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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 1SO
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.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 9001 was prepared by Technical Committee ISO/TC 176, Quality Management and Quality Assurance,
Subcommittee SC 2, Quality Systems.

This second/third/... edition cancels and replaces the first/second/... edition (), [clause(s) / subclause(s) /
table(s) / figure(s) / annex(es)] of which [has / have] been technically revised.

The title of ISO 9001 has been revised in this edition and no longer includes the term “Quality assurance*.
This reflects the fact that the quality management system requirements specified in this edition of ISO 9001, in
addition to quality assurance of product, also aim to enhance customer satisfaction.

Annex A of this International Standard is for information only.

Notes to this Committee Draft:

1. The differences between ISO 9001:2000 and this draft are highlighted in yellow. Text with "strikethrough"
indicates 1SO 9001:2000 text proposed for deletion.

2. The former Annex B "Correspondence between ISO 9001:2000 and 1ISO 9001:1994" has been deleted.
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Introduction

0.1 General

The adoption of a quality management system should be a strategic decision of an organization. The design
and implementation of an organization‘s quality management system is influenced by varying needs, particular
objectives, the products provided, the processes employed and the size and structure of the organization. It is
not the intent of this International Standard to imply uniformity in the structure of quality management systems
or uniformity of documentation.

The quality management system requirements specified in this International Standard are complementary to
requirements for products. Information marked “NOTE" is for guidance in understanding or clarifying the
associated requirement.

This International Standard can be used by internal and external parties, including certification bodies, to
assess the organization's ability to meet customer, statutory and regulatory requirements applicable to the
product, and the organization‘s own requirements.

The quality management principles stated in 1ISO 9000 and ISO 9004 have been taken into consideration
during the development of this International Standard.

0.2 Process approach

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.

For an organization to function effectively, it has to identify and manage numerous linked activities. An activity
using resources, and managed in order to enable the transformation of inputs into outputs, can be considered
as a process. Often the output from one process directly forms the input to the next.

The application of a system of processes within an organization, together with the identification and
interactions of these processes, and their management, can be referred to as the “process approach*.

An advantage of the process approach is the ongoing control that it provides over the linkage between the
individual processes within the system of processes, as well as over their combination and interaction.

When used within a quality management system, such an approach emphasizes the importance of

a) understanding and meeting requirements,

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

c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in clauses 4 to 8. This illustration shows that customers play a significant role in defining
requirements as inputs. Monitoring of customer satisfaction requires the evaluation of information relating to
customer perception as to whether the organization has met the customer requirements. The model shown in

Figure 1 covers all the requirements of this International Standard, but does not show processes at a detailed
level.

vi © ISO 2007 — All rights reserved



NOTE In addition, the methodology known as “Plan-Do-Check-Act* (PDCA) can be applied to all processes. PDCA
can be briefly described as follows.

Plan: establish the objectives and processes necessary to deliver results in accordance with customer requirements
and the organization’s policies.
Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for the product and
report the results.

Act:  take actions to continually improve process performance.

Continual improvement of
the quality management system
I

Management
-— responsibility

Customers

&

Resource
managémmeant

N\

Measuramant,
analysis and
improvamant

————

Customers

— Satisfaction |

-

Input I Product Product ] Dutput

:Haqmmmanlg @

Kny

——Valuo-adding activitios
— — — == Intormatiocn flow

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

0.3 Relationship with ISO 9004

The present editions of ISO 9001 and ISO 9004 have been developed as a consistent pair of quality
management system standards which have been designed to complement each other, but can also be used
independently. Although the two International Standards have different scopes, they have similar structures in
order to assist their application as a consistent pair.

ISO 9001 specifies requirements for a quality management system that can be used for internal application by
organizations, or for certification, or for contractual purposes. It focuses on the effectiveness of the quality
management system in meeting customer requirements.

ISO 9004 gives guidance on a wider range of objectives of a quality management system than does 1SO 9001,
particularly for the continual improvement of an organizations overall performance and efficiency, as well as its
effectiveness. 1SO 9004 is recommended as a guide for organizations whose top management wishes to
move beyond the requirements of ISO 9001, in pursuit of continual improvement of performance. However, it
is not intended for certification or for contractual purposes.

© ISO 2007 — All rights reserved vii



0.4 Compatibility with other management systems

During the development of this International Standard, due consideration has been taken of the provisions of
ISO 14001:2004 to enhance the compatibility of the two standards for the benefit of the user community.

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

viii © ISO 2007 — All rights reserved
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Quality management systems — Requirements

1 Scope

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

a) needs to demonstrate its ability to consistently provide product 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.

NOTE 1 In this International Standard, the term “product” applies enly to the product intended for, or required by, a
customer. This also includes purchased product and product resulting from intermediate stages of the realization process.

NOTE 2  Statutory and regulatory requirements may be expressed as legal requirements

1.2 Application

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

Where any requirement(s) of this International Standard cannot be applied due to the nature of an
organization and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity to this International Standard are not acceptable unless
these exclusions are limited to requirements within clause 7, and such exclusions do not affect the
organizations ability, or responsibility, to provide product that meets customer and applicable statutory and
regulatory requirements.

2 Normative reference

The following normative document contains provisions which, through reference in this text, constitute
provisions of this International Standard. For dated references, subsequent amendments to, or revisions of,
any of these publications do not apply. However, parties to agreements based on this International Standard
are encouraged to investigate the possibility of applying the most recent edition of the normative document
indicated below. For undated references, the latest edition of the normative document referred to applies.
Members of ISO and IEC maintain registers of currently valid International Standards.

ISO 9000:2008 2005 Quality management systems — Fundamentals and vocabulary.

3 Terms and definitions

For the purposes of this International Standard, the terms and definitions given in ISO 9000 apply.

© I1SO 2007 — All rights reserved 1



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

4 Quality management system

4.1 General requirements

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

The organization shall

a) ldentify-determine the processes needed for the quality management system and their application
throughout the organization (see 1.2),

b) determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these
processes are effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring
of these processes,

e) monitor, measure and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these
processes.

These processes shall be managed by the organization in accordance with the requirements of this
International Standard.

Where an organization chooses to outsource any process that affects product conformity with-to requirements,
the organization shall ensure control over such processes. The controls to be applied to these outsourced
processes shall be defined within the quality management system.

NOTE1  Processes needed for the quality management system referred to above should include processes for
management activities, provision of resources, product realization and measurement.

NOTE 2 The requirements of Clause 7.4 of this international standard may also apply to outsourced processes.
4.2 Documentation requirements

4.2.1 General

The quality management system documentation shall include

c) documented statements of a quality policy and quality objectives,
d) a quality manual,

e) documented procedures and records required by this International Standard, and

2 © 1SO 2007 — All rights reserved



f) documents, including records, reeded-determined by the organization to be necessary to ensure the
effective planning, operation and control of its processes;-and

g) recordsrequired-by this-nternational- Standard-{see-4.2.4).

NOTE1  Where the term “documented procedure” appears within this International Standard, this means that the
procedure is established, documented, implemented and maintained. A single document may include the requirements for
one or more procedures. A requirement for a documented procedure may be covered by more than one document.

NOTE 2  The extent of the quality management system documentation can differ from one organization to another due
to

a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and
c) the competence of personnel.

NOTE 3  The documentation can be in any form or type of medium.

4.2.2 Quality manual
The organization shall establish and maintain a quality manual that includes

a) the scope of the quality management system, including details of and justification for any exclusions (see
1.2),

b) the documented procedures established for the quality management system, or reference to them, and

c) adescription of the interaction between the processes of the quality management system.

4.2.3 Control of documents

Documents required by the quality management system shall be controlled. Records are a special type of
document and shall be controlled according to the requirements given in 4.2.4.

A documented procedure shall be established to define the controls needed

a) to approve documents for adequacy prior to issue,

b) to review and update as necessary and re-approve documents,

c) to ensure that changes and the current revision status of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of use,
e) to ensure that documents remain legible and readily identifiable,

f) to ensure that documents of external origin necessary for the planning and operation of the quality
management system are identified and their distribution controlled, and

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they
are retained for any purpose.

© 1SO 2007 — All rights reserved 3



4.2.4 Control of records

Records shal-be-established and-maintained to provide evidence of conformity to requirements and of the
effectlve operat|on of the quahty management system shall be controlled. ReeeFds—ehaH—Femam—legtbte—

The organization shall establish a documented procedure to define the controls needed for the identification,
storage, protection, retrieval, retention and disposition of records.

Records shall be remain legible, readily identifiable and retrievable.

5 Management responsibility

5.1 Management commitment

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

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

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

e) ensuring the availability of resources.

5.2 Customer focus

Top management shall ensure that customer requirements are determined and are met with the aim of
enhancing customer satisfaction (see 7.2.1 and 8.2.1).

5.3 Quality policy
Top management shall ensure that the quality policy
a) is appropriate to the purpose of the organization,

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

c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.

4 © 1SO 2007 — All rights reserved



5.4 Planning

5.4.1 Quality objectives
Top management shall ensure that quality objectives, including those needed to meet requirements for

product [see 7.1 a)], are established at relevant functions and levels within the organization. The quality
objectives shall be measurable and consistent with the quality policy.

5.4.2 Quality management system planning
Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet the requirements given in
4.1, as well as the quality objectives, and

b) the integrity of the quality management system is maintained when changes to the quality management
system are planned and implemented.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities and authorities are defined and communicated within the
organization.

5.5.2 Management representative

Top management shall appoint a member of the organization’s management who, irrespective of other
responsibilities, shall have responsibility and authority that includes.

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

b) reporting to top management on the performance of the quality management system and any need for
improvement, and

c) ensuring the promotion of awareness of customer requirements throughout the organization.

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

5.5.3 Internal communication
Top management shall ensure that appropriate communication processes are established within the

organization and that communication takes place regarding the effectiveness of the quality management
system.

5.6 Management review

5.6.1 General

Top management shall review the organization‘s quality management system, at planned intervals, to ensure
its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for
improvement and the need for changes to the quality management system, including the quality policy and
guality objectives.

Records from management reviews shall be maintained (see 4.2.4).
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5.6.2 Review input

The input to management review shall include information on

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

9)

results of audits,

customer feedback,

process performance and product conformity,

status of preventive and corrective actions,

follow-up actions from previous management reviews,
changes that could affect the quality management system, and

recommendations for improvement.

5.6.3 Review output

The output from the management review shall include any decisions and actions related to

a)
b)

c)

6

improvement of the effectiveness of the quality management system and its processes,
improvement of product related to customer requirements, and

resource needs.

Resource management

6.1 Provision of resources

The organization shall determine and provide the resources needed

a)

b)

to implement and maintain the quality management system and continually improve its effectiveness, and

to enhance customer satisfaction by meeting customer requirements.

6.2 Human resources

6.2.1 General

Personnel performing work affecting preduet-gquality conformity to product requirements shall be competent on
the basis of appropriate education, training, skills and experience.

6.2.2 Competence, training and awareness

The organization shall

a)

b)

determine the necessary competence for personnel performing work affecting preduct-guality conformity
to product requirements,

where applicable, provide training or take other actions to satisfytheseneeds—achieve the necessary
competence,

ensure-the-effectiveness-ef the-actions-taken; ensure that the necessary competence has been achieved,
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d) ensure that its personnel are aware of the relevance and importance of their activities and how they
contribute to the achievement of the quality objectives, and

e) maintain appropriate records of education, training, skills and experience (see 4.2.4).

6.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to
product requirements. Infrastructure includes, as applicable

a) buildings, workspace and associated utilities,
b) process equipment (both hardware and software), and

c) supporting services (such as transport, £ communication or information systems).

6.4 Work environment

The organization shall determine and manage the work environment needed to achieve conformity to product
requirements.

Note: The term work environment relates to conditions necessary to achieve conformity to product
requirements such as clean rooms, anti-static precautions and hygiene controls.

7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the processes needed for product realization. Planning of product
realization shall be consistent with the requirements of the other processes of the quality management system
(see 4.1).

In planning product realization, the organization shall determine the following, as appropriate:

a) quality objectives and requirements for the product;

b) the need to establish processes, documents, and provide resources specific to the product;

c) required verification, validation, monitoring, measurement, inspection and test activities specific to the
product and the criteria for product acceptance;

d) records needed to provide evidence that the realization processes and resulting product meet
requirements (see 4.2.4).

The output of this planning shall be in a form suitable for the organization's method of operations.

NOTE1 A document specifying the processes of the quality management system (including the product realization
processes) and the resources to be applied to a specific product, project or contract, can be referred to as a quality plan.

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

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

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

b) requirements not stated by the customer but necessary for specified or intended use, where known,
c) statutory and regulatory requirements related applicable to the product, and
d) any additional requirements as needed determined by the organization.

Note Post delivery activities may include actions under warranty provisions, contractual obligations such as
maintenance services, and supplementary services such as recycling or final disposal.

7.2.2 Review of requirements related to the product

The organization shall review the requirements related to the product. This review shall be conducted prior to
the organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of
contracts or orders, acceptance of changes to contracts or orders) and shall ensure that

a) product requirements are defined,

b) contract or order requirements differing from those previously expressed are resolved, and

c) the organization has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4)

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

Where product requirements are changed, the organization shall ensure that relevant documents are
amended and that relevant personnel are made aware of the changed requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can
cover relevant product information such as catalogues or advertising material.

7.2.3 Customer communication

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

a) product information,
b) enquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints.
7.3 Design and development

7.3.1 Design and development planning

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

8 © 1SO 2007 — Al rights reserved



During the design and development planning, the organization shall determine

a) the design and development stages,

b) the review, verification and validation that are appropriate to each design and development stage, and
c) the responsibilities and authorities for design and development.

