SO 9000 -
We've come
a long way...

by Trevor Smith,
Chair of 1S0/TC 176 since 2002

__,_. Perspectives

of ISO/TC 176 leaders

2007 is the 20™ anniversary of ISO 9001, the International Standard for

quality management that is certainly the best known of ISO’s more than

16500 standards. This Special Report provides different perspectives
on the impact of ISO 9001. In this opening article, the Chairs of 1SO/

TC 176, Quality management and quality assurance, and its subcom-

mittee SC 2, Quality systems, share their perspectives on the standard

that took quality management from the production lines to the board-

room and from manufacturing to services and public administration.

One can hardly enter a city,
drive a major highway or surf
the Internet without seeing
“ISO 9001 registered” on bill
boards, on company vehi-
cles, buildings and Web sites.
Indeed, the ISO 9001 “brand”
has today become associated
with a variety of businesses
visible in everyday life.

But what many people are
not aware of is how the stand-
ard has transformed business
partnerships along the supply
chain, served specific sectors
and is used by organizations
of all sizes as a solid platform,
framework or model on which
to build a system that ensures
customer requirements are met
and that continual improve-
ment is built into the organi-
zation’s culture.
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Standards often conjure up
thoughts of maintaining status
quo and are seen as irrelevant
to dynamic business growth.
Applied properly, however,
management system stand-
ards have been shown to set
the framework for growth
and international communica-
tion (a common “language”)
and to serve as platforms for
excellence.

_

The inauguration of
150 9000 20 years ago
charted the beginning of
a new era

N—

Preceded by materials and
product standards, ISO 9000
was the first international man-
agement system standard, and

its inauguration 20 years ago
charted the beginning of a
new era.

It is appropriate that the ISO
technical committee ISO/TC
176, which manages the devel-
opment and review of the ISO
9000 standards, is ISO’s larg-
est committee with 98 mem-
ber countries (participants
or observers) and 39 liaison
organizations (ranging from
other standards-developing
committees to business asso-
ciations and international or
regional organizations).

ISO 9001:2000 is the standard
that sets out requirements for
a quality management system.
It is the principal standard in
the ISO 9000 family that is used
for certification (ISO 10012, for



measurement assurance, may
also be used for certification).
There are 15 other standards
in the family which provide
guidance on specific topics
such as performance improve-
ment, auditing and training. In
addition, there is other materi-
al freely available on the ISO
Website (www.iso.org).

It should be emphasized that
beyond the more than 800000
ISO 9001 certifications world-
wide today, there are many
organizations and sectors (man-
ufacturing, services, govern-
ments, healthcare facilities, etc.)
that use ISO 9001 and related
guides to improve their inter-
nal, supplier and customer-
facing processes to meet the
ever-changing challenges of
customers today.

As Chair of ISO/TC 176 since
2002, it has been my pleasure
to observe the work of the
committee as it evolves its own
business processes to mature,
grow and adapt to meet user
needs.

Cutting edge

On account of the generic
nature of many of our stand-
ards (our “products”), liaison
with other bodies of stand-
ards developers and stakehold-
er groups has been essential.
With the help of our TC and
subcommittee leadership, we
have strived to keep on the
cutting edge of user and soci-
etal needs.

In the last few years, greater
interest has emerged in the
utility of a systems approach
as the “engine” or “DNA”
of management and new are-
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as such as food safety, supply
chain and information securi-
ty, for which new management
system standards have been
developed.

The ISO Technical Manage-
ment Board (TMB) has asked
that the existing management
system resources within ISO/
TC 176 (quality) and ISO/TC
207 (environment) help with
new developments to ensure
alignment between standards,
simplicity and market rele-
vance. We are seeing excel-
lent partnerships grow so that
standards in general and ISO
standards in particular meet
market requirements.

The next 20 years will, I am
sure, spawn new changes. Is
ISO up to the challenge of
continuing to provide prod-
ucts that promote interna-
tional trade, supply chain
partnerships and societal
well being ? T believe it is
able to do so.

More than anything, ISO is
people, many of whom are
volunteers, representing their
country or their organization-
al sector. I am very thankful
for the people in ISO/TC 176
who, together with ISO Central
Secretariat staff in Geneva and
national standards bodies, have
helped ISO 9000 make a con-
tribution in the past 20 years.
Our goal is that we continue
to produce standards that add
value for many more years to
come. b
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The IS0
9000
phenomenon

by John Davies,
Chair of 150/TC 176/SC 2
since 1987

_

We are now looking
at how an organization
can achieve sustained
success
~—r0f @ @ @@ @

It is 20 years since the first edi-
tions of the ISO 9000 standards
were published — and what a
journey it has been!

Originating in the military,
nuclear and construction fields
as quality assurance standards,
they grew through civilian use
into national standards before
being submitted in 1979 to ISO
for development into Interna-
tional Standards.

The ISO 9000 standards began
as a limited series of six stand-
ards, and expanded until at one
time there were 21 standards
in the family. The ISO 9000
family has since been reduced
to a more focused set of 16
standards.

