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ISO develops only those 
standards for which there is
a market requirement. The
work is carried out by experts
from the industrial, technical
and business sectors which
have asked for the standards,
and which subsequently put
them to use. These experts
may be joined by others with
relevant knowledge, such 
as representatives of govern-
ment agencies, consumer
organizations, academia 
and testing laboratories.
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Industry compliance—Friend or Foe?
Today’s consumers have become less tolerant of sub-standard quality products and
services. As these consumers demand more, there is almost an exponential increase 
in the activity supporting the efforts to produce or deliver products and services.
Throughout the world, various standards bodies have been shaped into existence 
in an attempt to provide some form of “structure” with respect to delivering products
and services. This in itself has caused concern among many smaller organizations, but
the ultimate result is a collection of industry regulated compliance certifications, each
specific to defined industries. There are basically two groups of certification classifica-
tions....industry compliance and federal/governmental compliance.

Governmental compliance includes topics such as Sarbanes-Oxley (SOX), Bill 198
(Canada), the International Financial Reporting Standards (IFRS), and the Food and
Drug Administration (FDA). Organizations that fit a specific profile are required, by
local law, to adopt and adhere to the various regulations found within the various
acts of government. 

Industry compliance is not a mandatory set of compliance components, but more a 
voluntary set of guidelines based on industry characteristics. However, today, many
companies adopt these compliance guidelines and then require their suppliers to
adhere to such standards. Today, the most prolific set of compliance guidelines are
those set out by the International Standards Organization, commonly referred to as
ISO. However, within this set of compliance guidelines, there are many subsets, such
as ISO 9001:2000, ISO 14000, QS9000 (ISO/TS16949:2002), TL 9000 and many
more. The most prolific of these is ISO 9001:2000, which establishes a quality manual
for all levels of the organization where employees are given measurable objectives to
work towards. 

Over time, the adoption of these industry compliance guidelines has seen many
pitfalls, specifically with the advent of technology, which can complicate processes
and add unwanted and unnecessary cost factors. In many cases, the adoption of an 
ISO 9001:2000 certification has been the means to the end, rather than what it was
originally designed for.

It is important to understand that the adoption of an ISO certification is not a guaran-
tee of quality, but more a testament to the existence of a set of consistent procedures
defining the steps and processes involved in the delivery and manufacturing of prod-
ucts and services. The actual intent is to ensure that any organization clearly maps out
the procedures and processes to the delivery of goods and/or services, and that there
are additional processes in place to record a “failure” and to ensure that the failure will
not occur again. This is typically termed as “continuous improvement”, one of the primary
mantras of an ISO certification. As such, the adoption of an ISO certification/accreditation
represents a roadmap of quality, and therefore becomes a Friend. If an organization
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adopts such a certification just for the sake of it, the process quickly becomes a Foe,
and is sometimes the undoing of a company due to the cost layer and distraction it will
then impose.

This white paper will explore the use of technology today to help manage the ISO 
certification process, and the associated pitfalls that exist along the way. 

Order out of chaos
Invariably, out of chaos, comes order. This describes the advent of what today is known
as ISO 9000 accreditation. In the case of ISO 9000, the Second World War was the 
perfect breeding ground for the need to instill some sense of order. This is where the
roots of today’s ISO 9000 stem from.

For obvious reasons, quality took a pounding during WWII, and no more so than in
Britain within the then high-tech industries, munitions plants, and aircraft factories. 
In these specific cases, loss of life was the byproduct of poor quality, which is clearly
less than acceptable. In an attempt to curtail damage and poor quality, factories were
required to completely document their manufacturing processes and procedures, 
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and then document any failures that were found. These documents were to be accessi-
ble and serve as the primary record keeping in the case of an inspection. This require-
ment became known as the British Standard BS 5750, and was defined specifically as
a management standard and not a manufacturing regulation, defining what can and
cannot be manufactured. The intent was to assist manufacturers in managing their
processes, not how or what to manufacture.

As global standards became more prolific, in 1987, the British Government took various
steps to persuade the International Standards Organization (ISO) to embrace and
adopt the contents of BS 5750, thereby extending it internationally as an acceptable
certification process that all countries could embrace with the same consistency. The
ISO did exactly this, and thus was born the ISO 9000 standard.