The organization shall manage the interfaces between different groups involved in design and development to
ensure effective communication and clear assignment of responsibility.

Planning output shall be updated, as appropriate, as the design and development progresses.

Note Design and development review, verification and validation have distinct purposes. They may be conducted
and recorded separately or in any combination as suitable for the product and the organization.

7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (See 4.2.4). These inputs
shall include

a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

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

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

7.3.3 Design and development outputs

The outputs of design and development shall be previded in a form that-enrables suitable for verification
against the design and development input and shall be approved prior to release.

Design and development outputs shall

a) meet the input requirements for design and development,

b) provide appropriate information for purchasing, production and fer service provision,
c) contain or reference product acceptance criteria, and

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

NOTE Production and service provision includes preservation of the product.

7.3.4 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangements (see 7.3.1)

a) to evaluate the ability of the results of design and development to meet requirements, and
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b) to identify any problems and propose necessary actions.
Participants in such reviews shall include representatives of functions concerned with the design and

development stage(s) being reviewed. Records of the results of the reviews and any necessary actions shall
be maintained (4.2.4)

7.3.5 Design and development verification
Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the design

and development outputs have met the design and development input requirements. Records of the results of
the verification and any necessary actions shall be maintained (4.2.4).

7.3.6 Design and development validation

Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1)
to ensure that the resulting product is capable of meeting the requirements for the specified application or
intended use, where known. Wherever practicable, validation shall be completed prior to the delivery or

implementation of the product. Records of the results of validation and any necessary actions shall be
maintained (4.2.4).

7.3.7 Control of design and development changes

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

Records of the results of the review of changes and any necessary actions shall be maintained (see 4.2.4)
7.4 Purchasing
7.4.1 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The type and extent
of control applied to the supplier and the purchased product shall be dependent upon the effect of the purchased product
on subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply product in accordance with the
organization’s requirements. Criteria for selection, evaluation and re-evaluation shall be established. Records of the
results of evaluations and any necessary actions arising from the evaluation shall be maintained. (see 4.2.4)

7.4.2 Purchasing information

Purchasing information shall describe the product to be purchased, including where appropriate
a) requirements for approval of product, procedures, processes and equipment,

b) requirements for qualification of personnel, and

c) quality management system requirements.

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

7.4.3 Verification of purchased product

The organization shall establish and implement the inspection or other activities necessary for ensuring that
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purchased product meets specified purchase requirements.
Where the organization or its customer intends to perform verification at the supplier's premises, the

organization shall state the intended verification arrangements and method of product release in the
purchasing information.

7.5 Production and service provision

7.5.1 Control of production and service provision

The organization shall plan and carry out production and service provision under controlled conditions.
Controlled conditions shall include, as applicable

a) the availability of information that describes the characteristics of the product,
b) the availability of work instructions, as necessary,

c) the use of suitable equipment,

d) the availability and use of monitoring and measuring devices,

e) the implementation of monitoring and measurement, and

f)  the implementation of release, delivery and post-delivery activities.
7.5.2 Validation of processes for production and service provision

The organization shall validate any processes for production and service provision where the resulting output cannot be
verified by subsequent monitoring or measurement. This includes any processes where deficiencies become apparent
only after the product is in use or the service has been delivered.

Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable

a) defined criteria for review and approval of the processes,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records (see 4.2.4) and

e) revalidation.

NOTE 1 For many service organizations, the service provided does not readily allow the verification before the delivery
of the service. These types of processes should be considered and identified during the planning stage (see 7.1)

NOTE 2. Processes such as welding, sterilization, training, heat treatment, call center service, or emergency response
may need validation

7.5.3 lIdentification and traceability

Where appropriate, the organization shall identify the product by suitable means throughout product
realization.
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The organization shall identify the product status with respect to monitoring and measurement requirements
throughout product realization.

Where traceability is a requirement, the organization shall control and-reeerd the unique identification of the
product and maintain records (see 4.2.4)

NOTE In some industry sectors, configuration management is a means by which identification and traceability are
maintained.

7.5.4 Customer property

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

organization shall report this to the customer and maintain records (see 4.2.4).

NOTE Customer property can include intellectual property and personal data.

7.5.5 Preservation of product

The organization shall preserve the eenfermity—of product during internal processing and delivery to the
intended destination in order to maintain conformity to requirements. Where—appropriate; This As applicable,
preservation shall include identification, handling, packaging, storage and protection. Preservation shall also
apply to the constituent parts of a product.

7.6 Control of monitoring and measuring devices

The organization shall determine the monitoring and measurement to be undertaken and the monitoring and
measuring devices needed to provide evidence of conformity of product to determined requirements {see

The organization shall establish processes to ensure that monitoring and measurement can be carried out and
are carried out in a manner that is consistent with the monitoring and measurement requirements.

Where necessary to ensure valid results, measuring equipment shall

a) be calibrated or verified 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 recorded (see 4.2.4);

b) be adjusted or re-adjusted as necessary;

c) be-identified have identification to enable the their calibration status to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;

e) be protected from damage and deterioration during handling, maintenance and storage.

In addition, the organization shall assess and record the validity of the previous measuring results when the

equipment is found not to conform to requirements. The organization shall take appropriate action on the

equipment and any product affected. Records of the results of calibration and verification shall be maintained

(see 4.2.4).

When used in the monitoring and measurement of specified requirements, the ability of computer software to

satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and

reconfirmed as necessary.

NOTE1 See ISO 10012 for S0-10012-2-for-guidance-further information.
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NOTE 2  Monitoring and measurement devices, include measuring equipment (whether used for monitoring or
measurement) and devices other than measuring equipment that are used for monitoring conformity to requirements.

NOTE 3  Confirmation of the ability of computer software to satisfy the intended application would typically include its
verification and configuration management to maintain its suitability for use.

8 Measurement, analysis and improvement

8.1 General

The organization shall plan and implement the monitoring, measurement, analysis and improvement
processes needed

a) to demonstrate conformity of the product,
b) to ensure conformity of the quality management system, and
c) to continually improve the effectiveness of the quality management system.

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

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

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

8.2.2 Internal audit

The organization shall conduct internal audits at planned intervals to determine whether the quality
management system

a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and to
the quality management system requirements established by the organization, and

b) is effectively implemented and maintained.

A documented procedure shall be established to define the responsibilities and requirements for planning and
conducting audits, establishing records and reporting results.

An audit programme shall be planned, taking into consideration the status and importance of the processes
and areas to be audited, as well as the results of previous audits. The audit criteria, scope, frequency and
methods shall be defined. Selection of auditors and conduct of audits shall ensure objectivity and impartiality
of the audit process. Auditors shall not audit their own work.

Records of the audit and its results shall be maintained (see 4.2.4).

The management responsible for the area being audited shall ensure that actions are taken without undue
delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the verification
of the actions taken and the reporting of verification results (see 8.5.2).
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NOTE See ISO 19011 1SO-10011-11SO-10011-2 and-1SO-10011-3 for guidance.

8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for monitoring and, where applicable, measurement of the
quality management system processes. These methods shall demonstrate the ability of the processes to
achieve planned results. When planned results are not achieved, correction and corrective action shall be

taken, as appropriate;-te-ensure-conformity-ofthe produet.

NOTE When determining suitable methods, the organization should consider the type and extent of monitoring or
measurement appropriate to each of its processes in relation to their impact on the conformity to product requirements and
on the effectiveness of the quality management system.

8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the characteristics of the product to verify that product
requirements have been met. This shall be carried out at appropriate stages of the product realization process
in accordance with the planned arrangements (see 7.1). Evidence of conformity with the acceptance criteria
shall be maintained.

authorizing release of product for delivery to the customer (see 4.2.4).

. Records shall indicate the person(s)

The release of product release and service delivery to the customer shall not proceed until the planned
arrangements (see 7.1) have been satisfactorily completed, unless otherwise approved by a relevant authority
and, where applicable, by the customer.

NOTE Evidence of conformity with acceptance criteria can be a record or as otherwise specified in the planned
arrangements.

8.3 Control of nonconforming product

The organization shall ensure that product which does not conform to product requirements is identified and
controlled to prevent its unintended use or delivery. A documented procedure shall be established to define
Fthe controls and related responsibilities and authorities for dealing with nonconforming product. shall-be

defined-in-a-documented-procedure:

Where practicable, the organization shall deal with nonconforming product by one or more of the following
ways:

a) by taking action to eliminate the detected nonconformity;

b) by authorizing its use, release or acceptance under concession by a relevant authority and, where
applicable, by the customer;

c) by taking action to preclude its original intended use or application.

d) when nonconforming product is detected after delivery or use has started, by taking action appropriate to
the effects, or potential effects, of the nonconformity

When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the
requirements.

Records of the nature of nhonconformities and any subsequent actions taken, including concessions obtained,
shall be maintained (see 4.2.4).
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8.4 Analysis of data

The organization shall determine, collect and analyse appropriate data to demonstrate the suitability and
effectiveness of the quality management system and to evaluate where continual improvement of the
effectiveness of the quality management system can be made. This shall include data generated as a result of
monitoring and measurement and from other relevant sources.

The analysis of data shall provide information relating to

a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see 7.2.1),

c) characteristics and trends of processes and products including opportunities for preventive action, and

d) suppliers.
8.5 Improvement

8.5.1 Continual improvement
The organization shall continually improve the effectiveness of the quality management system through the

use of the quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions
and management review.

8.5.2 Corrective action

The organization shall take action to eliminate the causes of nonconformities in order to prevent recurrence.
Corrective actions shall be appropriate to the effects of the nonconformities encountered.

A documented procedure shall be established to define requirements for

a) reviewing nonconformities (including customer complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that nonconformities do not recur,
d) determining and implementing action needed,

e) records of the results of action taken (see 4.2.4), and

f) reviewing the effectiveness of the corrective action taken.

8.5.3 Preventive action

The organization shall determine action to eliminate the causes of potential nonconformities in order to
prevent their occurrence. Preventive actions shall be appropriate to the effects of the potential problems.

A documented procedure shall be established to define requirements for
a) determining potential nonconformities and their causes,

b) evaluating the need for action to prevent occurrence of nonconformities,
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c) determining and implementing action needed,
d) records of results of action taken (see 4.2.4), and

e) reviewing the effectiveness of the preventive action taken.
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Annex A
(Informative)

Correspondence between 1ISO 9001:2000 and 1SO 14001:2004

Table A.1 — Correspondence between 1SO 9001:2000 and ISO 14001:2004

1ISO 9001:2000 ISO 14001:2004
Introduction Introduction
General 0.1
Process approach 0.2
Relationship with ISO 9004 0'3
Compatibility with other management systems 0'4
Scope 1 1 Scope
General 11
Application 1.2
Normative reference 2 2 Normative references
Terms and definitions 3 3 Definitions
Quality management system (title only) 4 4 Environmental management system requirements (title only)
General requirements 4.1 4.1 General requirements
Documentation requirements (title only) 4.2
General 421 444 Documentation
Quality manual 4.2.2
Control of documents 4.2.3 445 Control of documents
Control of records 4.2.4 454 Control of records
Management responsibility (title only) 5
Management commitment 51 4.2 Environmental policy
44.1 Resources, roles, responsibility and authority
Customer focus 5.2 4.3.1 Environmental aspects
4.3.2 Legal and other requirements
4.6 Management review
Quality policy 5.3 4.2 Environmental policy
Planning (title only) 5.4 4.3 Planning
Quality objectives 5.4.1 4.3.3 Objectives, targets and programme(s)
Quality management system planning 5.4.2 4.3.3 Objectives, targets and programme(s)
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Table A.1 — Correspondence between 1SO 9001:2000 and ISO 14001:2004 (continued)

Responsibility, authority and communication 5.5
(title only)
Responsibility and authority 5.5.1 44.1 Resources, roles, responsibility and authority
Management representative 5.5.2 44.1 Resources, roles, responsibility and authority
Internal communication 5.5.3 4.4.3 Communication
Management review 5.6 4.6 Management review
General 5.6.1 4.6 Management review
Review input 5.6.2 4.6 Management review
Review output 5.6.3 4.6 Management review
Resource management (title only) 6
Provision of resources 6.1 44.1 Resources, roles, responsibility and authority
Human resources (title only) 6.2
General 6.2.1 442 Competence, training and awareness
Competence, awareness and training 6.2.2 |4.4.2 Competence, training and awareness
Infrastructure 6.3 44.1 Resources, roles, responsibility and authority
Work environment 6.4
Product realization (title only) 7 4.4 Implementation and operation
Planning of product realization 7.1 4.4.6 Operational control
Customer-related processes (title only) 7.2
Determination of requirements related to the 721 |431 Environmental aspects
product 4.3.2 Legal and other requirements
4.4.6 Operational control
Review of requirements related to the product |7.2.2 43.1 Environmental aspects
4.4.6 Operational control
Customer communication 7.2.3 4.4.3 Communication
Design and development (title only) 7.3
Design and development planning 7.3.1 4.4.6 Operational control
Design and development inputs 7.3.2 4.4.6 Operational control
Design and development outputs 7.3.3 4.4.6 Operational control
Design and development review 7.3.4 4.4.6 Operational control
Design and development verification 7.35 446 Operational control
Design and development validation 7.3.6 4.4.6 Operational control
Control of design and development changes 7.3.7 4.4.6 Operational control

18

© 1SO 2007 — All rights reserved




Table A.1 — Correspondence between 1SO 9001:2000 and ISO 14001:2004 (continued)

