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What is a Management
System? g

e |ISO 9000:2000
definition:
“set of interrelated or [
interacting elementsto |
establish policy and z
objectives and to
achieve those
objectives”
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Management system should

be performance-based :

Example (ISO 9001:2000)

e Clause 1.1 - “Specifies quality management
system requirements for organization to:

e demonstrate ability to consistently provide
product that meets customer and applicable
regulatory requirements

°® ...... enhance customer satisfaction”

e |ISO 14001 and OHSAS 18001 have similar
performance-based objectives
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ISO/TC176

e “ISO” = International Organization for
Standardization

Confederation of National Standards Bodies
Based in Geneva

e “TC1/76” = Technical Committee Number 176
Quality management and Quality Assurance
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Overall Scenario of TC176

e Generic QMS standards have broad application:
all market sectors
both private and public organizations

e +/- 1,000,000 worldwide certifications to ISO 9001

e Many sector-specific standards based on ISO 9001

ISO/TS 16949 (Automotive)
ISO 22000 (Food Safety)
TL 9000 (Telecom)

etc
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Secretariat: Canada (SCC)
Chair: Dr Gary Cort
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Rationale for new updates......

e ISO Review process:

Requires continual review (every 5 years) to keep
standards up to date.

e User inputs:
User guestionnaire
Suggestions arising from the interpretation process.
Opportunities for increased compatibility with ISO 14001

e Current trends:

Keeping up with recent developments in management
system practices.
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The Global Challenges....

Increased customer expectations for quality (products
and services)

Increasing use of QMS standards to facilitate global
trade.

Increased sophistication of quality management tools.

Increasing regulatory emphasis on public health and
safety (eg food; medical devices);

Increasing use of ISO 9001 by various industry sectors

Multiple management systems standards, programs
and schemes;

Credibility of 3rd party certification.
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Next generation of “1SO 9000”

e |SO 9000:2005 already published — no major
changes expected for 2008/2009

e Small changes to ISO 9001 (“amendment”)

1ISO 9001:2008 now at FDIS stage — due for
publication Nov 2008

e More significant changes to 1ISO 9004
(“revision”)
Currently at DIS stage — due for publication late 2009
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1ISO 9001

e Initial objectives of ISO 9001:2008:

to improve the existing standard,;
to provide greater clarity and ease of use,
to improve compatibility with ISO 14001:2004
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Key inputs for ISO 9001:2008

e |ISO/TC 176 approved interpretations

e The ISO 9001:2000 Introduction & Support
Package set of documents

e Web based User Feedback Survey
conducted by ISO/TC 176/SC2

e |1SO 14001:2004
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Interpretations Process

e 33 Official TC176 Interpretations published
on ISO website
See for detalls

e Important source of input for ISO 9001:2008

Some interpretation requests indicate need for
clarification
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Results of User Survey (2003)

e Responses from 941 users in 63 countries.
e 1477 individual comments

e All four ISO 9001:2000 product categories
(Hardware, Software, Processed Materials
and Services) well represented.

e Approx 80% of respondents were satisfied
with the ISO 9001:2000 standard.
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Survey responses

O UNITED STATES
B CHINA

O GERMANY

O UNITED KINGDOM
B MEXICO

O JAPAN

B CANADA

O COLOMBIA

B AUSTRALIA

W ITALY

O Other




Size of organization

377

@ small
B medium
O large
O Blank
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How long certified?
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How well does ISO 9001:2000
meet your needs?

Sept

16 42

137

565

O Excellent

®m Good

0O No comment (or NOT

APPLICABLE)

0O Needs to be improved

B Not adequate

@ Blank
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Are you happy with the
process approach?

22

349

O Yes
B No

O Blank




Most commented clauses /
areas of confusion........

813 (55%) of total 1477 comments related to:
e 4.1 General requirements

e 4.2 Documentation

e 6.2 Human resources

e /.3 Design and development

e 7.5 Production and Service Provision

e 8.2 Monitoring and Measurement

e 8.5 Improvement
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Impacts and benefits

e Changes to ISO 9001 focus on high benefit /
low Impact cases

e Some high benefit / high impact
Improvements that were identified are being
saved for the next revision cycle

e Criteria are shown In the following slides
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Impact of changes to ISO 9001

Impact Criteria
Category

High = Additional or reduced requirements significantly affecting many users
= Change in intent of requirement

= Need for urgent revision of related QMS standards

= Need for extensive changes of an organization's documentation

= Decreased compatibility with ISO 14001

= |Inconsistency within the ISO 9000 family

= Need for recertification or significant transition period

= Need for extensive user education or training

Medium = Minor additional or reduced requirements for some users

» Possible impact on understanding by many users

= Need for limited changes of an organizations QMS documentation

= Need for eventual revision of other QMS standards

= No significant need for additional education or training for users

= Creates a minimal requirement for recertification or transition period

Low = No increased or reduced requirement

= No change in intent of requirement

= No impact on most users

» No need for additional education or training for users

= Only need for minimal or marginal changes of an organization’s documentation
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Benefits of changes to ISO et