This ISO9000 standard was identified with the :1987 suffix (ISO 9000:1987). However,
there were three different bases for this standard, ISO 9001:1987, ISO 9002:1987 and
ISO 9003:1987, each with specific areas of focus that a company would elect to adopt.
Importantly, as the standard grew in importance, outside influences began to better
shape the certification, such as US Military Standards, or MIL SPECS, and as a result,
many manufacturers adopted the certification that well addressed manufacturing.
However, the certification tended to focus on conformance with defined and stated
procedures, as opposed to the management of the entire structure.

In 1994, ISO 9000:1994 branched out to include the aspect of quality assurance of
products and services, focusing on the actual processes of production and delivery of
products and services, not just the end product. This allowed for an evaluation of
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cause and effect to be included into the processes, kicking off the process of extracting
value from obtaining such a certification, not simply a book that contains rules to be
followed.

Shifting focus to the customer—ISO 9001:2000
The natural progression of the ISO 9000:1994 standard and all it embodied, was to
include outside influences in the quality process, such as the ever important customer.
The shift to ISO 9001:2000 saw all the previous bases of ISO 9000 fold into one that
remains in existence today. This standard extends beyond just the process of manufac-
turing a product. Its domain includes everyone within a company from the executive
management to those on the factory floor, and ensures metrics are captured, evaluat-
ed, and acted upon, with a focus on continuous improvement.

It is this standard, ISO 9001:2000, that presents value for organizations, but at the
same time due to the pervasiveness of the entire program within an organization, pres-
ents many challenges and potential “points of failure”, resulting in costly management
and audit processes. Add the overabundance of technology stacks and applications to
the mix, and life can become somewhat complicated.

Does an ERP System really manage the enterprise?
The advent of affordable and accessible computerized systems, namely Enterprise
Resource Planning (ERP) systems presented organizations with many opportunities to
improve operations and operational visibility. However, in implementing and deploying
these systems, the focus was ultimately on the development of an income statement
and balance sheet that would highlight the financial performance and health of the
organization. The very existence of an ISO 9001:2000 certification became almost
secondary in importance, as companies struggled to get their hands around the new
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"Good business judgment
is needed to determine its
proper role for a company...
Is certification itself important
to the marketing plans
of the company? If not, do 
not rush to certification...
Even without certification,
companies should utilize 
the ISO 9000 model as a
benchmark to assess the
adequacy of its quality
programs. Good business
sense is the key to con-
fronting ISO 9000."

—Frank Barnes in Review
of Business, Spring 2000
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found informational wealth typically found in today’s ERP systems. Furthermore, the
ERP system did not address the enterprise as a whole, as was promised in the very
acronym ERP.

Invariably, an ERP system directly affected only 15 to 25-percent of the organization, in
terms of actual use and direct benefit. However, the rest of the enterprise is by default,
an important building block of any ISO 9001:2000 certification, as required by ISO
itself. So, what about those other key resources within the organization? 

The typical response to this dilemma was to build distinct systems to cater to the ISO
aspects. A quality management system (QMS) was defined and written, as per ISO
9001:2000 requirement, and typically stored somewhere on a fileserver and then
printed and bound (multiple copies). All procedures and policies relating to the 
business, as described within the QMS, were authored and they too were printed 
and pinned to bulletin boards around the plant. This process was often repeated 
with additions and amendments to the procedures and policies.

Having the policies and procedures, various forms used within the organization are col-
lated, documented and stored, using version control. All of this takes place outside of
the core ERP system, typically on a computer or two with specific numbering and ver-
sioning conventions, all of which are documented in yet another procedure. Should a
non-conformance occur somewhere in the process, a whole string of non-conformance
documents are created and filed, thereby initiating yet another string of corrective
actions, more than likely linked to a preventative action, all in the name of continuous
improvement. This documentation is also collated and stored in multiple access areas,
such as a customer file, a complaints file, and possibly even an engineering file locat-
ed in a different department.

Having found a non-conformance, a corrective action is required, that may then even
see a preventative measure occurring, such as sending a specific person involved to
some remedial training to ensure there is no reoccurrence of the non-conformance.
Training is a vital aspect of ISO in the definition of continuous improvement, where
every person within the organization is to be fully trained (and re-trained) on the vari-
ous tools (business and physical) to help minimize errors. This training component is
an open ended life cycle that is audited during every recertification cycle. This aspect
of ISO is usually not contained within a traditional ERP system.

