ildlaie pdi POIPRETS Y PGPS (IS N
and services are changed.
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8.3 Design and development of products s leuzdle olaiial] walaill d1 YA
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8.3.1 General ale V-Y-A

The organization shall establish, implement crosaill dloe Lloy Gadads G aedaill e oo
and maintain a design and development . . e i
process that is appropriate to ensure the A wleaslly wlziid] Adg5 Olesad yigladlly
subsequent provision of products and

services.

8.3.2 Design and development planning robidly pragarll ladazedd| ¥-Y-A

In determining the stages and controls for  fe e, pohailly pueaidl daylgung Jolpe dyums e
design and development, the organization ) T
shall consider: layloe! § avas oof Aelaid!

a) the nature, duration and complexity of the okailly erasatdl Aaidl udaly buag damb -
design and development activities; o e e .

b) the required process stages, including ** o preadll Abld sloll Adeadl dolys -
applicable design and development okl claxlmg
reviews, sobatlly rasaill Lglhall slaie¥ly 3amdl daddl -z

c) the required design and development ~ . -

e Sy el Aloc sl ol ly oldgiwd! -
verification and validation activities;; - et d Al aledlally Sl ?
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demonstrate that design and AR
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c) statutory and regulatory requirements;

d) standards or codes of practice that the
organization has committed to implement;

e) the potential consequences of failure due
to the nature of the products and services.

Inputs shall be adequate for design and
development purposes, complete, and
unambiguous.

Conflicts among inputs shall be resolved.

The organization shall retain documented
information on design and development
inputs.

8.3.4 Design and development controls

The organization shall apply controls to
the design and development process to
ensure that:

a) the results to be achieved are defined;

b) reviews are conducted to evaluate the
ability of the results of design and
development to meet requirements;

c) verification activities are conducted to
ensure that the design and development
outputs meet the input requirements;

d) validation activities are conducted to
ensure that the resulting products and
services meet the requirements for
the specified application or intended
use.

8.3.5 Design and development outputs

The organization shall ensure that design and

development outputs:

a) meet the input requirements for design and
development;

b) are adequate for the subsequent
processes for the provision of products
and services;

c) include or reference monitoring and
measuring requirements, and acceptance
criteria, as applicable;

d) ensure products to be produced, or
services to be provided, are fit for
intended purpose and their safe and
proper use;

e) any necessary actions are taken on
problems determined during the
reviews, or verification and validation
activities;

f) documented information of these activities
is retained.

NOTE Design and development reviews,

verification and validation have distinct

purposes. They can be conducted separately
or in any combination, as is suitable for the
products and services of the organization.
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8.3.6 Design and development changes

The organization shall identify, review

and control changes made during, or

subsequent to, the design and

development of products and services,

to the extent necessary to ensure that

there is no adverse impact on conformity

to requirements

The organization shall retain

documented information on:

a) design and development changes;

b) the results of reviews;

¢) the authorization of the changes;

d) the actions taken to prevent adverse
impacts.

8.4 Control of externally provided products

and services

8.4.1 General

The organization shall ensure that externally
provided processes, products, and services
conform to requirements.

The organization shall determine the

controls to be applied to externally

provided processes, products

and services when:

a) products and services are provided by
external providers for incorporation into
the organization’s own products and
services;

b) products and services are provided directly
to the customer(s) by external providers
on behalf of the organization;

c) a process or part of a process is provided
by an external provider as a result of a
decision by the organization.

The organization shall determine and apply
criteria for the evaluation, selection,
monitoring of performance, and re-evaluation
of external providers, based on their ability to
provide processes or products and services
in accordance with requirements.

The organization shall retain documented
information of these activities and any
necessary actions arising from the
evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally
provided processes, products and services
do not adversely affect the organization’s
ability to consistently deliver conforming
products and services to its customers.

The organization shall:

a) ensure that externally provided
processes remain within the control of
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its quality management system;

b) define both the controls that it intends to
apply to an external provider and those it
intends to apply to the resulting output;

c) take into consideration:

1) the potential impact of the externally
provided processes, products and
services on the organization’s ability
to consistently meet customer and
applicable statutory and regulatory
requirements;

2) the effectiveness of the controls
applied by the external provider.

d) Determine verification or other activities
necessary to ensure the externally
provided processes, products and
services meet requirements.

8.4.3 Information for external providers

The organization shall ensure the
adequacy of requirements prior to their
communication to the external provider.
The organization shall communicate to
external providers its requirements for:

a) the process, products and services to be
provided;

b) approval of:

1) products and services;
2) methods, processes and equipment;
3) the release of products and services;

c) competence, including any required
gualification of persons;

d) the external providers’ interactions with the
organization;

e) control and monitoring of the external
providers’ performance to be applied
by the organization;

f) verification or validation activities that
the organization, or its customer,
intends to perform at the external
providers’ premises.
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production and service provision under

controlled conditions.

Controlled conditions

applicable:

a) the availability of documented information
that defines:

1) the characteristics of the products
to be produced, the services to be
provided, or the activities to be
performed;

2) the results to be achieved;

b) the availability and use of suitable
monitoring and measuring resources;;
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c) the implementation of monitoring and
measurement activities at appropriate
stages to verify that criteria for control of
processes or outputs, and acceptance
criteria for products and services, have
been met;

d) the use of suitable infrastructure and
environment for the operation of

processes;
e) the appointment of competent
persons, including any required
gualification;

f) the validation, and periodic revalidation, of
the ability to achieve planned results of
the processes for production and service
provision, where the resulting output
cannot be verified by subsequent
monitoring or measurement;

g) the implementation of actions to
prevent human error;

h) the implementation of release, delivery
and post-delivery activities.