The ISO 9000 family consists of
the well-known ISO 9001:2000
quality management systems
requirement standard, along
with a vocabulary and numer-
ous guidance standards. In
addition, the ISO 9000 fami-
ly is supported by the hand-
book, ISO 9000 for Small Busi-
ness, ISO Management Systems
magazine, as well as free infor-
mation on ISO’s Web site,
including online brochures and
guidance notes.

The core standards are now in
their 37 editions (1987, 1994,
and most recently the 2000
editions), and are now being
revised to maintain their cur-
rency and relevance for the
future.

Originally focussing on “qual-
ity assurance”, they have
matured to cover a much wider
spectrum of “quality manage-
ment”, to assist organizations
in achieving greater customer
satisfaction, as well as that of
other stakeholders.
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They have also progressed
from containing discrete
requirements to encompass-
ing a full process approach
that embodies the Shewhart/
Deming “Plan-Do-Check-Act”
cycle.

Unprecedented usage

Why is ISO 9000 referred to as
a phenomenon ? It is because
their unprecedented usage,
as recorded annually by The
ISO Survey. The first edition
of this survey in January 1993
recorded nearly 28000 cer-
tificates of conformity in 48
countries. At the end of 2005,
the total was nearly 777 000 in
161 countries.

What is even more amazing is
that the founding members of

The Lawrence D. Eicher Award for
excellence in creative and innova-
tive standards’ development was
presented to I1SO/TC 176/5C 2 in
2004 and IS0 Secretary-General
Alan Bryden (right) took advanta-
ge of a visit to Ireland during the
subcommittee’s June 2006 meet-
ing in Tralee to re-present it to SC 2
Chair, John Davies, in the presence
of nearly 100 SC 2 members.

the ISO technical committee
responsible for these standards,
ISO/TC 176, had no expecta-
tion that ISO 9001 would be
such a success. It was initially
thought that this most wide-
ly used of all ISO standards
would have a limited effect
on the market. Their initial
expectation was that the more
substantial ISO 9004 guidance
standard would predominate.

One of the key strategic chang-
es that has occurred over the
years is the approach taken to
sector-based quality manage-
ment schemes. Historically, [SO
9001 sought to eliminate the
need for sector variants, where-
as today, we consider ISO 9001
to be the generic “engine” that

sectors customize to meet their
specific needs.



This new sector approach has
been very successful, and has
led to the establishment of
major quality programmes in
a number of sectors, such as
those for the automotive, aer-
ospace, petroleum/petrochem-
ical and natural gas, and tele-
communications industries, to
name but a few. This approach
has also enabled the standard
to be used as the basis for regu-
lations or regulatory standards,
such as for medical devices.

More recently, ISO has start-
ed publishing standards in oth-
er management systems fields,
such as those for food safety,
information technology securi-
ty, and especially the ISO 14001
standards for environmental
management. A great deal of
effort has been expended in co-
ordination with the developers
of those standards to achieve
compatibility between them
and ISO 9001, to ensure that
an organization that wishes to
use them in conjunction with
ISO 9001 can easily do so.

One of our critical activities for
the future is to further improve
the alignment of ISO 9001 with
the standards from other fields,
to make it easier for organiza-
tions to use them in an inte-
grated manner to meet their
business needs.

The IS0 Survay

al Certilications

Sustained success

Through our current revision
of ISO 9004, of which the cur-
rent edition provides guide-
lines for achieving perform-
ance improvements, we are
now looking at how an organ-
ization can use the philoso-
phy of quality management
to achieve sustained success,
to the benefit of its stakehold-
ers and customers.

The ISO 9004 standard is also
planned to include an assess-
ment tool to enable organiza-
tions to determine their rel-
ative maturity on the path
towards sustained success, and
to help identify improvement
actions that may be needed.

For many products, reaching
their 20" birthday would be
a cause for concern. For the
ISO 9000 family of standards,
with its constant striving to
give value to its users through
regular updating and renewal,
this is a cause for celebration,
and is reflected by the increas-
es year after year in the num-
bers of organizations that look
to ISO 9000 to meet their busi-
ness needs.

None of this would have been
possible without the hard work
and dedication of the experts
who sit on ISO/TC 176, their
supporting organizations and
national standards bodies, and
the fantastic feedback and sup-
port that we have received, and
continue to receive, from users
of the standards. We can only
give these expert volunteers
our grateful thanks for the past,
and our hope that they will be
with us for the future. A
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Reliable
foundation
for global
trade

by Reginald N. Shaughnessy,
Chair of 1S0/TC 176 from 1984
to 1998

_

The problems caused by
multiple audits against
proprietary specifications
are now in the distant past

A
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Third party certification of
organizations meeting the
requirements of ISO 9000
standards (since 2000, ISO
9001 is the only certification
standard) provides hard sta-
tistics on the growth in their
use, but one may ponder at the
rate and extent.

Obviously, in determining the
overall impact of ISO 9000,
there are no reliable statistics
regarding the internal use of
the standards for self-manage-
ment or procurement reliabili-
ty. However, literature abounds
with commentaries of the bene-
ficial impact experienced in
these applications.