One of the key acronyms found in business today is CRM, or customer relationship
management. All too often, this set of tools is added to the ERP system, often as a 
bolt on application. This presents a major short coming of technology in addressing
the enterprise as a whole. These CRM systems are typically implemented to manage
sales cycles and present forecasts of business outlooks, based on sales interaction
and activity. All too often, the concept of a “customer relationship” is forgotten, in
other words the customer is no longer included after the sale, and the system does not
support closing the loop. Now, add to the mix a QMS, where the customer is the final
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ISO standards are voluntary.
As a non-governmental
organization, ISO has no
legal authority to enforce
their implementation. A cer-
tain percentage of ISO stan-
dards—mainly those con-
cerned with health, safety or
the environment—has been
adopted in some countries
as part of their regulatory
framework, or is referred to 
in legislation for which it
serves as the technical basis.
Such adoptions are sovereign
decisions by the regulatory
authorities or governments
of the countries concerned;
ISO itself does not regulate or
legislate. However, although
ISO standards are voluntary,
they may become a market
requirement, as has hap-
pened in the case of ISO
9000 quality management
systems, or of dimensions
of freight containers and
bank cards.

7 ©2007, Exact Holding North America, Inc. All Rights Reserved.

mouth piece of quality, and a significant breach of the quality cycle is created, resulting
once again in the development of an additional silo of information that is “integrated”
back into the ERP system, at a significant cost. This approach never successfully pro-
vides a 360-degree view of a customer, failing to deliver on the original vision of the
ERP concept.

Documents and processes—Don’t confuse the two
There is the common assumption that ISO 9001:2000 focuses on documents, and 
in the IT world, document management. The QMS manual is defined and stored, and
policies and procedures created, stored and referenced, along with various business
forms, such as RMA documents and shipping manifests.

Yes, ISO 9001:2000 does have a large focus on documentation. Simply put, ISO
9001:2000 has been characterized as:

n Document what you do
n Do what you document
n Is it effective?

Organizations spend their time focused on documenting, and then following, the rules.
Determining the “Is it effective?” aspect of the equation is often left up to the quality
assurance department.

At the end of the day, an ISO document is a “roadmap” of products and services that
people need to follow, having a stated process for how products are built and deliv-
ered. However, the document is only the beginning. The capturing of data to ensure an
evaluation of the results needs to occur in order to determine how effective the procedure
is, which is a vital component to continuous improvement. Although documentation 
is an important factor in ISO certification, documents are static. The more important
aspect to consider is the effect of processes, and the actual affect one process has on
another. In fact, the creation of a “non-conformance” sets off a whole set of processes,
apart from being a process in itself. In IT terms, this is often referred to as workflow, or
business process management (BPM), and has to remain at the core to any successful
implementation of technology to help manage an ISO 9001:2000 audit. It is important
to remember that actions or tasks very rarely occur in isolation, so attention to down-
stream causes and effects are vital in ISO regulated environments.

Processes and Activities are initiated and maintained by people…
Really, they are
ERP systems tend to focus on transactions that have a bearing on dollars and cents.
Yes, there are audit trails of who has done what, where, and when, but what about the
people involved in a non-conformance issue and their role within the organization as
a whole? Without human resources, the resolution to a non-conformance or corrective
action is a moot point.
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“Management system stan-
dards are important because
they guide alignment and
ensure conformity of policy
deployment. They are being
increasingly recognized as
best practice guides and
even as potential frameworks
for regulators. However, the
voluntary nature of manage-
ment system standards makes
them particularly compelling.
In the case of ISO 9001, for
example, it is the best prac-
tice and the demonstrated
common sense framework
proven by over half a million
certified users worldwide 
that makes it relevant and
adaptable to any business
need. In a world of increasing
competitiveness, complexity
and rapid change, it is
impossible to regulate 
organizations to excellence!
Standardization becomes
the table legs on which to
build excellence—locking in
to the foundations of quality
management.”