8.5.2 Identification and traceability

The organization shall use suitable
means to identify outputs when it is
necessary to ensure the conformity of
products and services.

The organization shall identify the status of
outputs with respect to monitoring and
measurement  requirements  throughout
production and service provision.

the organization shall control the unique
identification of the outputs, when traceability
is a requirement, and shall retain the
documented information necessary to enable
traceability.

8.5.3 Property belonging to customers or

external providers

The organization shall exercise care with
property belonging to the customer or
external providers while it is under the
organization's control or being used by the
organization.

The organization shall identify, verify, protect
and safeguard the customer’s or external
provider's property provided for use or
incorporation into the products and services.
When property of the customer or external
provider is lost, damaged or otherwise found
to be unsuitable for use, the organization
shall report this to the customer or external
provider and retain documented
information on what has occurred.

NOTE

Customer _property can _include material,
components, tools and egquipment, customer
premises, intellectual property and personal
data.
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8.5.4 Preservation

The organization shall preserve the outputs
during production and service provision, to
the extent necessary to maintain conformity
to requirements.

NOTE

Preservation can _include identification,
handling, contamination control, packaging,
storage, transmission or_transportation, and

protection.

8.5.5 Post-delivery activities

the organization shall meet requirements for

post-delivery activities associated with the

products and services.

In determining the extent of post-delivery

activities that are required, the organisation

shall consider:

a) statutory and regulatory requirements

b) the potential undesired consequences
associated with its products and
services;

¢) the nature, use and intended lifetime of the
products and services;

d) customer requirements;

e) customer feedback.

NOTE
Post-delivery activities can include actions
under _warranty  provisions, _contractual

obligations such as maintenance services,
and supplementary services such as
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recycling or final disposal.

8.5.6 Control of changes

The organization shall review and control
changes for production or service provision to
the extent necessary to ensure continuing
conformity with requirements.

The organization shall retain documented
information describing the results of the
review of changes, the personnel authorizing
the change, and any necessary actions
arising from the review.

8.6 Release of products and services

The organization shall implement the planned
arrangements at appropriate stages to verify
that product and service requirements have
been met.

The release of products and services to the
customer shall not proceed until the planned
arrangements have been satisfactorily
completed, unless otherwise approved by a
relevant authority and, as applicable, by the
customer.

The organization shall retain
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documented information on the release

of products and services. The

documented information shall include:

a) evidence of conformity with the
acceptance criteria;

b) traceabilty to the
authorizing the release.

8.7 Control of nonconforming outputs

8.7.1
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The organization shall ensure that outputs,
that not conform to requirements are
identified and controlled to prevent their
unintended use or delivery.
The organization shall take appropriate
corrective action based on the nature of the
nonconformity and its effect on the conformity
of products and services. This applies also
apply to nonconforming products and
services detected after delivery of the
productsm, during or after the provision of the
service.

The organization shall deal with

nonconforming outputs, in one or more of the

following ways:

a) correction;

b) segregation, containment, return or
suspension of provision of products and
services;

¢) informing the customer;

d) obtaining authorization for acceptance
under concession.

Conformity to the requirements shall be
verified when nonconforming outputs are
corrected.

8.7.2

The organization shall retain documented
information that;

a) describes the nonconformity;

b) describes the actions taken;

c¢) describes any concessions obtained;

d) identifies the authority deciding the
action in respect of the
nonconformity..
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9 Performance Evaluation

9.1 Monitoring, Measurement,
And Evaluation

9.1.1 General

The organization shall determine:

a) what needs to be monitored and measured,;

b) the methods for monitoring, measurement,
analysis and evaluation, needed to ensure
valid results;

¢) when the monitoring and measuring shall be
performed;

d) when the results from monitoring and

Analysis

measurement shall be analysed and
evaluated.
The organization shall evaluate the

performance and the effectiveness of the
quality management system.

The organization shall retain appropriate
documented information as evidence of
the results.

9.1.2 Customer satisfaction

The organization shall monitor customers’
perceptions of the degree to which their
needs and expectations have been
fulfilled.

The organization shall determine the
methods for obtaining, monitoring and
reviewing this information.

NOTE

Examples of monitoring customer perceptions
can include customer surveys, customer
feedback on delivered products and services,
meetings with customers, market-share
analysis, compliments, warranty claims and
dealer reports.

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate

appropriate data and information arising from

monitoring and measurement.

The output of analysis and evaluation shall be

used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

c) the performance and effectiveness of the
quality management system;

d) If planning has been
effectively;

e) the effectiveness of actions taken to address
risks and opportunities;

f) assess the performance of
provider(s);

g) the need for improvements to the quality
management system.

NOTE

Methods to analyse data can include statistical

technigues.
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9.2 Internal Audit

9.2.1 The organization shall conduct internal
audits at planned intervals to provide
infformation on  whether the quality
management system;

a) conforms to:

1) the organization’s own requirements for
its quality management system;

2) the requirements of this International
Standard;

b) is effectively implemented and maintained.