At the genesis of ISO/TC 176
in 1979, international trading
patterns were at the cusp of
change with the earlier forma-
tion of The World Trade Orga-
nization (WTO) and its goals of
reducing trade tariff and non-
tariff barriers to achieve future
success in globalization.

The notions of standardization
in the area of “soft” manage-
ment standards and of generic
quality system standards were
the subject of much debate,
the only previous experience
being with procurement stan-
dards for critical applications
such as military supplies and
the nuclear industry where
the issue of dependability was
obviously critical.

Proprietary systems

At that time, tools and prac-
tices for efficient and reliable
production were more associa-
ted with proprietary systems
or application of fundamen-
tal principles as embodied by
Drs. Deming and Juran with
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statistical process control,
principles of management, Dr.
Phil Crosby’s cost of quality,
Japanese production methods,
European quality assurance —
to name but a few.

In this context, the first major
impact was the unquestiona-
ble demonstration in the 1987
version of the standard that
a generic system for quality
which would be compatible
with the management structu-
re of an organization was not
only feasible, but beneficially
implementable on an interna-
tional basis.

The effect of this initial success
was that whilst organizations
had options in pursuing pro-
prietary systems of their own
choosing, there was a founda-
tion available for “levelling
the playing field ” for interna-
tional trade and future global
trading networks.

The notion of conformity
assessment and the develo-
pment of third party certifi-
cation to a standardized cur-
riculum, compatible with a
company’s own management
system, became a major oppor-
tunity with the publication of
the ISO 9000 series, enhanced
later with the more mature
1994 editions.

During the period 1987-1996,
the ISO 9000 series provided
a major, reliable system for
developing countries, helping
them with effective tools and
verifiable evidence of their
competence levels to partici-
pate responsibly and with con-
fidence in the emerging global
trade arena.

12 IMS - September-October 2007

Multiple audits

For companies in the deve-
loped countries, the problem
of the cost and aggravation
of multiple verification audits
to demonstrate reliability
and predictability in order to
minimize waste and risk had
become a serious cost drain.
Prior to 1987, as many as 50 to
100 major system audits were
conducted against customer
or supplier standards in each
month or over short periods
in many companies .

The availability of the one
series of standards and a uni-

fied certification system made
a major impact. The problems
caused by multiple audits
against proprietary specifi-
cations are now in the distant
past, this impact, very signi-
ficant in its time, may not be
fully appreciated today.

The availability of the ISO
9000 series has provided a
dependable base on which
industry-specific or sector-
specific standards can be
developed without confu-
sing the generic base. Some
examples are in laboratory
accreditation, medical devices,
automotive production and
the food supply chain.

The drive to integrate
quality with management
systems and compatibili-
ty with standards in other
fields was ably demons-
trated in the 1990s and is
currently a major impact
point, allowing integra-

tion and compatibility of
many functions within the
overall management systems
and processes without con-
flict, confusion or unneces-
sary costs.

The impacts of the ISO 9000
family of standards, from its
development and implementa-
tion in the years 1979 through
1998, has set a reliable foun-
dation for subsequent and
future years as global trade

increases. °




SO 9000 :

a lot more
than meets
the eye

by Pierre Caillibot, Chair of
1S0/TC 176 from 1998 to 2002
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I first participated in an ISO/
TC 176 meeting as an expert
in Working Group 2, before it
became Subcommittee 2,in the
old BSI (British Standards Ins-
titution) headquarters, in the
early 1980s. My first ISO/TC
176 plenary was in Pretoria in
1984, and it was followed by
two decades of continual par-
ticipation.

Many have rightly extolled the
direct contribution that imple-
menting the ISO 9000 family
of standards has made to trade
facilitation, customer-supplier
relationships, improved man-
agerial performance of many
thousands of organizations, as
well as improved confidence
and satisfaction of customers
of these organizations.

I need not reiterate these
results, which have been well
reported. Instead, I would like
to take this opportunity to
underline a contribution not
so often highlighted.

Crucible

ISO/TC 176 has been, for
over a quarter of a century,
a crucible for developing an
ever-increasing international
consensus about quality con-
cepts, principles and related
good management practic-
es. At the same time, ISO/
TC 176 has also spearhea-
ded a tremendously succes-
sful knowledge-sharing and
training network.

To illustrate the vastness of this
network, think of the hundreds
of participants in all the work-
ing groups and subcommittees,
as well as in the full committee
plenaries of ISO/TC 176.
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Add to that the thousands of
participants in mirror commit-
tees in numerous countries and
liaison bodies, as well as the
many more thousands of peo-
ple involved in implementing
these standards or in evaluating
implementation for contractual
or certification purposes.

Multiply all this by the time
invested by each of these par-
ticipants, sometimes over the
course of decades.

Finally, consider the interac-
tion between ISO/TC 176 and
the many industrial/economic
sectors:automotive, aerospace,
food,laboratories, etc. Althou-
gh difficult to compare to the
direct impact of the standards,
this network has, in my opinion,
also made a phenomenal con-
tribution to the world. b
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1S0/TC 176 is also
a tremendous
knowledge-sharing
network
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