1ISO 9001:2000

ISO 14001:2004

Purchasing (title only) 7.4
Purchasing process 7.4.1 4.4.6 Operational control
Purchasing information 7.4.2 4.4.6 Operational control
Verification of purchased product 7.4.3 4.4.6 Operational control
Production and service provision (title only) 7.5
Control of production and service provision 751 4.4.6 Operational control
Validation of processes for production and 7.5.2 4.4.6 Operational control
service provision
Identification and traceability 753
Customer property 75.4
Preservation of product 755 4.4.6 Operational control
Control of monitoring and measuring devices |7.6 45.1 Monitoring and measurement
Measurement, analysis and improvement (title |8 4.5 Checking
only)
General 8.1 45.1 Monitoring and measurement
Monitoring and measurement (title only) 8.2
Customer satisfaction 8.2.1
Internal audit 8.2.2 455 Internal audit
Monitoring and measurement of processes 8.2.3 45.1 Monitoring and measurement
45.2 Evaluation of compliance
Monitoring and measurement of product 8.2.4 45.1 Monitoring and measurement
45.2 Evaluation of compliance
Control of nonconforming product 8.3 4.4.7 Emergency preparedness and response
453 Nonconformity, corrective action and preventive action
Analysis of data 8.4 45.1 Monitoring and measurement
Improvement (title only) 8.5
Continual improvement 8.5.1 4.2 Environmental policy
434 Objectives, targets and programme(s)
4.6 Management review
Corrective action 8.5.2 45.3 Nonconformity, corrective action and preventive action
Preventive action 8.5.3 453 Nonconformity, corrective action and preventive action
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Table A.2 — Correspondence between ISO 14001:2004 and ISO 9001:2000

ISO 14001:2004

1ISO 9001:2000

Introduction — 0 Introduction
0.1 General
0.2 Process approach
0.3 Relationship with ISO 9004
0.4 Compatibility with other management systems
Scope 1 1 Scope
11 General
1.2 Application
Normative references 2 2 Normative reference
Terms and definitions 3 3 Terms and definitions
Environmental management system requirements |4 4 Quality management system (title only)
(title only)
General requirements 4.1 4.1 General requirements
55 Responsibility, authority and communication
551 Responsibility and authority
Environmental policy 4.2 51 Management commitment
5.3 Quality policy
8.5.1 Continual improvement
Planning (title only) 4.3 5.4 Planning (title only)
Environmental aspects 43.1 5.2 Customer focus
721 Determination of requirements related to the
product
7.2.2 Review of requirements related to the product
Legal and other requirements 4.3.2 5.2 Customer focus
721 Determination of requirements related to the
product
Objectives, targets and programme(s) 4.3.3 54.1 Quality objectives
5.4.2 Quality management system planning
8.5.1 Continual improvement
Implementation and operation (title only) 4.4 7 Product realization (title only)
Resources, roles, responsibility and authority 44.1 5.1 Management commitment
551 Responsibility and authority
55.2 Management representative
6.1 Provision of resources
6.3 Infrastructure
Competence, training and awareness 4.4.2 6.2.1 (Human resources) General
6.2.2 Competence, awareness and training
Communication 443 55.3 Internal communication
7.2.3 Customer communication
Documentation 444 421 (Documentation requirements) General
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Table A.2 — Correspondence between 1ISO 14001:2004 and ISO 9001:2000 (continued)

ISO 14001:2004

1ISO 9001:2000

Control of documents 445 4.2.3 Control of documents
Operational control 4.4.6 7.1 Planning of product realization
7.2 Customer-related processes
7.2.1 Determination of requirements related to the product
7.2.2 Review of requirements related to the product
7.3.1 Design and development planning
7.3.2 Design and development inputs
7.3.3 Design and development outputs
7.3.4 Design and development review
7.3.5 Design and development verification
7.3.6 Design and development validation
7.3.7 Control of design and development changes
7.4.1 Purchasing process
7.4.2 Purchasing information
7.4.3 Verification of purchased product
7.5 Production and service provision
75.1 Control of production and service provision
7.5.2 Validation of processes for production and service
provision
755 Preservation of product
Emergency preparedness and response 4.4.7 8.3 Control of nonconforming product
Checking (title only) 45 8 Measurement, analysis and improvement (title only)
Monitoring and measurement 45.1 7.6 Control of monitoring and measuring devices
8.1 (Measurement, analysis and improvement) General
8.2.3 Monitoring and measurement of processes
8.2.4 Monitoring and measurement of product
8.4 Analysis of data
Evaluation of compliance 45.2 8.2.3 Monitoring and measurement of processes
8.2.4 Monitoring and measurement of product
Nonconformity, corrective action and preventive 453 8.3 Control of nonconforming product
action 8.4 Analysis of data
8.5.2 Corrective action
8.5.3 Preventive action
Control of records 454 4.2.4 Control of records
Internal audit 455 8.2.2 Internal audit
Management review 4.6 51 Management commitment
5.6 Management review (title only)
5.6.1 General
5.6.2 Review input
5.6.3 Review output
8.5.1 Continual improvement
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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 1SO
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.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 9004 was prepared by Technical Committee ISO/TC 176, Quality Management and Quality Assurance,
Subcommittee SC 2, Quality Systems.

This third edition cancels and replaces the second edition, ISO 9004:2000, which has been technically, and

substantially, revised. It now addresses the sustainability of an organization, rather than its previous focus on
performance improvements.
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Introduction

Through advances in information and communications technology, the world is virtually becoming a smaller
place. It is no longer enough for organizations to just make profits for their shareholders and to obey the law.
They are increasingly accountable to more environmentally and socially aware shareholders, to civil society in
general, to employees, to customers and to a variety of other stakeholders. The creation and sustainable
development of organizations is now central to our economic and social lives.

Sustainability is the result of the continued satisfaction of an organization’s stakeholders; the stakeholders are
those entities (organizations, individuals, institutions) that contribute to the functioning and value creation of an
organization and without whom the organization's aims could not be achieved.

This International Standard provides guidance to organizations on how to achieve sustainability in a
demanding, ever-changing, and uncertain environment.

This International Standard utilizes the same eight quality management principles that provide the foundations
of 1ISO 9001:2000 (see ISO 9000:2005, Clause 0.2) and gives guidance on the application of the quality
management principles to the purpose of achieving long term, sustainable, success for an organization, and
on managing the movement of the whole of an organization, rather than just some of its constituent parts,
towards sustainability.

This International Standard gives guidance that complements the use of ISO 9001 and other management
system standards, but does not give guidance on their application, i.e. it is not a guide to ISO 9001..

Clauses 5 through 10 of this International Standard identify essential features of an organization. Within each
section guidance is provided that relates to various aspects of each essential feature. Consideration is given
to the interdependence of essential features, the risks and opportunities they present, processes typically
related to managing the features, the resources required, and potential measurement and analysis
methodologies.

Annexes A and B provide tools aimed at assessing an organization's strategy and its operations. The

guidance given in this International Standard relates to the results of assessments of individual essential
features.
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Managing for sustainability — A quality management approach

1 Scope

This International Standard provides guidelines and tools for utilizing the principles of quality management to
achieve sustainability. It is applicable to all organizations, regardless of their size, type and activity.

This International Standard is not intended for certification, regulatory or contractual use.

2 Normative references
The following referenced documents are indispensable for the application of this document. For dated

references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 9000:2005 Quality management systems — Fundamentals and vocabulary
ISO 9001:200X-" Quality management systems — Requirements

! To be published

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 9000 and the following apply.
3.1 sustainability

<of an organization>

ability of an organization or activity to maintain or develop its performance in the long term.

Note 1: Sustainability emphasizes the need for a balance between the economic-financial interests of an organization and
those of its social and ecological environment.

Note 2: Sustainability relates to both the direct and indirect stakeholders of an organization (such as shareholders,
employees, customers, users, pressure groups and communities).

© I1SO 2007 — All rights reserved 1
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4 Managing for sustainability

4.1 General

The sustainability of the organization is reliant on its ability to autonomously monitor the external environment
for opportunities, changes, trends and risks. At the same time, the organization needs to have the ability to
learn, change and innovate in response to the results of monitoring, through cohesive, efficient and aligned
processes that are based on quality management principles.

To achieve sustainability an organization should focus on its results as well as on its processes.

4.2 Essential features for sustainability

One of the most essential features for the achievement of sustainability is for the organization to be managed
in an aligned and coherent manner, by:

— articulating a mission and vision;

— developing a strategic plan to achieve these; and

— implementing systems to support the realization of the strategic plan
In order to sustain the mission and vision, the organization should continuously strive to meet its environment
using change and innovation. This will require continuous monitoring of the organization's environment, as
well as its own situation.
The sequence of the steps needed for managing for sustainability follows the well known "Plan-Do-Check-
Act” (or P-D-C-A) cycle (see 4.2). Aiming for sustainability means that the organization should always try to

improve its ability to enhance the improvement part of the P-D-C-A cycle, supported by an autonomous
management culture.

4.3 Managing for sustainability

The process of managing for sustainability generally follows the "Plan-Do-Check-Act" (or P-D-C-A) cycle. The
relationships between the steps of the P-D-C-A cycle and managing for sustainability, is as follows:

a) Plan:
1) Intent

Is there a strategic aim related to the essential feature under consideration that reflects the needs of
the organization and its stakeholders in a sustainable way?

2) Processes and structure

Are there appropriately well defined processes to address the aim for the essential feature being
considered?

3) Resources

Are adequate resources planned and available for the working of this essential feature?
b) Do:

1) Implementation

2 © 1SO 2007 — All rights reserved
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Are the processes related to the essential feature implemented as planned? Are the processes
cohesively linked to other organizational processes and features?

c) Check
1) Measurement

Are planned outcomes monitored and measured? Do the measures provide useful and efficient
information concerning the working of the essential feature?

2) Check

Were processes and structures implemented or changed as planned? Were resources allocated and
provided as planned?

3) Analysis

What has been achieved? Does the essential feature contribute to the sustainability of the
organization? What needs to be improved?

4) Learning
What kind of learning did the organization acquire from its analyses?
d) Act:
1) Corrections

What kind of corrections were needed to ensure the achievement of the objectives the organization
didn’t meet initially.

2) Improvement
What kind of improvement activities were needed in processes, products, structures and systems?
3) Innovation

What kind of innovations and changes were needed to achieve the organization's articulated mission,
vision and objectives?

A representation of sustainability improvement, based on the PDCA cycle, is given in figure 1 below.

4.4 Assessing sustainability

In order for an organization to determine its progress in the achievement of sustainability, it should perform an
assessment of its strategy and operations. The results of such an assessment will indicate opportunities for
enhancing sustainability, growth and improvement.

The results of an assessment are usually more balanced and complete when the assessments are conducted
by teams.

Note Annexes A and B provide tools for assessing an organization's strategy and operations.
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Figure 1. Sustainability improvement, based on the P-D-C-A cycle.

5 The organization's environment

5.1 General
All organizations, whether they are large or small, profit or not-for-profit, operate in external environments that
are undergoing change. The monitoring and analysis of the environment in which an organisation operates

are necessary to provide ongoing data and information, to enable decisions for organisational change that will
maintain and improve the performance of the organisation.

5.2 Monitoring

Monitoring the environment of an organization usually includes, but is not limited to, collection and
consideration of data that will help with:

— identifying and understanding the present and future expectations and needs of defined stakeholders
(including Shareholders, Managers, Employees, Customers, Partners and Society),

— awareness of the threats and opportunities of alternative or competitive product offerings,

— assessing the threats and opportunities of emerging market/product opportunities that organisation may
consider offering,

— understanding current customer trends, needs and expectations,
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ISO/CD 9004

— obtaining an awareness of legislative and regulatory requirements and changes,
— understanding of the labour market and its effect on employee stakeholders,

— understanding the socio-economic trends and local cultural aspects relevant to the organization's areas of
activities,

— spotting emergent technological changes,
— understanding current organisational and process capabilities,

— identifying and learning from good external practices in other organisations, especially for key processes
that are similar to those used within the organisation..

5.3 Analysing

An organization should analyze relevant external data and propose scenarios as to their potential impacts, as
essential inputs for the its policy and strategy formulation processes.

Data and information should be gathered in order to permit analysis of the following types of issues:

a) Whether the defined stakeholders have had their needs and expectations met as planned?

b) How the needs and expectations of customers and defined stakeholders might develop over time?
¢) What functions of the organization's existing products provide most value for its customers now?

d) What products will the organization need to realize to meet the changing needs and expectations of
customers and identified stakeholders?

e) How will the margins and the market for the organizations’ existing products evolve in the mid and long
term?

f)  What new markets or opportunities may emerge?

g) What risks may emerge?

h) What changes can be expected in the legal and regulatory environment that will affect the organization?
i) How will the competitive environment develop during the mid and long term?

i) What distinctive features can the organisation offer to its chosen markets?

6 Strategy, policies and communication

6.1 Strategic orientations

The interaction between an organization and its environment is unique. Consequently, for sustainability, the
organization needs to establish and deploy its own strategic orientations.

The organization should determine it's current and future capabilities needed for sustainability, through
analysing its external and internal environment.. The strategic orientations should be based on filling the gaps
between the organization's current capabilities, and those either needed to meet its current environment, or its
predicted future environment. Additionally, the organization should develop strategic orientations based on the
risks and opportunities identified from its understanding of those gaps.

© 1SO 2007 — All rights reserved 5
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The organization should review its strategic orientations and revise them as necessary, to ensure that the
organization is capable of adapting to changes in its environment.

6.2 Mission and vision

By understanding and analysing the organisation’s environment, its management should be able to establish a
mission and vision for the organization, as well as the strategic orientations needed to achieve them.

A mission (why we exist?) and vision (what we want to be?) should be developed in light of external and
internal analysis.