9.2.2 The organization shall:

a) plan, establish, implement and maintain an
audit programme(s) including the
frequency, methods, responsibilities,
planning requirements and reporting, which
shall take into consideration the importance
of the processes concerned, changes
affecting the organisation, and the results of
previous audits;

b) define the audit criteria and scope for each
audit;

¢) select auditors and conduct audits to ensure
objectivity and the impartiality of the audit
process;

d) ensure that the results of the audits are
reported to relevant management;

e) take necessary correction and corrective
actions without undue delay;

f) retain documented information as evidence

of the implementation of the audit
programme and the audit results.
NOTE
See ISO 19011 for guidance.
9.3 Management review
9.3.1 Top management shall review the

organization's quality management system,
at planned intervals, to ensure its continuing
suitability, adequacy, and effectiveness and
alignment with the strategic direction of the
organization.

9.3.2 Management Review Inputs

The management review shall be planned

and carried out taking into consideration:

a) the status of actions from previous
management reviews;

b) changes in external and internal issues
that are relevant to the quality
management system;

¢) information on the performance and
effectiveness of the quality management
system, including trends in:
1) customer satisfaction and feedback
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from relevant interested patrties;

2) the extent to which quality
objectives have been met

3) process performance and
conformity of products and
services;

4) nonconformities and corrective actions;

5) monitoring and measurement results;

6) audit results;

7) the performance of external providers;;

5) issues concerning external providers
and other relevant interested parties;

d) adequacy of resources;

e) the effectiveness of actions taken to
address risks and opportunities (see
clause 6.1);

f) opportunities for improvement.

9.3.3 Management review outputs

The outputs of the management review shall

include decisions and actions related to:

a) opportunities for improvement;

b) any need for changes to the quality
management system;

¢) resources needed

The organization shall retain documented
information as evidence of the results of
management reviews.
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10 Improvement

10.1 General

The organization shall determine and select
opportunities for improvement and implement

necessary actions to meet customer
requirements and enhance  customer
satisfaction.

These shall include:

a) improving products and services to
meet requirements as well as to
address future needs and
expectations;

b) correcting, preventing or reducing
undesired effects;

c) improving the performance and

effectiveness of the quality
management system.
NOTE

Examples of improvement can include
correction, corrective action, continual
improvement, breakthrough change,
innovation and re-organization.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including
any arising from complaints, the organization
shall:

a) react to the nonconformity,
applicable:

1) take action to control and correct it;
2) deal with the consequences;

b) evaluate the need for action to eliminate
the cause(s) of the nonconformity, in order
that it does not recur or occur elsewhere,
by:

and as

1) reviewing andanalyzing the
nonconformity;
2) determining the causes of the

nonconformity;
3) determining if similar nonconformities
exist, or could potentially occur;
¢) implement any action needed;
d) review the effectiveness of any corrective
action taken;

e) update risks and opportunities
determined during planning, if
necessary;

f) make changes to the quality management
system, if necessary.

Corrective actions shall be appropriate to the
effects of the nonconformities encountered.
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10.2.2 The organization shall retain documented
information as evidence of:
a) the nature of the nonconformities and any
subsequent actions taken;

b) the results of any corrective action.

10.3 Continual improvement

The organization shall continually improve
the suitability, adequacy, and effectiveness of
the quality management system.

The organization shall consider the outputs of
analysis and evaluation, and the outputs from
management review, to dtermine if there are
needs or opportunities that shall be
addressed as part of continual improvement.
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Annex A
(informative)
Clarification of new structure,
terminology and concepts

A.1 Structure and terminology

The clause structure and some of the
terminology of this International Standard, in
comparison with ISO 9001:2008, have been
changed to improve alignment with other
management systems standards.

The consequent changes in the structure and
terminology do not need to be reflected in the
documentation of an organization’s quality
management system.

The structure of clauses is intended to

provide a coherent presentation of
requirements rather than a model for
documenting an organization’s policies,
objectives and processes. There is no
requirement for the structure of an

organization's quality management system
documentation to mirror that of this
International Standard.

There is no requirement for the terms used
by an organization to be replaced by the
terms used in this International Standard to
specify  quality management  system
requirements. Organizations can choose to
use terms which suit their operations (for
example: using 'records’, 'documentation’,
'protocols’, etc. rather than “documented
information’; or 'supplier’, 'partner’, vendor
etc. rather than 'external provider’ ).

Table B.1 — Major differences in terminology
between 1SO 9001:2008 and 1SO 9001:2015
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A.2 Products and services

ISO 9001:2008 used the term “product’ to
include all output categories. This International
Standard uses “products and services”. The
term “products and services” includes all
output  categories (hardware,  services,
software and processed materials).

The specific inclusion of “services” is intended
to highlight the differences between products
and services in the application of some
requirements. The characteristic of services is
that at least part of the output is realised at the
interface with the customer. This means, for
example, that conformity to requirements
cannot necessarily be confirmed before service
delivery.

In most cases, the terms “products” and
“services” are used together. Most outputs that
organizations provide to customers, or are
supplied to them by external providers, include
both products and services. The organization
needs to take into account where, for example,
a tangible product has some associated
intangible service or an intangible service has
some associated tangible product.

A.3 Context of the organization

There are two new clauses relating to the
context of the organization, 4.1 Understanding
the organization and its context and 4.2
Understanding the needs and expectations of
interested parties. Together these clauses
require the organization to determine the
issues and requirements that can impact on
the planning of the quality management
system.