9001

Benefit Criteria

Category

High Addresses a widely expressed specific user need by improving clarity and
eliminating confusion
Corrects an error in the existing standard
Eliminates inconsistencies within 1ISO 9001
Eliminates inconsistencies within the ISO 9000 family
Eliminates major problems of translation

Medium Improves clarity in regard to a widely expressed user need but may not eliminate
confusion and/or translation difficulty
Improves clarity in response to needs identified by some users
Increases compatibility with 1ISO 14001
Demonstrates willingness to respond to the wish to see improvement in compatibility
between ISO 9001 and ISO 14001 even though alignment is not a priority for this
amendment
Reduces problems of translation

Low Improves clarity only in response to low number of requests for improvement
Marginal improvement in clarity where benefit may be offset by risk of unintended
consequences, e.g. with respect to translation, interpretation
Changes not addressing a clear user need
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Impact analysis

Impact Benefits
1 2 3
High Medium Low
1 Low
3 High

Incorporate the change.

3-4 | Additional analysis should be conducted prior to making the decision.

Do not incorporate the change.

Note: ‘*3 - high impact x high benefits’ - No change allowed, but we
need to record details of proposed change, to provide input into
future revisions .
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Key strategies for ISO
9001:2008........

e Process Approach model is being maintained

e Standard remains generic and applicable to all sizes
and types of organization operating in any sector.

e Compatibility with ISO 14001:2004 maintained or
enhanced.

e Changes restricted to limit impact on users
e Changes only where there are clear benefits
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Main changes introduced
(based on “FDIS")

e Clause 0.1 (General)

Introduces concept of organization’s business
environment and associated risks.

e Clause 0.2 (Process Approach)
More emphasis on output from processes

e Clause 1.1 (Scope)

Clarification that “product” also includes
Intermediate product

Explanation regarding statutory, regulatory and
legal requirements
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Main changes introduced
(based on “FDIS")

e Clause 4.1 (General requirements)

Recognition that it might not always be possible to
measure processes (clause 4.1 e), - addition of
“measure, where applicable”

Notes added to explain more about outsourcing,
based on the ISO 9001:2000 Guidance
Documents.

Types of control that may be applied

Relationship to clause 7.4 (Purchasing)

Clarification that outsourced processes are still
responsibility of the organization and must be included
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Main changes introduced
(based on “FDIS")

e Clause 4.2.1 (Documentation)

Clarification that QMS documentation also
Includes records

Documents required by the standard may be
combined

1ISO 9001 requirements may be covered by more
than one documented procedure

e Clause 4.2.3 (Document Control)

Clarification that only external documents relevant
to the QMS need to be controlled
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Main changes introduced
(based on “FDIS")

e Clause 4.2.4 (Records Control)

Editorial changes only (better alignment with ISO
14001)

e Clause 5.5.2 (Management Rep)

Clarifies that this must be a member of the
organization’s own management

e Clause 6.2.1 (Human resources)

Clarification that conformity to product
requirements can be affected directly or indirectly
by personnel performing any task within the QMS.
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Main changes introduced
(based on “FDIS")

e Clause 6.2.2 (Competence, training and awareness)
Clause title changed for better alignment with 1ISO 14001

Clause 6.2.2 (b) changed to read “ Where applicable,
...... the organization shall......... provide training or take
other actions to achieve the necessary competence”

e Clause 6.3 (Infrastructure)
Includes information systems as example

e Clause 6.4 (Work environment)

Clarifies that this includes conditions under which work is
performed and includes, for example physical,
environmental and other factors such as noise,
temperature, humidity, lighting, or weather
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Main changes introduced
(based on “FDIS")

e Clause 7.2.1(Customer related processes)

Clarifies that post-delivery activities may include:

actions under warranty provisions
contractual obligations such as maintenance services

supplementary services such as recycling or final
disposal
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Main changes introduced
(based on “FDIS")

e Clause 7.3.1(Design & development planning)
Clarifies that design and development review,
verification and validation have distinct purposes.