An organization should have an identified aim or purpose, within its social environment. The organization
should identify its mission and vision on the basis of its understanding of its relationship to its stakeholders,
their characteristics, and its own competencies.

The mission should describe the value which the organization seeks to create for its stakeholders.

The vision presents the state the organization wishes to achieve, once it is equipped with the necessary
competencies.

6.3 Aspects of strategy

An organization should develop a strategy to fulfil its mission and vision, which is also directed towards the
achievement of sustainability. This should include consideration of:

a) its external environment, including trends;
b) the needs and expectation of stakeholders;
c) its capabilities and resources; and

d) lessons learnt from previous experiences.
6.4 Policies and objectives

Policies and objectives define an organization's desired results and assist the organization to apply its
resources to achieving these results.

The organization should establish policies and objectives, based on its strategy

— to provide a focus to direct the organization,

— to ensure that plans are communicated to all relevant stakeholders, and

— to assure that its policies and objectives are aiming for sustainability.

Policies that are based on the organization's mission, vision and strategy provide a framework for establishing
and reviewing its objectives.

Objectives are used to put the policies into operation, i.e. they answer the question "what should be done to
fulfil the policies"? The objectives need to be consistent with the policies and their achievement needs to be
measurable. The achievement of objectives should have a positive impact on the organization's

— products,

— operational effectiveness,

— financial performance, as well as

6 © 1SO 2007 — Al rights reserved
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— on the satisfaction, confidence and loyalty of stakeholders.

6.5 Strategic planning

In order to provide a framework for the proper allocation of resources, to incorporate success factors in the
business domain, and to meet the needs and expectations of stakeholders, management should ensure that
the organization's strategic plan gives consideration to the following:

— the organization’s environment;

— new opportunities;

— target markets and customers;

— products to be provided,;

— the organization's capability profile;

— the allocation of resources;

— risk analyses.

6.6 Risk management

Any event that has the potential to affect the objectives of the organization negatively should be considered to
be a risk for the organization; whereas an event that is able to affect the objectives of the organization
positively should be considered an opportunity for improvement and innovation activities.

Risk identification should consider not only risks in cost, time and product quality, but also risks in areas such
as organization’s reputation, security, dependability, professional liability, information technology, health and
safety, and environment.

In order to develop its strategy, the organization should identify, analyse and understand the following, and
identify the risks associated with them:

— technological trends;

— relevant needs of society;

— availability of natural resources;

— its capability profile, including the capabilities needed to realize its vision in the future; and

— its provision and allocation of resources.

6.7 Review of strategy for sustainability

In order to take account of the continual changes in the organization's environment, and to assess if it will
achieve the mission and vision, management should periodically conduct reviews of the organization's
strategy.

This review should focus on the following:

— whether the management system is effective, efficient and competitive;

— whether the strategy is translated into measurable objectives and guidance throughout the organization;

© 1SO 2007 — All rights reserved 7
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— whether the organization's structure and processes are appropriate for the intended strategy and able to
meet potential changes in needs.

This should ensure that the strategy is appropriate and that the management system provides a useful
method for obtaining external learning and insights on critical strategic processes. It should also enable a
comparison and understanding of the organization's performance against competitors, or "world class" / "best
in class" organizations, and that the risks of any identified differences or shortfalls are evaluated.

6.8 Communication
6.8.1 General

Experience shows that many costly problems in organizations have their root causes in poor communications,
both internally and externally.

In order for relevant information (e.g. mission, vision, strategy, policies, objectives, operational data and
feedback) to be conveyed effectively, the organization's management needs to establish a formal
communications policy and associated internal and external communication processes.. This is important both
for the organization’s identity and sustainability.

Internal communication considerations include

— keeping people informed and getting their commitment,
— gathering views on the organization and its performance,
— receiving and giving feedback and ideas for innovation,

— complying with statutory and regulatory requirements.
External communication considerations include

— keeping stakeholders informed and getting their feedback,

— promoting the organization’s identity,

— establishing contacts with other organizations, to facilitate learning,

— being proactive about building and maintaining relationships and networks,
— complying with statutory and regulatory requirements,

— influencing decision makers.

6.8.2 The effectiveness and efficiency of communication processes

The effectiveness and efficiency of the communication processes needs to be assessed and reviewed
periodically to determine if there is a need for improvement or innovation.

Factors that influence the effectiveness of communications include

— planning and timing

— targeting communications to ensure that appropriate audiences will receive them,

— selectivity, adequacy and clarity of the information that is to be communicated,

— sufficient resources to support the communication channels and communication technologies,

— requiring confirmation that information was received and understood,

— integrity, confidentiality, security,

— the transmission of the communications in specific languages and formats (for example, electronic data
exchange) appropriate for the specific stakeholders.

8 © 1SO 2007 — Al rights reserved
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7 Resources

7.1 Management of resources

The organization should identify the resources that are critical to its development and achievement of
sustainability, through its strategy and planning. This should include the resources needed for the operation
and improvement of the systems for managing the organization and for the satisfaction of customers and
other stakeholders.

In order to achieve sustainability, the organization should develop a plan for controlling, protecting and
developing its resources.

Note 1 In order to achieve sustainability the organization will need to enhance its management of resources beyond the
level required by 1ISO 9001.

Note 2 The resources available to the organization may not be limited to those inside of the organization, but may include
external resources.

7.2 Planning
It is necessary for the organization to develop, implement and continually improve appropriate processes for
the identification, development, provision, monitoring, maintenance and protection of resources. The extent of

the protection needed to be applied to the resources depends on their associated risks of potential scarcity.
The organization should periodically review the suitability of the identified resources.

7.3 Allocation of resources
Management should develop and implement processes to assess the resource needs of the organization and
to establish the priorities for the allocation of the resources. In cases where a shortage of a resource cannot

be resolved in an adequate time frame due to a systematic, recurrent, or concurrent cause, the resource
planning process should be reviewed.

7.4 Human resources
7.4.1 General

People at all levels are the essence of an organization and their full involvement enables their abilities to be
used for the organization's benefit.

Human resource management should be performed through a planned, transparent and socially responsible
approach.

The organization should motivate its people to understand the significance and importance of their
responsibilities and activities in relation to the creation and provision of value for the organization and its
stakeholders.

The organization should systematically seek to improve their competence to create such value through
training, empowerment and knowledge exchange.

In order to ensure that people in the organization have the competence needed for the creation and provision
of customer value, the organization should establish processes to develop and improve the competence of its
people.

To enhance its people’s satisfaction, the organization should also consider

— developing a mechanism to share and use the wisdom of its people, e.g. a suggestion scheme,

— defining personnel systems, such as for reward and promotion,
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— introducing an appropriate recognition system and assessing the people’s accomplishments,

— establishing a skills qualification system to promote self-development, and

— continually reviewing the satisfaction and needs of its people.

To determine whether its people have the necessary competence, the organization should review the current
competence of its people, analyzing it by using various competency assessment models, and identify the

competence that needs to be developed.

To satisfy its competence development needs, the organization should establish an appropriate human
resource development plan.

The development plan should consider training and strategic human resources management.
The organization should

— take a mid/long-term standpoint on competences needed in light of the organization’s vision and business
strategy,

— select learning techniques suitable for the development of competence,

— define indicators for evaluating effectiveness of the learning,

— implement the learning and keep relevant records,

— evaluate effectiveness of learning against their purposes in a timely manner, and

— evaluate the effectiveness of the implementation of the organization’s key beliefs.

7.4.2 Involvement and motivation of people in the organization

The management should ensure that the people in the organization understand the importance of their
contribution and roles in

— identifying constraints to their performance,

— accepting ownership and responsibility to solve problems,

— evaluating their performance against their own personal goals and objectives,

— actively seeking opportunities to enhance their competencies, knowledge and experience,

— freely sharing knowledge and experience.

7.5 Infrastructure
7.5.1 General

The organization should plan, provide and manage its infrastructure effectively and efficiently (e.g. physical
assets such as buildings; information communications technology or ICT; machinery and equipment etc).

It should consider the dependability, safety, security, cost, and environmental impact of its infrastructure in
relation to its objectives. The organization should review its infrastructure and its related management
processes at defined intervals, in order to ensure that the infrastructure meets its current and expected future
needs.

10 © 1SO 2007 — All rights reserved
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The organization should identify the risks associated with its infrastructure, consider their consequences, and
protect the needs of its stakeholders.

7.5.2 Work environment

The organization should ensure that the work environment complies with all applicable regulatory and
statutory requirements (including those for occupational health and safety). At the same time the organization
should look for ways to maintain sustainability and competitiveness by encouraging productivity, creativity and
well-being at work for the people in the organisation and all other personnel who may be working at, or visiting,
the organization’s premises (e.g. customers, suppliers, partners etc.).

7.6 Knowledge

The organization should treat information, knowledge and technology as essential resources. It should
develop, implement and maintain processes to identify, obtain, maintain, protect, use and evaluate the
information, knowledge and technology it needs. The organization should share such information, knowledge
or technology with its partners or other stakeholders, as appropriate.

7.7 Financial resources

The organization should forecast and determine its financial needs and acquire the necessary financial
resources (resources for actual operation and for future investments purposes) to meet those identified needs.
The management should develop and implement processes for monitoring and controlling the use of financial
resources, as well as for realizing their effective and efficient allocation.

7.8 Natural resources and life cycle management

The efficient use of natural resources ( such as energy, water, oil, minerals, raw materials etc.) is
indispensable for the sustainability of the organization and for conservation of the natural environment. It is
necessary for the organization to consider the risks/opportunities related to the availability of such resources
not only in the short, but also in the mid and long term. Additionally, the organization should analyze whether
there may be any side effects from their exploitation, use and disposal.

Life Cycle Management (LCM) is a business decision-making approach that considers benefits, costs and
risks over the full life cycle of a product. It covers areas such as: dependability (reliability, availability,
maintenance, maintenance support), obsolescence and disposal.

Life Cycle Management puts information in front of decision makers that can contribute to the development of
competitive advantages for the organization, e.g. through cost reductions. In addition, organizations that apply
LCM are viewed as being in step with important environmental policy trends, which can enhance their public
image.

The life cycle management approach examines all stages of the product or service (i.e. from initiation to final
disposal).

Quality and dependability should be designed into a product. The design process should also consider
aspects such as the need for low failure rates, easy maintenance, and the availability of spare parts (including
their supporting logistics).

Minimizing the environmental burden should be considered for design, manufacturing of a product or
execution of service, distribution, product use and disposal. Examples of tools that may be used to analyze
the environmental burden include life cycle assessment (LCA), design for environment (DfE), and
environmental benchmarking.

The organization should also consider the development of a plan to apply responsible practices and actions in

terms of ensuring the uninterrupted continuous provision of energy as needed, while protecting the natural
environment and saving its resources.
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8 Processes

8.1 The process approach

An organization should use a "process approach" to facilitate the effective operation and interaction of its
processes, and should develop the interrelating strategic and operational processes necessary for the
achievement of sustainability. Benefits of the process approach include

a) the achievement of planned results,

b) the improvement of the effectiveness and efficiency of the organisation,

c) the provision of confidence to customers, and other stakeholders, about the consistent performance of
the organization,

d) transparency of operations within the organization,

e) lower costs and shorter cycle times, through the effective use of resources,

f)  improved, consistent and predictable results,

g) provision of opportunities for focused and prioritized improvement initiatives, and

h) encouragement of the involvement of people and the clarification of their responsibilities.

8.2 Types of processes

Processes are specific to the organization, and will vary depending on its type, size and degree of
development. Process can be identified in terms of the following types:

a) Management processes

These include the processes relating to strategic planning, establishing policies, setting objectives,
providing communication, ensuring availability of resources needed, life cycle management and
management reviews. This includes all the processes for the provision of the resources that are needed
for the realization of organization’s objectives.

b) Realization processes

These include all the processes that provide the intended output of the organization. (e.g. design,
manufacturing processes, service delivery processes, after-sales servicing).

C) Support processes

These include all those processes needed to contribute directly or indirectly to the realization processes
(e.g. financial, training, maintenance, marketing, sales, quality management).

8.3 Managing the organization’s processes

To achieve sustainability it is necessary that an organization identifies and manages all the processes that are
necessary for achieving its objectives, and clearly defines how these processes interrelate and interact.

Note: for more information on the identification, planning, implementation and measurement of processes, see the paper
giving "Guidance on the Concept and use of the Process Approach for management systems" available from
WWW.is0.org/tc176/sc2.
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8.4 Process responsibility and authority
It's crucial that the management appoint a person with defined responsibilities and authorities to implement,

maintain and improve each process and its interaction with other processes This individual is usually referred
to as a “process owner”.

Management should ensure that the authority, role, mission, rights and duties of the process owner is
recognized throughout the organization.

The organization should also establish arbitration procedures in case disputes arise over the management of
the processes.

9 Measurements and analysis
9.1 Measurement approach

Reliable measurement data are an important input for an organization aiming for sustainability. This will also
enable a factually based approach to management and priority setting. The organization should monitor
and/or measure systematically the performance of all relevant processes. The measurement approach
adopted should be related to the criticality of the processes involved and the objectives stated for these
processes.

In planning its measurement approach, the organization should give consideration to the following:

— determining where, how and why measuring and monitoring should be applied. The aim should be to
improve the performance of the organization's processes and to improve their outputs;

— recording the results of these activities;

— verifying that all process objectives are met; and

— taking corrective action when objectives are not met, for example by means of additional process activities,
or new policies and objectives to improve the process.

9.2 Performance metrics

A robust set of performance metrics, put into context by the use of comparative data, allows the management

to monitor trends in the performance of an organization. The organization should identify its key performance

indicators. To be capable of signalling approaching risk or potential opportunity an organization needs to

employ a broad set of performance metrics that address the desired outcomes and processes deployed.