The titles of clauses 4.1 and 4.2 provide for
alignment with other management system
standards. They do not imply extension of

quality management system requirements
beyond the Scope (Clause 1) of this
International Standard.

The Scope states, in part, that this

International Standard is applicable where an
organization needs to demonstrate its ability to
consistently provide products and services that
meet customer and applicable statutory and
regulatory requirements and aims to enhance
customer satisfaction. No requirement of this
International Standard can be interpreted as
extending that applicability without the
agreement of the organization.
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There is no requirement in this International
Standard for the organization to consider
interested parties which have been determined
by the organization not to be relevant to its
quality management system. Similarly, there is
no requirement to address a particular
requirement of a relevant interested party if the
organization considers that the requirement is
not relevant. Determining what is relevant or
not relevant is dependent on whether or not it
has an impact on the organization’s ability to
consistently provide products and services that
meet customer and applicable statutory and
regulatory requirements or the organization’s
aim to enhance customer satisfaction.

The organization can decide to determine
additional needs and expectations that will
assist it to meet its quality objectives. However,
it is at the organization’s discretion whether or
not to accept additional requirements to satisfy
interested parties beyond what is required by
this International Standard.

A.4 Risk-based approach

This International Standard requires the
organization to understand its context (see
clause 4.1) and determine the risks and
opportunities that need to be addressed (see
clause 6.1).

One of the key purposes of a quality
management system is to act as a preventive
tool. Consequently, this International Standard
does not have a separate clause or sub-clause
titted 'Preventive action’. The concept of
preventive action is expressed through a risk-
based approach to formulating quality
management system requirements.

The risk-based approach to drafting this
International Standard has facilitated some
reduction in prescriptive requirements and their
replacement by performance-based
requirements.

Although risks and opportunities have to be
determined and addressed, there is no
requirement for formal risk management or a
documented risk management process.

A.5 Applicability

This International Standard no longer makes
specific reference to ‘exclusions’ when
determining the applicability of its requirements
to the organization’s quality management
system. However, it is recognised that an
organization might need to review the
applicability of requirements due to the size of
the organization, the management model it
adopts, the range of the organization’s
activities, and the nature of the risks and
opportunities it encounters.
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Where a requirement can be applied within the
scope of its quality management system, the
organization cannot decide that it is not
applicable. Where a requirement cannot be
applied (for example where the relevant
process is not carried out) the organization can
determine that the requirement is not
applicable. However, this non-applicability
cannot be allowed to result in failure to achieve
conformity of products and services or to meet
the organization’s aim to enhance customer
satisfaction.

A.6 Documented information

As part of the alignment with other
management system standards a common
clause on 'Documented Information' has been
adopted without significant change or addition
(see 7.5). Where appropriate, text elsewhere in
this International Standard has been aligned
with its requirements. Consequently, the terms
“‘documented procedure” and “record” have

both  been replaced throughout the
requirements text by “documented
information”.

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

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

A.7 Organisational knowledge

Clause 7.1.5 Organisational  knowledge
addresses the need to determine and maintain
the knowledge obtained by the organization,
including by its personnel, to ensure that it can
achieve conformity of products and services.
The process for considering and controlling
past, existing and additional knowledge needs
to take account of the organization’s context,
including its size and complexity, the risks and
opportunities it needs to address, and the need
for accessibility of knowledge. The balance
between knowledge held by competent people
and knowledge made available by other means
is at the discretion of the organization,
provided that conformity of products and
services can be achieved.

A.8 Control of externally provided products

and services

Clause 8.4 Control of externally provided
products and services addresses all forms of
external provision, whether it is by purchasing
from a supplier, through an arrangement with
an associate company, through the
outsourcing of processes and functions of the
organization or by any other means.
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The organization is required to take a risk-  Lletl e deslall aeadl glal ) aelaidl gzl
based approach to determine the type and N

extent of controls appropriate to particular oLl gl Aulidl Jaslgall gikag oy
external providers and externally provided Loyl 809l wleusdly wlatially ols
products and services.
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Annex B
(informative)

Quality management principles

B.1 Introduction

This document introduces the seven quality
management principles on which the ISO
portfolio of quality management system
standards are based.

The principles were developed and updated

by international experts of ISO/TC 176.

This annex provides a “statement” describing
each principle and a “rationale” explaining
why an organization should address the
principle.

B.2 QMP 1 — Customer Focus

a) Statement

The primary focus of quality management is
to meet customer requirements and to
strive to exceed customer expectations.

b) Rationale

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

(<) 3ém
(daglaoll)
dagatl 8yla] galee
doude
385 (I Aagadl Bagall Byls] (gale puds ddgdsll oda
.3.53:5)‘ 5)‘.5! ‘:Una &L&.ga‘}a ‘3 3){3" LQ,LG

3 Ogedadl slnsedl oald) s Cuumiy aiog ald ual
AV o G/ 93l

Al ol Leipge T IS ol 39541 14a audy
Lele 3SAN Aalaill e g 13U LS

Jeeadl e 5SS — ) Bagatl Byls) s Y —

fad! pas

Sheadl Sililhaie 2l g Sagadl 5yls¥ gyl gzl
iladss olaal iy

(odl) Al ol -

Ll iz Lo debaiall poiwdd! plxdl =i
saiad el Heardl GBllsly sSleall Hit, Laduass
255 Jeeadl ae deladl il o0 il S pgle
o O el L pady @1 ol (e will Bl 340
aulitally adladl Aardl Gll¥ly deoadl clolas|

Aadaiell paiadl 7 lmid) § pabuy

V-

B.3 QMP 2 — Leadership

a) Statement

Leaders at all levels establish unity of
purpose and direction and create conditions
in which people are engaged in achieving
the quality objectives of the organization.

b) Rationale

Creation of unity of purpose, direction and
engagement enable an organization to align
its strategies, policies, processes and
resources to achieve its objectives.