—Dr. Trever Smith: The
Future of Management
System Standards
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It is important to any ISO 9001:2000 certified organization to designate ownership of
documents that relate to the QMS, procedures, or forms. However, it is just as important
to fully include the very people involved directly, or indirectly, in a business process that
is covered within the ISO manual. For example, a non-conformance specific to a product
sold to a customer requires interaction and intervention by the quality assurance
department, as well as the account manager for the customer, to ensure the customer
remains content. The non-conformance may point to a deficiency in skills or on the job
training by a specific resource, which further extends the need to incorporate people
into the mix, as training may be required. What is important here is that none of these
aspects of daily business life can take place in isolation, and without the incorporation
of actual people and their roles. ERP has traditionally neglected this aspect, hence the
development of further external systems that once again operate in isolation.

So, how do I simplify my life?
All of the factors discussed to this point can potentially establish organizational exas-
peration, and can cause one to ask if there is a light at the end of the tunnel? Luckily,
the advent of next-generation ERP technology does provide for the ability to bring all
the necessary components into line, to form a single, cohesive environment where 
all the dots are connected. However, before beginning your quest, one should begin
with the end result in mind. An open minded approach to a solution needs to be
taken, where all avenues are explored, and a great deal of thinking out of the box
needs to be undertaken. Unfortunately, such a process will have to venture somewhat
into the unknown, which does become daunting at times.

When addressing the problem of “merging” the various disconnected silos, one needs
to take into consideration the following:

n The need to create, store and manage all forms of documents, with versions.

n All ISO related documents need to be accessible by those involved, directly
or indirectly.

n Documents are only one part of the equation. They are simply a statement
of policies and procedures that are to be followed, if they make sense.

n Business processes, or workflow, represent the plumbing that pulls actions
together out of isolation, and will include products, services, documents,
customers, people, projects and actions.

n Business processes are created and executed by real people, who are the
foundation for any organization and need to be an integral part of any workflow
in play, either as an individual or as a group of people with a similar role.

n People are involved in activities outside of production and service delivery,
and go on vacation too. This requires that resource planning, and an
employee’s whereabouts, be included in the mix.

n Vacation and expense management are also business processes that are a
part of an ISO audit, and therefore require the same mix of documents,
processes and people, interconnected and auditable.

Developing and Maintaining Cost Effective Solutions
and Strategies for Industry Regulated Compliance



9

n Don’t forget about the marketing department—They are also vital to any
ISO environment, as they perform such processes as literature fulfillment,
product brochure design, etc., that are placed directly into the hands of
customers or prospects. 

n CRM, in its entirety, is a cornerstone of any ISO certification, from sales
quotations through delivery and aftercare.

n Although ISO 9001:2000 is a voluntary certification, you may not have a
choice, today or tomorrow, as those whom you do business with may require
that your organization become ISO compliant.

Conclusion
By asking the right questions ahead of time, and understanding that ISO 9001:2000 is
not simply a document and records keeping mandate, but a set in interconnected and
inter-related business processes created and maintained by people throughout the
organization, you are on your way to developing a sound strategy for ISO 9001:2000
compliance. 

The key, however, to ensuring that the resulting workload is manageable, is to seek
a solution that incorporates all the necessary components in one, with no more than
two datasets and toolsets. In this case, less IS more. The resulting solution stack has to
be a tool that the very same users find intuitive and feel that the traditional paper trail
burden is relegated to the past. Don’t be mistaken though, a paperless office is often
not reality, but aiming for that goal is not a bad set of objectives.

One of the primary contributors to success in seeking such a solution is to remember
that everyone in an ISO certified solution is an integral part of the process, and as
such, the use of the selected solution should be embraced throughout the executive
management team. The old adage of “You are only as strong as your weakest link” 
is applicable here more than ever.

Finally, an organization seeking ISO 9001:2000 certification, or maintenance, should
always look at the entire picture when it comes to adding technology into the existing
solution set. Adding a CRM solution to your stack is more than possible, but one has
to take the whole spectrum into consideration, and evaluate the downstream effect on
any processes and procedures currently in place. Everything is interconnected, forming
a tightly knit electronic ecosystem built on dependencies.

At the heart of the matter are people. People are your primary resource. They create
documents, initiate processes, and ultimately evaluate performance. Keep them and
yourself in mind in building a solution stack to manage ISO 9001:2000 compliance. 
It IS easier than you think, and can be less costly than you may ever imagine.
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