The organization’s management should consider:

— the performance indicators for the processes of the organization, including input, in-process and output
measurements;

— the level of satisfaction and expectation(s) of all stakeholders;

— the correlation between process parameters and the desired results (outputs) that will enable specific,
measurable, achievable, realistic and timely process objectives to be set;

— the performance gaps with other organizations;

— tracking results to identify trends in key process parameters.
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Examples of performance metrics include customer satisfaction levels, supplier performance, on time delivery,
lead times, failure rates, waste, process costs, incident frequencies etc.

The criteria for measuring the effectiveness and efficiency of a process should be consistent with the
objectives set for its outputs. These should, in turn, be consistent with the strategy of the organization.

9.3 Measuring achievement of objectives
An organization should monitor carefully the degree and speed at which it achieves its objectives, by defining

appropriate key indicators of performance, by using effective tools to gather information, and by comparing the
information gathered against the established objectives.

9.4 Key indicators

Key indicators can relate to processes, products, customer satisfaction, and the satisfaction of other
stakeholders (such as shareholders, people in the organization, partners, suppliers and society).

Key indicators can take many different forms, and typically relate to one of the above topics. The following list
gives some examples:

— the effectiveness and efficiency of the organization's processes (including parameters such as speed,
productivity and competitiveness);

— the "voice of the customer" (commendation or complaints);

— the performance of products (as identified through market share, sales, profit etc.);
— the loyalty of customers;

— the image of the organization (as identified through benchmarking, or brand image);
— opinion and dissatisfaction expressed in shareholders meetings;

— the organization's credit rating;

— evaluations of the organization performed by external bodies;

— impact on the natural environment;

— safety records;

— contribution to society (culture and community);

— degree of legal compliance;

— opportunities for sustainable employment; and

— the cost of non-quality.

9.5 Measurement tools

The methods used for collecting information regarding key indicators should be practicable and appropriate to
the organisation’s circumstances. Typical examples are:

— interviews, questionnaires and surveys;

— monitoring trends in levels of nonconforming product;
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— monitoring the time taken to deal with customers;

— monitoring levels of machine downtime;

— monitoring customers' reaction during meetings with their representatives;
— monitoring trends in sales figures;

— supplier reviews carried out by the customer;

— feedback from field visits to customers; and

— suggestion schemes.

9.6 Internal audit

Internal auditing is potentially the most important improvement tool available to an organization’s management,
and great attention should be given to its planning and implementation. Internal audits are an important means
of monitoring the level of achievement of objectives and the causality behind lower or slower improvements
than expected.

The critical element of internal auditing is the effective closing out of non-compliances by identification of their
root causes and the corrective actions taken to eliminate them.

9.7 Assessment
Assessments are a proven means of determining the degree of sustainability of an organization.
Assessments should examine whether the organization has the capability at an overall level and at the level of

its individual processes to achieve the outputs expected, and evaluate whether sufficient physical, financial
and human resources are available to support its achievement of those outputs.

In preparing an assessment (see Annex A) the organization should consider:
— the purposes and scope of the assessment,
— the competence needed by those who will perform the assessment, and

— the development of detailed implementation plans, including schedules and procedures.

The organization should include the results of the assessment as inputs to the management review of the
strategy, to use them for continual improvement and innovation of the systems, management and leadership.

The results of the assessment should be communicated to those concerned in the organization, and be used
to share understanding about its environment and the future direction of the organization.

9.8 Review and evaluation of processes

An organization should use a systematic approach to reviewing and evaluating its processes, for sustainability
improvement (see Figure 1), as follows:

a) Intent
The organization's aims and approaches for the measurement and analysis of its processes should be
evaluated against the impact, effectiveness and timeliness of the data collected, and whether these

support the achievement of sustainability.

b) Process and structure
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The process of measurement and analysis should be evaluated against the adequacy and availability of
the resources used.

¢) Resources
The resources used for the measurement and analysis process should be evaluated against the expected
effectiveness and efficiency in measuring the degree of contribution of the processes, structures,
resources and products, to the sustainability of the organization.

d) Implementation

The degree of the implementation of the chosen measurement and analysis process across the whole
organization (inside all relevant processes or units) should be investigated.

e) Measurement
The effectiveness of the measurement process, for the performance of the measurement and analysis
process itself, should be reviewed periodically. This is to ensure that it adequately supports the decision
and priority setting process inside the organization. Benchmarking should also be used as a part of this
review, in order to compare the organization's own process against similar “state of the art” processes.
f) Analyze
Periodically, the organization should review how good its measurement and analysis process is. This

should include an analysis of the requirements on the data to be delivered by this process, and of the
impact of the use of this data, on the abilities of the organization to achieve sustainability.

10 Learning, improvement and innovation

10.1 General

An organization should be able adapt to changes in its business environment in order to achieve sustainability.
Consequently, it needs to have the capability to recognize when such changes are occurring, and to innovate
in response to them. Its response should be guided by what it has learnt in the past, or from how other
organizations have responded in similar situations

Sustainability requires the organization to have the ability to learn. In an organization with an advanced
learning ability, it is possible to sophisticatedly and effectively use the wisdom gained by the organization from
its people, to build up its core competence, and to promote continual improvement and innovation.

An organization should use innovation to continually improve its effectiveness and operational efficiency, as
an additional route towards achieving sustainability.

10.2 Learning
10.2.1 Type of learning

The organization should understand the importance of learning for remaining aware of trends and changes
that could impact on its sustainability and for obtaining necessary capabilities for sustainability.

Sustainability requires learning ability in the following two aspects:

a) the learning ability of an organization — i.e. the ability of an organization to collect information on, analyze,
and gain insight from external events, including events in the business environment,
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b) the ability to integrate personal competence and organizational competence — i.e the ability to integrate
the knowledge and thinking/behavioural patterns of the people in the organization into the value system of
the organization.

10.2.2 Sources of learning

The organization should find and take advantage of both internal and external sources that can be used as the
basis of learning.

Internally, learning results from the sharing of experience, knowledge and information across functional
divisions within the organization, on such matters as

— networking with external partners,
— best practice within the organization,
— problems, errors and “near mistakes”, and

— behavioural / thinking patterns in the organization.

External sources include

— market changes relating to changing customer needs,
— trends in all relevant fields,

— benchmarking against successful organizations,

— political changes,

— changes in technology,

— universities and other educational institutions, and

— experts and consultants.

10.2.3 Factors influencing learning effectiveness

Management should ensure that the organization promotes learning based on the autonomy of its people and
that it establishes the culture of a learning organization.

In order to learn effectively, the organization should consider the following issues, and act on them
appropriately

— management initiatives in learning and showing its leadership,

— stimulation of networking, connectivity, interactivity and sharing of knowledge
— establishing efficient channels of communication,

— respecting its people's competence and supporting improvement of it,

— appreciating creativity, accepting heterogeneity and tolerating failures,

— recognizing and rewarding positive outcomes,

— making available an open access system for learning,

— areadiness to accept lessons from internal and external sources,

— providing its people with opportunities to exchange ideas, knowledge and experience both inside and
outside the organization,

— the effective use of information and knowledge of either internal or external origin, and

— being open to criticism.
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In order to establish a culture of a learning organization, management should ensure that the organization
promotes the integration of personal competence/knowledge into organization's capability/knowledge.

Management should ensure that the organization promotes the maximization and optimization of the results of
learning.

10.2.4 Planning of the learning process

The organization should establish a process for learning that takes into account the following:
— the needs of customers and other stakeholders, and changes in those needs,

— changes in the technological capabilities necessary to meet needs of the stakeholders,

— changes in the competitive environment and factors affecting competitive advantage,

— the capability to collect and analyze various types of information, and

— the gaining of necessary capabilities.

10.3 Improvement

An organization's improvement activities should focus on the processes needed to improve the satisfaction of
stakeholders, as well seeking to improve its products.

The organization should define objectives for the improvement of its products, processes and management
system, and should seek to improve them continually and systematically.

Management should ensure that continual improvement becomes established as part of the organization's
culture through:

— providing the opportunity to participate in effective improvement,
— recognition and reward, and

— small group activity.

10.4 Innovation

10.4.1 General

Innovation is essential for sustainability; it needs to be based on the organization's learning ability. The
organization should carry out innovation in its capabilities and organizational constitution, as is necessary to
ensure its future success. Innovation may mean entirely or partially eliminating the existing framework of the
organization and constructing a new framework, which will require wisdom gained through its learning.

10.4.2 Type of innovation

Management should understand that major changes in the organization's environment may require
breakthrough innovations, and not mere improvements to the organization's existing situation, for
sustainability. Innovations should be allowed to be realized whenever necessary.

Innovation includes the following:

a) innovation in technology or product, i.e. innovation to respond to changes in the business environment
and product lifecycle;

b) innovation in the business model, i.e. innovation to ensure that competitive advantage is maintained and
new business opportunities are realized, when there are changes in the business environment;
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c) innovation in the organization, i.e. innovation in the organization's constitution in response to changes in
the business environment;

d) innovation in processes, i.e. innovation in the methods for product realization.

The design, implementation and management of processes for innovation within an organization will be
influenced by its respective needs, particular objectives, products produced, processes used, size and
structure.

10.4.3 Factors influencing the effectiveness of the innovation

Innovation by organizations is influenced by their respective needs, objectives, products produced, processes
used, size and structure.

The organization should consider the following factors in identifying opportunities for sustainability

— detecting indications of change,

— understanding the reality accurately,

— management’s commitment to innovation,

— awillingness to challenge and change the status quo,

— identification of the barriers to innovation, and

— exchange of knowledge and expertise internally, and with partners/suppliers outside the organization.

10.4.4 Planning of the innovation process

In order to achieve sustainability, the organization should consider

— the possibility that its processes and/or products may become obsolete, thereby putting its very existence
at risk,

— the need to innovate its processes and/or products, in order to meet customers' needs and expectations
and to create new value for its stakeholders, and

— the possibility of identifying or creating new customer needs, and thereby creating new market
opportunities.

The organization should take advantage of the following factors in the planning of innovation
— the results from reviews of its strategy for sustainability,

— the results of activities to improve its quality management system,

— the results from reviews of its business strategy,

— the organization's performance (such as market share, sales, profits, and rating),

— the results of assessments,

— the identification and prioritization of objectives,

— its internal situation, in terms of factors such as skills and knowledge, availability of resources, and
existing functions within the organization that could be used for innovation,

— the external situation, in terms of considerations such as the availability of scientific or technical
information,

— the availability of methods for innovation, and

— expected benefits and risk factors.
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Innovation based on learning ability is essential for sustainability. Sustainability is made possible only when
the organization detects changes in its business environment, understands its core competence and
innovates in its capabilities and organizational constitution as necessary.
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Annex A
(Informative)

Maturity assessment tool

A.1 Introduction

Organizations should use an assessment tool, similar to the one in A.2 below, to determine their maturity level,
i.e. how well their essential capabilities are developing and growing towards the achievement of sustainability.

The use of such a tool (along with the guidance given in clauses 4 to 10) should enable an organization to
identify specific areas for improvement and to establish any action plans needed for the organization's further
development.

The results of an organization's assessments should be a valuable input into its management review process,
for both strategic and operational issues; consequently such assessments should be conducted periodically.

Experience demonstrates that the results of assessment are more balanced and complete when the
assessments are conducted by teams.

A.2 Description of the maturity levels

Prior to using this assessment tool, users should familiarize themselves with the maturity levels described in
table Al below.

The maturity levels describe the degree of development of the capabilities of an organization and are given on

a rising scale from 1 to 5. The maturity levels are derived from the eight quality management principles (see
ISO 9000:2005, clause 0.2).

Table A.1 — Description of the maturity levels

Level 1 Level 2 Level 3 Level 4 Level 5
Beginner Proactive Flexible Innovative organization Sustainable
organization organization organization organization
Managemgnt focus Customer The strategic Balanced focus on Ability to maintain and
on pfOQUCtlon and oriented plan addresses stakeholders develop its
rendering the management. customers and L performance in the
: Effective interrelated
service. . stakeholders. long term.
. Quality Mgt process approach.
o sysiemans System Process based Consistent, positive, results
approach and implemented. approach. . p ’
planning of Effective and and sustained trends.
iviti Some results are . . .
activities. oredictable agile Mgt.. Continual improvement
Unpredictable ' Systems. based on learning and
results. Corrective and culture of sharing.
reventive Results are
Imprqvements as p _ predictable.
reactions to request | actions
or complaints systematically
performed.
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A.3 Strategic assessment

A strategic assessment is an activity that should be performed by top management, to obtain a quick overview
of the organization’s maturity.

It is based on four critical criteria (see figure Al) that are related to the guidance given in clauses 4 to 10 and
in accordance with the “continual improvement” aspect of the "Plan-Do-Check-Act" (PDCA) cycle. The tool
uses different scenarios (see annex B1) to describe the key characteristics that relate to the corresponding
maturity levels.

Such a strategic assessment should only take approximately one to two hours to complete.

I1SO 9004 Guidelines

5 - The Organization Environment I1SO 9004 Guidelines
6 - Strategy, policies, objetives, planning and 7 - Resources
communication 8 - Processes
PLAN DO
THE ORGANIZATION’'S PROCCESS

MANAGEMENT AND
RESOURCES

CONTEXT AND THE
STRATEGIC DEPLOYMENT

ACT CHECK
LEARNING, RESULTS
IMPROVEMENT AND MEASUREMENT AND

INNOVATION ANALYSIS

1SO 9004 Guidelines
10 - Learning,Improvement and Innovation

1SO 9004 Guidelines
9 - Mesurements and analysis

Key: Assessment 1 goal L

Figure A.1 — Example of the results of a strategic assessment

A.4 Operational assessment

An operational assessment is an activity that should be performed by process owners, to assess the essential
capabilities of an organization, relative to the guidance given in clauses 4 to 10 (see figure A2).