B.4 QMP 3 — Engagement of People

a) Statement

It is essential for the organization that all
people are competent, empowered and
engaged in delivering value.

Competent, empowered and engaged
people throughout the  organization
enhance its capability to create value.
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b) Rationale (cuadl) Al b -

To_ manage an organization effe_ctively and e A5l pdl (o LS 5eLaSy Allady Aalaill 5yl
efficiently, it is important to involve all N . A .

people at all levels and to respect them as 2*4H! L3l pwlizly Sbyiwll ez @ crbolall
individuals. Recognition, empowerment and  cualall &lyi| juwns Sylally Syl s5ads cnsadlls
enhancement of skills and knowledge
facilitate the engagement of people in
achieving the objectives of the organization.

B.5 QMP 4 — Process Approach Slleall Lmin — ¢ Bagadl Byls) fue 0 — o
a) Statement ! o A
Consistent and predictable results are ;.(i<y allas STy aadgies daslsie Bl Gud=i ok

achieved more effectively and efficiently . e i o .. .
when activities are understood and FUS Jesd Allie SldesS Lalaly 2adi¥ b s
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managed as interrelated processes that luloia
function as a coherent system.
b) Rationale (aad!) Al ol -

The quality management system is a4 b Aaglie Sldes oo B3g2l Byla) allas (58,
composed of interrelated processes. )
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this system, including all its processes, s . .
resources, controls and interactions, allows &% Lo odleladlly Lalgally olslly 4l

the  organization to  optimize its Lelsl pudaany dalaioll
performance.
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focus on improvement. )
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performance, to react to changes in its 1> aaddl Aol ae Jeliwd s Al
internal and external conditions and to Bugde yoyd calily Ly sg

create new opportunities.
B.7 QMP 6 - Evidence-based Decision o GelI LAl aie — 1 Bagadl Byl e V- o
Making Slindly 251
a) Statement Tud! gas -
Decisions based on the analysis and dl 6350 WLe obled) oty Juloes e 2l oyl

evaluation of data and information are more ) |tz
likely to produce desired results. Byl @

b) Rationale (cead!) Galaill ol -
Decision—making_ can bg a complex s sz Lo Lailag Budne Ales 098 U3 Al piuo
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uncertainty. It often involves multiple types %5 $9=5 Lails L&l .onddl e 5u8 o aileal
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consequences. Facts, evidence and data . . - . .
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confidence in decisions made. sl Al 8 aaddly
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B.8 QMP 7 — Relationship Management
a) Statement

For sustained success, organizations
manage their relationships with interested
parties, such as suppliers.

b) Rationale

Interested parties influence the
performance of an organization. Sustained
success is more likely to be achieved when
an organization manages relationships with
its interested parties to optimize their impact
on its performance. Relationship
management with its supplier and partner
network is often of particular importance.
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Annex C
(informative)
The 1SO 10000 portfolio of quality

management standards

The International Standards (and other ISO
deliverables) described in this annex have been
produced as part of the 1SO 10000 portfolio of
quality management standards by 1SO's Technical
Committee ISO/TC 176. These International
Standards can provide assistance to organizations
when they are establishing or seeking to improve
their quality management systems, their processes
or their activities.

Table C.1 shows the relationship between these

standards and the pertinent clauses of this

International Standard.

ISO 10001 Customer satisfaction — Guidelines for
codes of conduct provides guidance to an
organization in determining that its
customer satisfaction provisions meet
customer needs and expectations. Its
use can enhance customer confidence in
an organization and improve customer
understanding of what to expect from an
organization, thereby reducing the
likelihood of misunderstandings and
complaints.

ISO 10002 Customer satisfaction — Guidelines for
handling complaints provides guidance on
the process of handling complaints by
recognizing and addressing the needs
and expectations of complainants and
resolving any complaints received. It
provides an open, effective and easy-to-
use complaints process including
personnel training. It also provides
guidance for small businesses.

ISO 10003 Customer satisfaction — Guidelines for
external dispute resolution provides
guidance for effective and efficient
external dispute resolution for product-
related complaints. Dispute resolution
gives an avenue of redress when
organizations do not remedy a complaint
internally. Most complaints can be

resolved  successfully  within  the
organization, without adversarial
procedures.

1SO 10004 Guidelines for monitoring and measuring
customer satisfaction provides guidelines
for actions to enhance customer
satisfaction and to identify opportunities
for improvement of products, processes
and attributes that are valued by
customers. Such actions can strengthen
customer loyalty and help retain
customers.