These may be conducted and recorded separately or
In any combination as suitable for the product and the
organization

e Clause 7.3.3 (Design & development outputs)

Clarifies that information needed for production
and service provision includes preservation of the
product
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Main changes introduced
(based on “FDIS")

e Clause 7.5.3 (Identification and traceabillity)

Clarifies that identification of product status must
be maintained throughout product realization

e Clause 7.5.4 (Customer property)

Explains that both intellectual property and
personal data should be considered as customer

property
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Main changes introduced
(based on “FDIS")

e Clause 7.6 (Now retitled Control of
Monitoring and Measuring equipment)

New explanatory note added:

“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.”
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Main changes introduced
(based on “FDIS")

e Clause 8.2.1 (Customer Satisfaction)

Note added to explain that monitoring of customer
perception may include input from sources such as
customer satisfaction surveys, customer data on delivered
product quality, user opinion surveys, lost business
analysis, compliments, dealer reports

e Clause 8.2.2 (Internal audit)

The standard now requires the area being audited to
ensure that any necessary corrections and corrective
actions are taken without undue delay.....
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Main changes introduced
(based on “FDIS")

e Clause 8.2.3 (Monitoring / Measurement of process)

Note added to clarify that when deciding on
appropriate methods, the organization should
consider impact on the conformity to product
requirements and on the effectiveness of the quality
management system.
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Main changes introduced
(based on “FDIS")

e Clause 8.5.2 (Corrective action)

Clause 8.5.2 (f) clarifies the need to review the
effectiveness of corrective actions taken

e Clause 8.5.3 (Preventive action)

Clause 8.5.3 (f) clarifies the need to review the
effectiveness of preventive actions taken
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Table of changes to be made
available.........

e Developed by TC176/SC2/WG18/TG1.22
e WIll be available on
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Implementation Policy (ISO/
IAF)

e Before publication of ISO 9001:2008 — no
accredited certificates to new standard allowed

e November 2008 — Publication of ISO 9001:2008

e Up to 1 year after publication — certification /
renewal to 1ISO 9001:2000 still permitted

e Beginning 1 year after publication, no new
certificates to 1ISO 9001:2000 allowed — all audits
to be conducted to ISO 9001:2008

e 2 years after publication — ISO 9001:2000
certificates will no longer be valid
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Rationale for major revision to
1SO 9004

e Results of User survey
1ISO 9004:2000 used very little

Level of satisfaction much lower than for ISO
9001

e Nigel Croft opinion of ISO 9004:2000
“Good standard for those who don’t need It”
“Poor standard for those who do need it”
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Proposed title for ISO
9004:20009....

e “Managing for the sustained success of an
organization — A quality management
approach”
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Definitions........

e sustained success
result of the ability of an organization to achieve
and maintain its objectives in the long term.

e Organization's environment
combination of internal and external factors and
conditions that can affect the achievement of an
organization's objectives, and its behaviour
towards its interested parties

Sept 2008 (C) Nigel H Croft 2008 - All rights reserved 51



Purpose of ISO 9004:2009...... oot

e “To help organizations who are users of ISO
9001 obtain sustained benefit from the
Implementation of a more broad-based and
In-depth quality management system?”.

e JIS-TR-Q-0005:2003 (“Guidelines for
Sustainable Growth”) was a major input
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Japanese survey — future QMS | 322:

model o

e |ssues addressed by 10 excellent overseas companies
e From “customer satisfaction” to “stakeholder satisfaction”
e Response to business “speed” — “agility”
e Management enabling “knowledge sharing”
o A*“flag” leading for “innovation” (e.g. Six Sigma)

e |Issues addressed by Japanese 520 companies
e Management speed corresponding change in business environment

e Standardization on the concept of improving quality of management and
its measures

o Affinity with global management system standards

e Needs for standardization of management systems

e Guidelines for comprehensive quality management system seeking
greater “competitiveness”

Slide Courtesy Prof. Yoshinori lizuka
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Objectives for ISO 9004:2009

e Facilitate improvement in users’ quality
management systems

e Provide guidance to an organization for the creation
of a quality management system that:
creates value for its customers, via the products it provides
creates value for all other interested parties,
balances all viewpoints.

e Provide guidance to management on leading their
organization towards sustained success.

e Forward compatibility to allow organizations to build
on existing quality management systems.
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“Guiding Principles” for ISO
9004:2009

e Continue to use the “eight Quality Management
Principles”, but also take into account:
Ethics /social aspects
Mission and Vision of the organization
Adaptability / agility (ability to respond to changing
opportunities / threats).
Management of knowledge.
Alignment with other management systems
Linking objectives and actions to results.

e Consistency between ISO 9001 and ISO 9004 is to
be maintained, but they will no longer be published
as a “consistent pair”
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Some topics addressed in ISO
9004:2009

Understanding organization’s business environment
and Critical Success Factors

Strategic management

Involvement and motivation of people

Suppliers and partners

Knowledge, information & technology management
Natural resources and life-cycle management

Measurement
Includes KPI's, self-assessment, benchmarking

Improvement, innovation and learning
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Schedule for ISO 9004

e |ISO/DIS 9004:2000 currently being
distributed for comment and ballot

e Likely publication date Sept 2009
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Conclusions

e |1SO 9001:2008 is scheduled for publication in
Nov 2008

No major changes
No major impact
2-year “transition”

e Major revision to ISO 9004 scheduled for
2009

“Sustained success of an organization”
e The ISO 9000 family continues to evolve.....
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THANK YOU

Questions / Discussion
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