It should take approximately 1 day to complete such an assessment, including the time needed for correlating
the results against the relevant sections of this International Standard (see annex B2).

A.5 Using the assessment tool

The present situation in the organization should be compared to the descriptions of the maturity levels shown
in annex B, starting with level 1 and “climbing” to higher levels as far as the capabilities described are clearly
demonstrated. The current maturity level is the highest level fully achieved without there being any “gaps” in
the required capabilities.
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A review of the gaps between the current level and the next level will help the organization in planning and
prioritizing the improvement actions needed to move towards sustainability.

A.6 Assessment results and improvement planning

PLAN THE ORGANIZATION'S DO PROCCESS MANAGEMENT AND
CONTEXT AND THE RESOURCES  Results
Results STRATEGIC DEPLOYMENT Chapter 7

Chapter 6

7 - Resources

6 - Strategy, policies, objetives,
planning and communication

Resultsg
Chapter 8

Results

Chapter 5

-
[=]>] 5-The Organizatio
0 environment

8 - Processes

Results

Chapter 10 Results

Chapter 9

- Mesurements and analysis

10 - Learning,Improvement and Innovation

LEARNING, IMPROVEMENT
ACT AND(,B,{,NOVA%ON RESULTS MEASUREMENT
CHECK AND ANALYSIS

Key: Self assessment 1 goal I

Figure A.2 — Example of the results of an operational assessment.

The completion of an assessment should be recognized as an important step in identifying opportunities for
the future development of the organization

The information gained from such an assessment should be used to stimulate comparisons throughout the
organization, between its processes and between its different business units, to identify opportunities for
improvement. It should also be used as an input into the planning of future assessments.

For ease of understanding and communication, the results of assessments should be presented in a way that
gives a quick visualization of the organization’s maturity status against the guidance in clauses 4 to 10, and
against the “continual improvement” aspect of the "Plan-Do-Check-Act" (PDCA) cycle. The types of graphs
shown in Figures Al and A2 are examples of such a presentation. This will assist in the identification and
prioritization of opportunities for improvement, as well as in identifying those that may yield the maximum
improvement at the lowest cost. The consistent use of this type of presentation will present an ongoing
illustration of the organization’s progress.

An analysis of the results, against the guidance in clauses 4 to 10, should be taken forward into the
development of an improvement plan for the organization.
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Annex B
(Informative)

Maturity level assessment sheets

This annex contains descriptions of the maturity levels for the assessment tool detailed in Annex A.

Table B1 gives strategic maturity level assessment sheets, and Table B2 gives operational maturity level
assessment sheets.

Note ISO 10014:2005 Quality management systems — Guidelines for realizing financial and economic benefits
provides additional guidance that may be useful to organizations that wish to customize the assessment tool.
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Level 1 2 3 4 5
Focus area Beginner Proactive Flexible Innovative Sustainable
The organization’s focus is on its The organization has defined its The organization has formally defined The organization environment is Customer needs, legislative and
. L N . . . monitored and analyzed, to improve the i .
economic results, product Mission, Vision, Strategy and its Mission, Vision, Strategy and organization and to identify regulatory requirements, its own
Tneorgarizatim’s performance, and compliance with Objectives. Objectives. Periodical reviews take opportunities and risks. experience and information related to
i some legal requirements. The ace to ensure the flexibility of the internal and external opportunities an
context and strategic legal req ts. Th place t the flexibility of th ternal and external tunit d
organization's environment is not Strategic intentions are limited to: organization in accordance with its Customer needs, legislative and risks are collected and considered as
) . ) ] ) regulatory requirements, its own ) o
considered, except occasionallyina | financial results, regulatory and environment, needs, and its strategy. experience and information related to inputs for sustainability.
reactive approach. Information from legislative requirements and customer internal and external environment
the market is not systematically satisfaction The strategy takes into consideration opporlum_ues and n_sks are co_IIected_ Periodical reviews of Mission, Vision,
o and considered as inputs for innovation
collected and the organization has the main interested parties. Strategy and Objectives take place to
D no capability to anticipate on Objectives are aligned with the ) determine the capability needed for
h The strategy takes into account all inabilty th h | and
changes. ization’ ies. Th jecti lign: ith th . . . . sustainability through external an
Process menagement g organization’s strategies e objectives are aligned with the interested parties, and is reviewed to | y g | | )
i . ’ . - internal environmental analysis an
and resources o ] strategies and deployed. The improve continuously its efficiency and ) Y
The organization has not defined a Management communicates policies organization has implemented a offectiveness experience.
formal strategy and only related to the quality management continuous improvement approach.
erformance and economic i ization. - . . . The strategic orientation covers all gaps
P o system to the entire organization Periodical reviews of Mission, Vision, 9 o 9ap
objectives are stated. Departmental The organization environment is — between the capabilities needed and
biecti lianed with th Strategy and Objectives take place to
objectives are not aligned with the i itori i monitored and analyzed, to improve the . i the ones currently available, as well as
C J 9 There is some monitoring and analysis y. p determine the capabilities needed for : y e
strategy. ization" i izati i i . . . the opportunities and risks bein
gy of the organization's environment. organization and to identify improvement and innovation. . Ap‘p g .
Result measurement opportunities and risks. identified, based on an understanding
Communications only apply to izati . L ) of the organization’s gaps.
and arﬂlyses ¥ appy The organization promotes Gap identification and risk management g gap

Leaming, improvement
and innovation

financial, regulatory and legislative
requirements, in a reactive way.

Processes, resources and structure
are not defined or planned in a
systematic way. Tasks,
responsibilities and authorities are
unclear.

communication with its main interested
parties such as customers, suppliers,
shareholders and personnel.

Processes, resources and structure are
defined, implemented and periodically
reviewed according to the chosen
strategies.

The organization has identified
opportunities for communication and
getting feed back as an input for
improvement.

Processes and structure are defined
and seen as a system. .

The organization plans and provides
the necessary resources to achieve the
objectives, accordingly to its strategies.

are taken into consideration.

The organization plans and provides
the necessary resources to achieve the
objectives.

Communication processes are effective
and efficient, and include contacts with
other organizations to facilitate effective
learning, Communications support the
building of relationships and networks
for innovation.

The strategy is the main tool to manage
the organization and its results towards
sustainability.

The strategy includes specific policies
and objectives related to specific
interested parties triggering excellent
results for the organization.

The organization's main indicators are
continuously benchmarked to maintain
a competitive advantage.

The organization plans and provides
the necessary resources to achieve the
objectives and sustainability.
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Level 1 2 3 4 5
Focus area Beginner Proactive Flexible Innovative Sustainable
Resources are identified for The organization has identified The organization has implemented The processes are aligned with The organization has identified strategic
P operational processes only. resources for operational processes managerial, operational and supporting mission, vision, strategies of the resources to develop and achieve
and for the customer related processes. | processes and has identified the organization. sustainability through its strategy and
The orgarization’s The organization determines its necessary resources. planning.
context and strategic needs and necessary resources There are processes to identify natural The organization has implemented and
without monitoring and controlling. resources (e.g. energy, water, oil, Process for improvement of the improved effective and efficient The organization has developed an
minerals) management system is in place, strategic, operational and support effective and efficient plan for
No identification or plans regarding related to the expectations of the main processes, including relations with all controlling, protecting and developing
natural resources and the impact on The management has defined stakeholders. relevant interested parties. its internal and external resources.
natural environment. objectives for improving the
D effectiveness of the processes. Plans are made for use, control, The processes work in integrated way; The efficient use of natural resources,
Process rTanage'm The processes are not identified and protection and development of the the process owners have defined the minimization of the environment
and resources there are no objectives for these Processes are aligned with strategy and | resources including the natural objectives deployed from the strategic impacts and the conservation of the
processes. policies. resources. plan, which includes innovation and natural environment contributes to
improvement. sustainability of the organization.

Objectives for improving the

effectiveness of the processes are The organization has developed an Processes and structures, seen as a
stated. Objectives are aligned with effective and efficient plan for part of a system, are defined,
C some of the strategies and policies. controlling, protecting and developing implemented, maintained and
Result measurement its resources. periodically reviewed according to
and analyses strategies, with aim to achieve and
The organization has developed and ensure sustainability.

implemented a process to use the
natural resources efficiently,
v considering the availability of these

resources.

. . This process takes into account the
Leamng, improverment P
and innovation

environment issues during the entire life

cycle of the products.

Processes and structures, seen as the
parts of a system, are defined,
implemented and periodically reviewed
according to organization strategies.
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Level 1 2 3 4 5
Focus area Beginner Proactive Flexible Innovative Sustainable

The organization's
context and strategic

Process management
and resources

Result measurement
and analyses

Leaming, improvement
and innovation

Only financial indicators are used, in
combination with some basic non-
financial indicators (like on-time
delivery, number of customers
complaints, basic customer
satisfaction surveys.).

Periodical Quality Management System
review meeting includes qualitative
goals, quantitative targets, main
processes performance, product quality
indicators and customer satisfaction
measurements.

There is not clear link between goals
and performance indicators.

Accuracy of data that made up
indicators is not known and data
analysis is very basic.

Capability studies of main realization
processes are conducted, mostly based
on customer requirements, conclusions
are of limited use.

Management decisions are data driven.
The organization relates the important
goals to performance indicators. New
plans are followed by metrics and
indicators.

Managers are trained and skilled in
basic statistical analysis. If necessary,
managers are supported by data
analysis specialists. This leads to data
brake-down to meaningful conclusions.

In addition to Formal Quality
Management System Review, a data
analysis report is issued monthly or
even weekly. This report is considered
as a useful “navigation compass” by
managers.

Data accuracy is audited.

R&R studies are performed, particularly
when data comes from judgements,

opinions, etc.

Statistical analysis made to support
decisions. Data is deeply analysed in
order to identify root causes and to
define action plans.

The organization has business
intelligence tools to “mine data” as
required by changing situations.

The capability (i.e. variability) of new,
critical processes is systematically
studied and variation components are
known. When appropriate advanced
statistical techniques as Robust Design
are used.

Organization policies, goals and vision
are deployed to the organization
structure and processes. This
deployment links the policy, goals and
vision to consistent performance
metrics and process indicators and
covers all significant aspect of the
organization.

These indicators are stratified through
the organizational levels covering all
significant financial, operational aspects
but not the full aspects related to the
stakeholders (e.g. employee
satisfaction index).

Main operational indicators are reported
in official reports (e.g. letter to
shareholders).

Most of the main organization indicators
show competitive levels against the
reference information. These results are
considered in future objectives setting.

The organization includes indicators for
all sustainability constraints for the
organizations and these indicators are
highlighted.

Indicators used cover all significant
aspects of the organization related to
the stakeholders.

Aspects critical for sustainability of the
organization are the cornerstones of
policies and strategies. These aspects
are monitored and related to strategies
designed to reduce the impact of these
constraints upon the organization.
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Level
Focus area

1
Beginner

2
Proactive

3
Flexible

4
Innovative

5
Sustainable

The organization's
context and strategic

Process menagement

and resources

Result measurement
and analyses

Learning, improverment
and innovation

Learning, improvement and
innovation of the organization is not
covered by strategies and policies.

The organization has not defined a
way how to take advantage of the
internal knowledge.

The improvement of products and
processes is realized in ad-hoc way,
following the regulatory requirements
or the customers’ complaints.

The organization creates and
introduces new products solely
based on the ad-hoc requests from
sales process.

The organization has defined its
policies for learning and improvement of
processes and products.

The organization has established a
management system for continuous
improvement of processes. Results are
evident via measurements and audits.

Training programme is defined and
adapted to the changing technologies
used in the products and processes.

Analyses of the customer needs and
expectations are systematically
performed to improve the existing and
to generate new products.

The organization uses external
references to improve the management
system, as for example the norm ISO
9001.

The organization demonstrates
continuous stream of improvements,
with implication for the development of
personnel.

Improvements are based on wide
participation of personnel.

Some people in the organization are
involved in the management of the
knowledge, but process is not
formalized.

The organization favours an
environment of work suitable for
improvement, innovation and the
learning.

Vertical and horizontal communication
exist and support the evolution of the
innovation and improvement processes
in the organization

The training programme is adapted to
the changing needs both of the
processes and of the products of the
organization, concerning most of the
personnel

The organization has defined and
implemented an appropriate innovation
process, which affects both the
processes and the products.

Knowledge management system is in
place, using information and
communication technology, focused on
the sharing of the experiences of the
personnel

The system of management is
improved, using approaches and tools
for excellent management, based on
the assessments of own situation.

Training and learning programme of the
organization is based on current and
future needs defined in collaboration
with the relevant, chosen interested
parties.

The processes and products have been
improved up to top level, being
considered the best in class inside its
sector.

The knowledge management is
considered to be the key for the
success of the organization on strategic
and operative level.

Building and sharing of knowledge is
seen as being the base for effective and
efficient innovation process.

The organization has defined a plan for
innovation, which forms a part of
strategic plan developed by works
teams, formed and focused on
establishment of new concepts,
innovative products and efficient
processes.