(z) &
((&oglacll)
Bagaetl Byls) Slasalgl Voot 93 Acgazms
d Lapidl (9p¥ allael oo lapks) Aol cliswlsll
Voorr oY Wale ge ejaS laslac| @ @30 lia
o &/ ol aall Wl s e Bagd! Byl Sliselsl
aldaill nelud of oSas ddsd) Sliwlghl Bia .95 YV
Lelelos o L 835201 Byls] pllas cpuncms of utsels ) B Luad
Lda sl of
@b agidly claswlsll sda oo @Al Gry V — 7z Jsan!
Aol Adolskl sda § alall
obdl welodl esliy Jdull — sMaadl Ly Voo o551
Loy 38l e wpuxd o Lebaill selun
Lealasinl o pgladgiy plalis] (o Ledles

Lol Jolas Jlly Zelaill oo digadyn U
.6515.3«.”5 p-g.é-" £ gt

2o Jolaill ool Jdudl — oMeadl Loy V... Y 93Y!
Sl ae Jeladll adaal Jds ga oA
oladgy alelasl by sl ¢Seall
Lelaill I 55 595 Ll Jog S9! Clrsal
Ulady dxtite Golall Jot Acdes J) wdbys gd
@) orlelad) coys @lld § Lay ploseiw! Ay
Bpiiall Jlaedll claliy) g Uiyl
el Lgudd gala Y Sl — sMaadl Loy Ve v oY 93

alesbll Jeds sa Amlall
oSl Adall oils Adlady olaSy duamlidl
Sulall s clelll Lyud gl ol
Wl Jo e Budll pie wie Slail
Ll oSey oMISELI alina sy Bygar Llsils

Aaguasdl Sll2¥ ¢ gl G Llsls zlany

oLy

Jods 9o sMeatl Ly (wliBo duoyd (ool Jds Voot € 93
sasmiy saall Ly 3300 B Slelyadl sl
Sleadly wldeally olaid! fpwsxdd (ol
Liay Slelpa¥l e i Juandl Lajudy I
2 Meally BlaisYl e weludy Jeoall ¥odgas

01 (e ¢l dxiw

usamatgm@gmail.com — &ledlw tazd! e dew dalwl.s slucly ey




Yoro: .. oY adlall daslgll

ISO 10005 Guidelines for quality plans provides

guidance on establishing and using
quality plans as a means of relating
requirements of the process, product,
project or contract, to work methods and
practices that support product
realization. Benefits of establishing a
quality plan are increased confidence
that requirements will be met, that
processes are in control, and the
motivation that this can give to those
involved.

ISO 10006 Guidelines for quality management in

projects are applicable to projects from
the small to large, from simple to
complex, from an individual project to
being part of a portfolio of projects. They
are to be used by personnel managing
projects and who need to ensure that
their organization is applying the
practices contained in the ISO portfolio
of  quality management  system
standards.

ISO 10007 Guidelines for configuration management

is to assist organizations applying
configuration ~management for the
technical and administrative direction
over the life cycle of a product.
Configuration management can be used
to meet the product identification and
traceability requirements specified in ISO
9001.

1SO 10008 Customer satisfaction — Guidelines for

business-to-consumer electronic commerce
transactions gives guidance on how
organizations can implement an effective
and efficient business

to-consumer electronic commerce
transaction (B2C ECT) system and
thereby provide a basis for consumers to
have increased confidence in B2C ECTS;
enhance the ability of organizations to
satisfy consumers; and help reduce
complaints and disputes.

ISO 10012 Guidance for the management of

measurement processes provides guidance
for the management of measurement
processes and metrological confirmation
of measuring equipment used to support
and demonstrate compliance with
metrological requirements. It specifies
quality management requirements of a
measurement management system to
ensure metrological requirements are
met.

ISO/TR 10013 Guidelines for quality management

system documentation provides guidelines
for the development and maintenance of
the documentation necessary for a
quality management system. This
Technical Report may be used to
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document management systems other Liolge degame M ‘5)_5.1 Byl alas gt
than that of ISO portfolio of quality
management system standards, for . JUL Jew e Bagzll §yla) allaid 93%1
example environmental management . . et
systems and safety management Al Byla] pllasy aul 51]
systems.

ISO 10014 Guidelines for realizing financial and agu| wsigall gdmid  eolayl Jdudl V.oE gl
economic benefits is addressed to top
management. It provides guidelines for s bdadl 8,50 doga Jeds 509 Bsbaid¥le

realizing financial and economic benefits . x( . ed teim] olsls "
through the application of quality w2 Iy 2o ulsd & Slsbiy] pady

management principles. It facilitates | ., & agxtl 5y0a) ol Gedas I oo
application of management principles
and selection of methods and tools that ~<les¥ly Jilusll jlisly 8s¥  soles Guslas

enable the sustainable success of an - i o o
organization. Adaiall alurad| 7 leid gudos e §y0lal)

ISO 10015 Guidelines for training provides &ifsla, g Jus sa9 cwpuild ol Judl V.. Ve 3%
guidelines to assist organizations and ] . I
addressing issues related to training. It alegosll e xSl aldadl daslud
may be applied whenever guidance is (58 Lidic Ldaudas (Sesg cupuidly dalasd
required to interpret references to . e v
"education” and "training" within the ISO coudl’y el JI HLAY Lslas
portfolio of quality management system sssadl 5yls] alladd 93% Slisslse degaxs
standards. Any reference to "training" ,c - . ey s
includes all types of education and glyil aer o sl dl sl s
training. ity didly elasdl

ISO 10017 Guidance on statistical techniques s, 929 dobasy! cadludl ala )l Jdudl VoY 53¢
explains statistical techniques which et L s
follow from the variability that can be <! oo dadl dnbas¥l culld 7o
observed in the behaviour and outcome s> ldeal mlis Seludl § Ladasdle oSy
of processes, even under conditions of ... — L.
apparent stability. Statistical techniques el e T Lt
allow better use of available data to0 bl Juas plosindly mewd dulasyl
assist in decision making, and thereby . . . St es E
help to continually improve the quality of G Basladl Jlilly 53l g peud 2Ll
products and processes to achieve oldeally leiidl Ssgt eiwd! Cpus=dl

customer satisfaction. oSl Uisy Gedm]

ISO 10018 Gui(tielines on _zeople i_rgloll'vement ha}nﬁ 923 m@elaSy calaladl aS5Lak eolay JJudl VL VA 93
competence provides guidelines which __ =~ . ] .
influence people involvement and bk & AF Tasne loshs audy dds
competence. A quality management  le aaiayBasall 5yls) allaid aelaSy cnkelall
system depends on the involvement of e . . . et s
competent people and that they are =& oedlly saSH rlalall ASLde
introduced and integrated into the wu=slus o dl ped lddy dadaidl § zmeny
organization. It is critical to identify, s . . . .
develop and evaluate the knowledge, relSslas pebleos edlas pudiy yughis
skills, behaviour and work environment Aoglball Jeall &y
required.

ISO 10019 Guidelines for the selecltion of qu_«':ldlity Bylof allas (gylidum HLasy goliyl Jdudl V. N4 93X
management system consultants provides oy s . .
guidance for the selection of quality %% <hldl pud Jds 52y Basndl
management system consultants and the . sslatu¥ly Sa9zdl Byla) allas (gldds
use of their services. It gives guidance
on the process for evaluating the
competence of a quality management cligll § Aaill ;9449 Bagarll 5yla] allas jLiluw
system  consultant and  provides L &)l adad! oladas ol
confidence that the organization's needs o e & ¥ S
and expectations for the consultant's EI -0 (CAPRES |
services will be met.
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ISO 19011 Guidelines for auditing management g, 39 daxlll Byls) allaid ealay Jdudl 14.0) 93¢
systems provides guidance on the '
nXanagem%nt of an a%dit programme, on  Tskiilly fazlpell meliy 5la¥ Slaldy] pudy
the planning and conducting of an audit 5:.LS e sgdle aanl bl 5yls) allas Jeawdly
of the management system, as well as e . L. "
on the competence and evaluation of an & % =% Azl By el puediy
auditor and an audit team. It is intended el Gdas & wlalailly (nas bl e Gedadd!
to apply to auditors, organizations oyl dedin! 2ol 2a @ clelailly 13|
implementing management systems, and ’ : T R
organizations needing to conduct audits Byla¥l elai e
of management systems.

Ve 0) 93Y agid (551 Dlylaia¥lg) Basall §la) allas cilasalgag 93¥l (551 Byla¥! plas  A8Mall — ) — 7 Joua

. S/‘ Sek
\ q A N4 1 0 2 > =
i' 0\
eS| x| [ aes] e 2ozl o vei | B PRI 1
ezl ezl el ezl aeox! x| aedl | i
£-Y-A Voo VoY

Y-1-4 3

\-0-A

Y-1-4 £-Y-A AR PN
Y-1-4 Vool Yoyl
1-1-4 Voo atan¥
[ [ )-1 Voo.0g3Yl

. 1-4 gres) gres) v.o e

¥-1

eS| eS| aes] [ aes] ezl ezl vy | IR PY 1
£-€-A Voo VoW
@.«:;J‘ @.e:p” @.a;gﬂ @.a;gﬂ @.«.::J| tg.e-jﬂ‘ @.q.',ﬂ‘ \...Aj}fa’\
£-\-v VoV oY
\-0-¥ AEEART 1
ezl ezl ezl ezl ezl ezl ezl VoV ey
Y-y V. Vo095
1-9 0-1-Y -1 AKERRPTHY
ezl ezl ezl ezl ezl ezl ozl Ve VAguY!
A Vo Vag¥
Y-4 IERRRPIHY
Sl 1id R il 592l gran O s 1 "psenll” Gty Lise Youg Aseyill agill uzgs ¥ Laie calasdla
AL Zpam )L Hagololl 285 L 4.0 931 &

07 (w84 Axdio usamatgm@gmail.com — &ledlw tazd! e dew dalwl.s slucly ey




Y108 .Y g5 adlall dapolgl

Table C.1 - The relationship of other 1SO quality management and quality management system
standards (and other deliverables) to the clauses of 1SO 9001

. | 4 5 6 7 8 9 10
ISO 9000 All All All All All All All
1ISO 9004 All All All All All All All
8.2.4

ISO 10001 85 1 9.1.2
ISO 10002 824 | 9.1.2
ISO 10003 9.1.2
ISO 10004 9.1.1
ISO 10005 53 [6.1,6.2| All All 9.1 10.2
ISO 10006 All All All All All All All
ISO 10007 8.4.4
ISO 10008 All All All All All All All
ISO 10012 7.1.4
ISO 10013 7.1.5
ISO 10014 All All All All All All All
ISO 10015 7.2
ISO 10017 6.1 7.1.5 9.1
ISO 10017 All All All All All All All
ISO 10019 84