The organization is considered
sustainable leader, for its aptitude to
generate innovative products, efficient
and respectful processes, with good
economic results, and appropriate
social and environmental impact
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5 6 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization and analysis improvement and
environment communications Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable
Clause
The organization has not identified The organization has identified its The organization has EStab."ShEd The organization searches for The organization pro-actively
its stakeholders and/or the stakeholders and has established communication channels with its information about good external investigates the current and future
organization has not defined key channels of information with its clients | Stakeholders and obtains from them practices in other organizations and needs of stakeholders
5.2 information channels to monitor the | and suppliers relevant information to focus better on learns from them for improvement
environment in which it operates products and/or services purposes. The organization is recognized as the
A beyond its commercial relations The organization updates the The organization undates information on best in class regarding innovation,
Monitoring with clients information about applicable legislative ! i Th ization i tes both it technol titi d
; technology and innovation that can affect e organization innovates both its echnology, competitiveness an
and regulatory requirements and its products, services and processes products/services and its processes, social impact
The organization only looks for commits to comply with them. always looking for differentiation and
external information when The organization collects and keeps added value
management and/or product and/or The organization has information on its | updated relevant macroeconomic
service related problems arise. operating market and uses it to design | information for later analysis The organization updates information
its long term strategic plan. on local cultural aspects that can affect
its activities
The organization knows and develops
its current capabilities across
processes
The organization has not defined its The organization has defined its policy The organization analyzes the possible The organization evaluates and The organization extensively analyzes
policy and strategy in a formal way and strategy, on the basis of areas of future operating markets and the checks in a constant way its aptitude possible situations on the basis of
information of the market, its keys for differentiation to satisfy and to go beyond the needs different emergent risks and
53 The organization does not customers and suppliers of its stakeholders opportunities and is prepared for
investigate in a systematic way The organization analyzes the possible potential changes.
Analvsi external relevant information The organization evaluates the level of legislative and regulatory changes and The processes of the organization
nalysing fulfilment of its customer needs. their possible impact on its processes, ensure the quality and the innovation The sustainable level of the
Only economic and financial products and services of its processes, products and organization is analyzed in a constant
objectives have been defined. services, measured across results way as well as the value added of
indicators products and / or services for the
stakeholders
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Clause

5 3 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization objectives, and analysis improvement and
£ planning and 5
environment communications Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

6.1 Strategic

orientations

The organization has not performed
an analysis of its environment's
evolution, nor defined future
strategies.

The organization has made an analysis
of its environment’s evolution and of its
internal capabilities that are necessary
to satisfy it, while establishing and
unfolding necessary strategies.

The organization systematically analyses
its environment'’s evolution and its internal
capabilities to satisfy it, while establishing
and unfolding the necessary strategies.

The organization evaluates periodically its
defined strategic orientations to ensure
that they are adequate and effective,
modifying them when necessary.

The organization systematically
analyses its environment’s evolution
and its internal capabilities to satisfy it,
while establishing and unfolding the
necessary strategies based on the
necessities and expectations of the

stakeholders, learning and experiences.

The organization evaluates
periodically the strategies defined to
ensure that they are effective and
efficient.

The organization has monitoring
mechanisms in place which allow to
identify at any moment the trends in its
internal and external environment and
to adapt continually its strategies and
capabilities.

6.2 Mission and

vision

The organization has not defined its
mission or vision.

The organization has defined its vision,
and counts on strategies to achieve it,
although not the mission.

The organization has information about its
environment, internal and external, which
allows establishing the mission, the vision
and the strategic directions to achieve
them.

The organization periodically reviews and
evaluates the effectiveness of the mission
and the vision adapting it to the needs of
the environment.

The mission and the vision besides of
being based on the knowledge of the
relations with the stakeholders, also
consider the competition.

The vision and the mission are
reviewed in terms of effectiveness and
efficiency and adapted continuously
on the basis of the changing needs and
expectations of the market and
stakeholders.

The mission and the vision of the
organization provide continually value
for all the stakeholders, is dynamic,
lean on the information technologies
and it is committed as much with the
social responsibility of nowadays as in
the future at all the levels.
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Clause

5 6 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization objectives, and analysis improvement and
5 planning and A
environment communications TInnovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

6.3 Aspects of

strategy

The organization has not identified
the different parameters on which to
base its strategy.

As a foundation, the organization bases
its strategy on the products/services
related customers’ needs and
expectations.

The organization does not only base its
strategy on the products/services related
customers’ needs and expectations but
also considers its capabilities and
necessary resources in order to satisfy
them.

The organization has established an
agile and dynamic process to develop
the strategy, based on aspects such as:
the work environment, the needs and
expectations of the stakeholders, the
capabilities and the availability of
resources and the learned lessons from
previous experiences.

The strategy is a faithful reflection of the
vision and mission of the organization
and it is translated in policies

and objectives in short, half and long
term, which assures the sustainability of
the company in all its scopes.

6.4 Policies and

objectives

The policies and the objectives of the
organization are not based on a
strategy nor are aligned with the
vision and mission.

The organization has policies based on
the mission of the organization and
measurable objectives unfolded in the
main levels of the organization.

The policies and the objectives of the
organization are based on a strategy
aligned with the vision and mission of the
organization,. The objectives are
measurable and they unfold at all the
levels of the organization.

Effective realization of objectives and
policies is evident through all the different
processes of the organization.

The policies and the objectives are
adapted permanently to provide an
answer to the changing needs and
expectations of the market and other
interested groups.

Effective realization of objectives and
policies is evident through all the
different processes of the organization
and stakeholders.

Policies and objectives are effectively
communicated to the main groups of
interest

The policies and the objectives
provide a continued approach to direct
the organization towards the
maintenance of the sustainability. In
addition, realizing objectives has a
positive impact on the product, the
effectiveness of the operations, the
financial yield and the satisfaction, the
confidence and the loyalty of the
stakeholders.
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Clause

5 3 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization objectives, and analysis improvement and
£ planning and 5
environment communications Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

6.5 Strategic

planning

The organization has not developed
a framework that allows it to plan
actions in short, half and long term

The organization, taking the vision as a
reference, defines the objectives and
short term actions, being reviewed as
part of the quality management system.

The organization taking, the vision and the
mission as a reference, develops strategic
plans that are oriented to satisfy the
customers’ needs and expectations.

These plans are evaluated periodically to
measure the effectiveness and to

undertake improvement actions.

The organization, taking the vision, the
mission, the needs and expectations of
the present and future stakeholders, the
threats, the risks, the markets, the
competition and the success factors,
the new technologies, etc. as a
reference, develops strategic plans
which allow to improve continuously
and to ensure its permanent presence
in the market.

These plans are evaluated for their
effectiveness and efficiency whenever
situations take place that can affect
positive or negatively the organization’s
results. This evaluation allows
undertaking actions of improvement or
innovation.

The organization has an observatory
which allows, based on the continuous
analysis of environment’s data, to
develop and to update its short, half
and long term strategic plans to ensure
its permanent presence in the market.
In obtaining such data, the following
aspects are considered: positioning of
the company compared to the
competition and to companies
considered like the best ones, future
evolution of the markets and products,
risks to which it can be put under,
economic and demographic

trends, data relative to social
questions, new models of management,
new technologies, necessities and
expectations of the interested parties,
etc.
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condition its evolution or permanent
presence in the market.

its environment which fundamentally
condition its evolution or permanent
presence in the market

or permanent presence in the market and
identifies the associated risks and derived
actions.

condition its evolution or permanent
presence in the market. It identifies and
selects the associated risks and
manages with the experience and
learned lessons the changes necessary
to introduce.

The organization reviews and measures
the effectiveness and efficiency of the
introduced changes.

5 6 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization "le‘F""“'d and analysis improvement and
environment C:,,f',:ﬁ',{;g;,‘:‘m Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable
Clause
The organization has not identified Based on the customer’s satisfaction, The organization systematically identifies, The organization systematically The identification, the related analysis
. nor analyzed nor understood the the organization has identified, analyzes and understands the factors of its | identifies, analyzes and understands of the factors of the environment and

6.6 Risk factors of its environment which analyzed and understood the factors of environment which condition its evolution the factors of its environment which risks are a practice integrated in all the
managem ent

activities and a permanent objective of
the organization.

6.7 Review of
strategy for
sustainability

The organization does not review its
strategy.

The organization performs scheduled
reviews of its quality management
system, focusing on the fulfiiment of
requirements and the customer’'s
satisfaction.

The organization, besides performing the
scheduled reviews of its quality
management system to assure that it is
continuously effective, also reviews and
evaluates if the strategy is coherent with
the vision and mission and if this has been
translated in measurable objectives and in
structures and processes able to provide
answers to the changes of the
environment.

The organization reviews and adapts
permanently the strategy to ensure
that the management system is
continuously effective, efficient and
competitive and the structure and the
processes of the organization are able
to provide answers to the present and
future necessities of the stakeholders
and changes of the environment.

Through the performance indicators of
the organization, the perception of the
stakeholders and the pursuit of the
evolution of the technology and markets
and the comparisons with its referring
competitors or companies at national or
international level, management
reviews and updates the organization’s
strategy in order to remain aligned with
the standards of the market.
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5 6 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization "IbJ‘F""“'d and analysis improvement and
environment c:n?mnzma:?m Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable
Clause
The organization has not defined a The organization has defined and The organization has identified and The organization communication The organization has implemented
communication process and only implemented a systematic process for implemented communication opportunities process is being improved by including effective internal and external
communicates in a reactive way external and internal communication and improvements, in relation with the contacts with other organizations to communication processes to convey
when legally, financially or internally which complies with legislative, main interested parties. It is getting facilitate an effective and efficient information related to mission, vision,
required. regulatory and quality management feedback from them which is used to learning capability and being proactive strategy, policies, objective, operational
6.8 system requirements. The process improve the organization and therefore while building relationship and networks | data and feedback. The effectiveness
o . . focuses on customer satisfaction, supporting the development of its for innovation. and efficiency of the communication
Communication , , pporting op! v _
shareholders and internal operational adaptability and flexibility. . . process are aligned with the
The effectiveness and efficiency of the o L
needs. . sustainability of the organization.
communication process are
continuously reviewed to analyze its
ability to forecast the new opportunities
and needs for innovation.
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5 7 8 9 10
The gy, policies, Resources Processes Measurements . Learning,
Organization 12*:9"“1"‘ and analysis improvement” and
environment ,:mmu',:}za‘;im Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

Clause

7.1 Management

of resources

The organization has only identified
resources for operational processes.

The organization has identified
resources for operational processes
and for customer satisfaction.

The organization has identified resources
for operational processes, improvement of
the management system and for the
satisfaction of customers and main
interested parties.

The organization has developed an

effective plan for controlling, protecting
and developing its resources.

The organization has identified
resources for operation and
improvement of the integrated
management system and for the
satisfaction of customers and all
interested parties.

The organization has developed an
effective and efficient plan for
controlling, protecting and developing
its resources.

The organization has identified strategic
resources to develop and achieve
sustainability through its strategy and
planning.

The organization has developed an
effective and efficient plan for
controlling, protecting and developing
its resources and external resources.

7.2 Planning

The organization has no defined a
process for planning of resources

and it only identifies and provides

main resources.

The organization has defined and
implemented a process for planning of
resources, including identification,
provision, monitoring of resources.

The organization has defined,
implemented and improved an effective
process for planning of resources,
including identification, development,
provision, monitoring, maintenance and

protection of resources.

The organization reviews periodically the
suitability of the identified resources.

The organization has defined,
implemented and improved an effective
and efficient process for planning of
resources, including identification,
development, provision, monitoring,
maintenance and protection of
resources and associated risks of
potential scarcity.

The organization reviews periodically
the suitability of the identified
resources.

The planning of resources process
conducts the organization to the
sustainability.

The actions to avoid potential scarcity
of the resources have been successful.

7.3 Allocation of

resources

The organization provides resources
after a simple assessment of
resource needs.

The management has developed and
implemented a process to assess the
resource needs of the organization.

The management has developed and
implemented an effective process to
assess the resource needs of the
organization and to establish the priorities
for the allocation of the resources.

The management has developed and
implemented an effective and efficient
process to assess the resource needs
of the organization and to establish the
priorities for the allocation of the
resources and it is periodically

reviewed.

The resource allocation process is
effective and efficient and totally aligned
with strategic planning process to lead
for sustainability.
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Org:y-‘?‘:qﬁon s'ﬁl’jﬁii'v’i'sifi’s‘ Resources Processes ft«:&sn;r::vlnyes?:s impr‘o!;:;:;%;‘g;md
environment ;:rl:m"::;ga:::\s Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable
Clause
The organization provides training The organization has defined and The organization has developed, The organization has developed, The competences and satisfaction of
and other aspects to human implemented a process to manage implemented and improved an effective implemented and improved an effective human resources and the strategic
7.4 Human resources without a systematic human resource competences and process to manage human resource and efficient process to manage human planning permit the sustainability of the
resources process. training, competences, training, awareness, resource integrated competences, organization in the long term.
motivation needs and expectations. training, empowerment, knowledge,
awareness, motivation, needs and
expectations.
The organization has implemented a
strategic human resource management
process.
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Clause

5 6 7 9 10
The Strategy, policies, Resources Processes Measurements B Learning,
Organization ‘Tbl'?"“sa and analysis improvement” and
environment ::m“,::ma:?ms Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

7.5 Infrastructure

The infrastructure is provided by
requirement of the departments
without plans or processes.

The organization is not taking care,
in a formal way, of the work
environment.

The organization tries to fulfil some
requirements like regulatory and
statutory and only improves the wok
environment after mandatory
requirements from the customers or

authorities

The organization has planned, provided
and managed the infrastructure.

The organization has defined a process
to ensure that the work environment
complies with all applicable regulatory
and statutory requirements (including
those for occupational health and
safety).

The organization has effectively planned,

provided and managed the infrastructure.

This infrastructure and related processes
are periodically reviewed.

The organization has identified potential
risk for the infrastructure.

The organization has implemented and
improved an effective process to ensure
that the work environment complies with
all applicable regulatory and statutory
requirements (including those for
occupational health and safety).