ISO 19011 9.2
NOTE Where specific sub-clauses have not been cited, and instead "All" has been
shown, then this indicates that all the sub-clauses to that particular ISO 9001 clause
are related to the cross referenced standard..
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ISO/DIS 9001 (2015)

ISO 9001:2008
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ISO 9001:2008
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ISO 9001:2008 to ISO/DIS 9001

Correlation Matrix

ISO 9001:2008 ISO/DIS 9001 (2015)
4 Quality management system 4 Quality management system
4.1 General requirements 4.4 Quality management system and its processes
4.2 Documentation requirements 7.5 Documented information
4.2.1 General 7.5.1 General
4.3 Determining the scope of the quality
management system
4.2.2 Quality manual 7.5.1 General
4.4  Quality management system and its
Processes
7.5.2 Creating and updating
4.2.3 Control of documents
7.5.3 Control of documented Information
7.5.2 Creating and updating
4.2.4 Control of records
7.5.3 Control of documented Information
5 Management responsibility 5 Leadership
5.1 Leadership and commitment
5.1  Management commitment 5.1.1 Leadership and commitment for the quality
management system
5.2 Customer focus 5.1.2 Customer focus
5.3  Quality policy 5.2 Quality policy
5.4  Planning 6 Planning for the quality management system
5.4.1 Quality objectives 6.2 Quality objectives and planning to achieve them
6 Planning for the quality management system
5.4.2 Quality management system planning 6.1 Actions to address risks and opportunities
6.3 Planning of changes
5.5  Responsibility, authority and communication 5 Leadership
551 Responsibility and authority 5.3 ;)l:?ha:)nriifi:ional roles, responsibilities and
Title removed
5.5.2 Management representative 5.3 Organizational roles, responsibilities and
authorities
5.5.3 Internal communication 7.4  Communication
5.6  Management review 9.3 Management review
5.6.1 General 9.3.1 Management review
5.6.2 Review input 9.3.1 Management review
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ISO 9001:2008

ISO/DIS 9001 (2015)

5.6.3 Review output 9.3.2 Management review
6 Resource management 7.1 Resources
7.1.1 General
6.1  Provision of resources
7.1.2 People
Title removed
6.2 Human resources
7.2 Competence
6.2.1 General 7.2 Competence
o 7.2  Competence
6.2.2 Competence, training and awareness
7.3  Awareness
6.3 Infrastructure 7.1.3 Infrastructure
6.4  Work environment 7.1.4 Environment for the operation of processes
7 Product realization 8 Operation
7.1  Planning of product realization 8.1  Operational planning and control
7.2 Customer-related processes 8.2 Detgrmlnatlon of requirements for products and
services
7.2.1 Determination of requirements related to the 8.2.2 Determination of requirements related to
product products and services
7.2.2 Review of requirements related to the product 8.2.3 Review o.f requirements related to the products
and services
7.2.3 Customer communication 8.2.1 Customer communication
7.3  Design and development 8.5  Production and service provision
8.3  Design and development of products and
services
7.3.1 Design and development planning 831 General
8.3.2 Design and development planning
7.3.2 Design and development inputs 8.3.3 Design and development Inputs
7.3.3 Design and development outputs 8.3.5 Design and development outputs
7.3.4 Design and development review 8.3.4 Design and development controls
7.3.5 Design and development verification 8.3.4 Design and development controls
7.3.6 Design and development validation 8.3.4 Design and development controls
7.3.7 Control of design and development changes 8.3.6 Design and development changes
7.4 Purchasing 8.4 Con_trol of externally provided products and
services
8.4.1 General
7.4.1 Purchasing process
8.4.2 Type and extent of control of external provision
7.4.2 Purchasing information 8.4.3 Information for external providers
7.4.3 Verification of purchased product 8.6  Release of products and services
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ISO 9001:2008

ISO/DIS 9001 (2015)

7.5  Production and service provision 8.5  Production and service provision
_ _ o 8.5.1 Control of production and service provision
7.5.1 Control of production and service provision ) o
8.5.5 Post-delivery activities
7.5.2 Validation of processes for production and . . -
. p P 8.5.1 Control of production and service provision
service provision
7.5.3 Identification and traceability 8.5.2 |dentification and traceability
7.5.4 Customer property 8.5.3 Property belonging to customers or external
providers
7.5.5 Preservation of product 8.5.4 Preservation
7.6 Control of monitoring and measuring equipment | 7.1.5 Monitoring and measuring resources
8.0  Measurement, analysis and improvement 9.1 Monltorlng, measurement, analysis and
evaluation
8.1 General 9.1.1 General
8.2  Monitoring and measurement 9.1 Monltorlng, measurement, analysis and
evaluation
8.2.1 Customer satisfaction 9.1.2 Customer satisfaction
8.2.2 Internal audit 9.2 Internal audit
8.2.3 Monitoring and measurement of processes 9.1.1 General
8.2.4 Monitoring and measurement of product 8.6  Release of products and services
8.3  Control of nonconforming product 8.7  Control of nonconf_ormmg process outputs,
products and services
8.4  Analysis of data 9.1.3 Analysis and evaluation
8.5 Improvement 10 Improvement
10.1 General
8.5.1 Continual improvement
10.3 Continual Improvement
8.5.2 Corrective action 10.2 Nonconformity and corrective action
Clause removed
8.5.3 Preventive action 6.1  Actions to address risks and opportunities (see

6.1.1, 6.1.2)
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