The organization has effectively and
efficiently planned, provided and
managed the infrastructure. This
infrastructure and related processes are
periodically reviewed, taking into
account all interested parties needs and
future expectations.

The organization has identified potential
risk for the infrastructure and proposed
preventive actions in an effective and
efficient manner.

The organization has implemented and
improved an effective and efficient
process to ensure that the work
environment complies with all
applicable regulatory and statutory
requirements (including those for
occupational health and safety).

The process encourages productivity,
creativity and well-being at work for
people in the organization and other
interested parties working for or visiting
the organization.

The infrastructure is effective and
efficient to conduct the organization to
sustainability.

The infrastructure is totally aligned with
mission, vision, strategies and
interested parties need and
expectations.

The process implemented for the work
environment maintains sustainability
competitiveness.
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5 7 9 10
The Strategy, policies, Resources Processes Measurements B Learning,
Organization oIszgflves,d and analysis improvement~ qnd
environment ::r:m"::;ga:ams Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable
Clause

7.6 Knowledge

The organization treats information,
knowledge and technology without
taking care as intellectual resources.

The organization treats information,
knowledge and technology as essential
resources.

The organization has developed,
implemented and improved a process
to identify, obtain, protect, use and
evaluate information, knowledge and
technology it needs.

The organization has developed,
implemented and improved an effective
process to identify, obtain, protect, use
and evaluate information, knowledge and
technology it needs.

The organization shares information,
knowledge and technology with its
partners.

The organization has developed,
implemented and improved an effective
and efficient process to identify, obtain,
protect, use and evaluate information,
knowledge and technology it needs.

The organization shares information,
knowledge and technology with its
partners and other interested parties.

The organization has a knowledge
management process that ensures
sustainability.

7.7 Financial
resources

The organization determines its
financial needs and acquires
necessary financial resources
without monitoring and controlling.

The organization has developed and
implemented a process to determine its
financial needs and to acquire
necessary financial resources without
monitoring and controlling.

The organization has developed and
implemented an effective process to
forecast and determine its financial needs,
to acquire necessary financial resources,
to monitor and to control the financial
resources.

The organization has developed and
implemented an effective and efficient
process to forecast and determine its
financial needs, to acquire necessary
financial resources, to monitor and to
control the financial resources.

The effective and efficient process to
manage financial resources is totally
aligned with the needs and
expectations of all interested parties
and it leads to sustainability.

7.8 Natural
resources and life
cycle
management

The organization has no policies or
plans regarding utilization of natural
resources and the impact on natural
environment.

The organization has developed and
implemented a process to use
efficiently the natural resources
(energy, water, oil, minerals, ...)

The organization has developed and
implemented a process to use efficiently
and to consider the availability of the
natural resources.

The organization has developed,
implemented and improved a process
to use efficiently and to consider the
availability of the natural resources.
This process takes into account the
environment in all life cycle of the
products.

The efficient use of natural resources,
the minimization of the environment
impacts and the conservation of the
natural environment conducts to the
sustainability of the organization.
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5 6 7 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization ‘ibﬁF""“rd and analysis improvement and
environment ‘:,:,,‘"[',L"}g;;:;,,s Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable
Clause

8.1 The process

The organization has not adopted a
process approach

The organization has implemented a
process approach at least in operational

The organization has implemented and
improved an effective process approach in

The organization has implemented and
improved an effective and efficient

The effective and efficient process
approach between all kind of processes

to customers.

related to all interested parties.

approach o processes. strategic, operational and support process approach in strategic, and transparency with all interested
The organization has not targeted . X L
o ) processes. operational and support processes, parties conducts the organization to
objectives for processes.. The management has defined ) . . -
. . . i X o related with all interested parties. sustainability.
objectives for improving effectiveness of | The management has defined objectives
the processes and are aligned with for improving effectiveness of the The management and process owners The effectiveness and efficiency of the
policy commitments. processes and are aligned with policy have defined objectives for improving processes of the organization are
commitments and some strategies. effectiveness and efficiency or aligned with mission, vision, strategies,
innovation of the processes and are values and sustainability.
aligned with policy commitments and
strategies.
The organization has not identified The organization has identified at least The organization has identified The organization has identified All the activities are included in some
8.2 Types of processes. operational processes related to management, managing resources, management, managing resources, type of process to permit the
processes product realization. realization and support processes related realization and support processes sustainability of the organization.

8.3 Managing the
organization’s

The organization has not identified
processes.

The organization has identified at least
processes related to product realization
and customers.

The organization has identified all kind of
processes related to customers.

The organization has identified all kind
of processes related to all interested
parties and all management systems

All the activities are included in some
type of process to permit the
sustainability of the organization.

The owners improve the effectiveness of
their processes.

The management has an effective policy
to avoid and clarify potential disputes in
the process management.

environmental, health and safety)

The owners improve the effectiveness
and efficiency of their processes and
policies.

processes (e.g. quality, environmental, health and
safety)
The role of process owner is not The management of the organization The management of the organization has The management of the organization The responsibilities and authorities are
8.4 Process defined. has appointed owners of processes appointed owners of all processes related has appointed owners of all processes clearly documented and assessed to
responsibility and related to product realization and to customers. related to all interested parties and all leads the processes and the
authority customers. management systems (e.g. quality, organization to the sustainability.
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5 6 7 8 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization objectives, and analysis improvement and
environment C::;::‘im';?;‘s Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

Clause

9.1 Measurement
approach

Only basic financial indicators, on-

time deliveries, customers
complaints, basic customer
satisfaction surveys, etc.

Formal Quality Management System
Review is taken, but sometimes
conclusions are not followed.

A mature Quality Management System is
in place.

Management decisions are data driven
and therefore management supports

measurement improvement.

Management Systems are coordinated
or integrated with other organization
systems, therefore measurement
systems is company wide and
comprehensive.

The measurement system is considered
by management a “navigation radar”
since the information provided is
reliable, accurate, timeline and
pertinent for organization sustainability

9.2 Performance
metrics

Very Basic data available and the

accuracy is doubtful.

Periodical Quality Management System
Review is in place. This system
requires formal metrics for some
objectives and processes. Often these
metrics are very basic and not related
to organization sustainability. Often the
organization has difficulties to define
metrics for the objectives and most of
them are qualitative.

Often Operational definition for
indicators is with some “fuzzy points”
that could lead to inconsistencies. Data
that constitute indicators is supposed to
be “good”

Management uses reliable metrics. Main
sustainability constraints are identified and
related to performance metrics that
generate indicators. The organization
relates the important goals to performance
indicators.

New plans are followed by metrics and
indicators.

Clear operational definition for indicators.

Data accuracy is controlled.

R&R studies are performed, particularly
when data comes from judgements,
opinions, etc.

Performance measurement is analysed by
qualified people (statistician, quality
engineer, “black belt”) reporting formal
conclusions.

Management Systems are coordinated
or integrated with other organization
systems which allow a clear
identification of sustainability
constraints and performance metrics
are extended company wide as
appropriate. This performance metrics
system supports a reliable Business
Score Card.

The performance metrics provides clear
guidelines to design policies and
objective to improve organization
sustainability.
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5 7 8 9 10
The Strategy, policies, Resources Processes Measurements Learning,
Organization objectives, and analysis improvement and
environment C:,',:‘,:ﬂ:}g;;’;‘f,,s Innovation
Level 1 2 3 4 5
Beginner Proactive Flexible Innovative Sustainable

Clause

9.3 Measuring
achievement of
objectives

No formal approach. Basic objective
related to financial aspects,
customers complains, leading times,
etc.

Periodical review of quality objectives
through Quality Management System
Review meeting. Often these
objectives are very basic and not
related to organization sustainability.

Main sustainability constraints are
identified and some objectives and policies
are issued to improve sustainability.

There are a clear identification of
sustainability constraints and a
company wide approach to objectives
related to sustainability.

Organization objectives are clearly
aligned with organization of
sustainability constraints.

9.4 Key indicators

No formal approach. Basic customer
requirements and main process key
indicators are known.

Formal definition of main process key
indicators. Often, the use of these
indicators is reduced since they are not
accurate or timeline.

When appropriate advanced quality
engineering techniques such as Robust
Design, FMEA, DFSS, Lean, TOC, etc. are
used to identify key indicators and key
process parameters indicators, Y=F(X).
When possible, direct reading (e.g.
electronic link to a computer) from the key
process parameters and outputs is in
place.

The key indicators are integrated with
other systems of key indicators
(accountability, HR, etc.) and often
constitute a Business Score Card.

Key indicators are clearly highlighted in
the Business Score Card (BSC)
monitoring tendencies that could
endanger sustainability of the
organization.

9.5 Measurement
tools

No formal approach.

Measurements of processes and
achievement of quality objectives are
not including sustainability constraints.

Measurement of processes and
achievement of quality objectives are
effective.

Measurement approach is evolving to
include sustainability constraints, since it is
a considered by management as a useful
tool.

When necessary. R&R studies are
performed, particularly when data comes
from judgements, opinions, etc. which
makes these measures “reliable”.

Quality measures are coordinated or
even integrated with other areas.

Measurements are extended and
cover all significant aspects related to
the stakeholders highlighting
tendencies that could endanger
sustainability of the organization
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9.6 Internal audit

No audit performed on periodical
basis. At most in response to
problems, customer complaints, etc.

Audits of Quality Management System
are in place.

Quality audits are not coordinated or
combined with safety audits,
operational audits, etc. The results of
these audits are not considered by
management as a “golden mine”.

Sometimes auditors are very formalistic
and do not provide improvement
guidelines.

Management understand the benefit of
audits and they support audit
improvements.

Audits ensure data and indicators
accuracy.

Audit reports are analysed and generate
effective improvement actions.

Planning for new important projects,
business, branches, etc includes
systematically audits to track their
evolution.

Quality audits are somehow coordinated
with safety audits, operational audits, etc.

Management System Audits are often
coordinated or even integrated and
provide a good view of the “state of the
art” and signal improving opportunities.

Audit reports are one of the main inputs
used for designing and reviewing
organization policies, strategies and
contingency plans.

The audit process is an effective tool to
identify the problems, their root causes

and to establish improvement actions to
eliminate them.

9.7 Assessment

No idea about the degree of
sustainability of the organization.

Assessment is only related with quality
management system.

Main sustainability constraints of the
organization and key activities are known.
An assessment plan is in place and
generates effective improvement actions.

Assessment results are systematic
input for the strategic plan.

The assessment outputs are main
inputs used for designing and reviewing
organization’s capabilities and the
strategic plan.

9.8 Review and
evaluation of
processes

Not sustainability improvement loop
is in place, or a quality improvement
loop.

The sustainability improvement loop is
only related with the quality system.

The assessment process is reviewed
periodically regarding its effectiveness and
timeliness of the data collected and the
aim to support achievement of
sustainability

The evaluation of the assessment
process includes the contribution to
sustainability, the degree of support of
the decision and priority making
process.

The evolution of the analysis of the
assessment process indicates a good
performance.

Assessment process is an accurate and
recognized tool for improvement in the
organization.
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10.1 Learning

The organization has not developed
educational/training plans.

The organization has not understood
the necessity of learning.

Learning process has not been
implemented.

Education/training programs are found
and evaluated, and their effects are
confirmed.

Learning is only received by part of the

organization.

Effective plan based on organizational
knowledge is planned and implemented.

Organizational knowledge is focused
around a small knowledge base
dependent only on certain personal.

The appropriate Environment is created for

organizational learning.

The effect of learning is transmitted to part

of the employee.

Organizational knowledge is utilized
generally in management policy
regarding to realization planning.

In order to developed full integration of
personal Knowledge into organisational
knowledge, the company has
mechanism and forums for sharing
information.

Learning continues throughout the
organization towards improvements in
performance.

Plans for continual improvement and
innovation founded on knowledge
gained through organizational learning.

Learning is entrenched in organizational
culture.

The effect of learning leads to continual
improvement in organizational
performance.

10.2 Improvement

Organization does not have defined
specific policies for improvement.

The focus of the organization is on
corrective actions.

The organization has a few defined
specific policies for improvement.

The focus is still on corrective actions
although some preventive actions are
implemented.

Organization has formally defined specific

programs for improvement.

Although there are some corrective
actions, the focus is now on prevention.

Some evidence of improvement is

perceived.

Organization has formally defined and
implemented specific strategies for
improvement.

Still having some corrective and
preventive actions, but focus is on
continual improvement

Organization has formally defined and
implemented a Continual Improvement
approach, widely applied by all
employees.

Continual Improvement and Innovation
are part of the Strategy and Policies.

Evidence of a strong causal relationship
between the improvement and
innovation and the organizational
results.

Some corrective and preventive actions
with strong focus on innovation.
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environment D TInnovation
Level 1 2 3 4 5
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Clause
Procedures for continual Procedures for continual improvement Effective planning of policy items is planed Presence of mechanisms to measure Innovative planning is developed and
10.3 Innovation improvement are not established. are established, but any specifically for and implemented. and analyze environmental changes. implemented.
. . innovation. ) o , ) - ) .
No awareness of innovation. Innovation planning is conducted in part of | Effective and efficient planning on Knowledge gathered and shared in the
. o Slow reaction to change. organization. policy items is developed and planning process is utilized in
Inadequate planning for policy items. . L
. . implemented. organizational knowledge.
Responses are made to visible and rapid
Results from plans are not assessed . . i L .
changes but not to gradual changes. Change is being forecast, or action Results of continuing innovation are

taken ahead of change.

Organization wide innovation is taking
place

improving performance continually,
placing the organization at the top
ahead of other competitors.

Environmental change through self-
innovation and corporate culture of
innovation is rooted in the organization.
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