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This is the notes pane. Notes and commentary will be found for many slides in their notes 
pane. 
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The example flow charts included are meant to give you some thoughts on how to flow 
chart your system. Because of the differences in companies, processes and products, 
these flow charts are meant to give you ideas. No one, nor any company, can give you a 
‘one size fits all’ flow chart (or text procedure for that matter), no matter what they say. 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 7 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 8 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 9 

Elsmar.com 

The original thrust was to provide for compliance to new EC safety directives for 
Regulated Products.  The goal is to allow for meeting product regulations in all EC 
countries by providing a route to gaining approval for use of the CE (Communaute 
Europeene) mark.  The CE mark is becoming the passport for selling regulated products 
in Europe. 
A. Unregulated Products Examples 

•  Paper 
•  Furniture 

B. Regulated Products Examples 
•  Machinery 
•  Toys 
•  Personal Protection Equipment 
•  Medical Devices 
•  Telecommunications Equipment 
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This is a grouped graphic representing the main ISO 9000 Series and related documents. 
One should bear in mind that the landscape is ‘alive’ (evolving, not static). As such, there 
are standards being combined (as happened in the last ISO 9000 Series update).  There 
are standards being obsoleted. There are new standards being initiated (ISO/TS 16949 is 
an example). 
International Organization for Standardization (Isos = Equal) 
TC 176 - Meets in Geneva, Switzerland 

TC = Technical Committee 
5 Year Review and Update Planned 

Europe Wide 
Must Be Registered to Sell In Europe 

Japan is Accepting 
US Military Switched From MIL-Q-9858A 
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I have included this slide as a historical perspective. I do not see a need to update it. 
Essentially it was a pictorial of the ‘sections’ reconciling the 1994 and 2000 versions in 
Appendix A. 

The ‘old’ standard had (has) 20 sections or elements. These have been grouped into 4 
sections in the year 2000 version of ISO 9001. 

I have left it in as it is an interesting way to look at the relationships. This will be of more 
interest to those going through an ‘upgrade’ than to you new folks. 

The relationships and all details are addressed in Clause_Interp_and_Upgrading.doc 
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For those of you interested in the Baldrige program, stop by http://Elsmar.com and search for Baldrige. NOT 
Baldridge!!! 
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ISO 9000 is a European Origin STANDARD 
ISO = Greek isos (equal) 
ISO does NOT stand for International Organization for Standardization 
ISO 9001 is a Standard. 
It is intended to provide for ‘common’ quality systems across borders. 
It is derived from many quality related documents dating back to the 
1950’s from many countries, including documents from the United 
States. 
The goal of common quality systems is consistent, controlled 
processes. It does this by requiring certain documentation telling how 
things are done and who is responsible for what. 
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During 1992 I had an opportunity to speak with a fellow who was on the old TC 176 back 
in the late 1970’s and the 1980’s. We discussed the origins of the ISO 9000 series of 
documents. The origins are as much a response of a need to establish a framework to 
address liability issues as anything else. The question was, if you live in Germany and buy 
something made in France, how do you address issues such as liability should the 
product fail or prove defective. The coming of the common market in the 1960’s was a 
large driver for the establishment of an applicable standard. 
Standards reviewed included those such as the British Standard BS 5750. Military 
(including NATO) standards were reviewed, as were commercial standards. ‘Quality’ 
related standards were eventually arrived at as the best way to address these issues. 

The list on the right side of the slide above is a list of several US Military documents which 
were reviewed. Most of them are now obsolete. In fact, ISO 9001 has replaced Mil-
Q-9858, Mil-Std-1520, Mil-Std-45662 (to name a few) in military procurement 
requirements. See Mil-Spec_Reform.pdf. 
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The ‘classic’ Cement Life Preserver goes back to the ‘early’ ISO days. The question was 
(is?): Can a company be registered and make a cement life preserver? 

The answer is, YES - if that’s what they have designed and the product meets the design. 

The word quality is much overused. The definition of quality is debated every day. The 
evolution is evident in the document name changes. 

See http://www.qs9000.com/ubb/Forum5/HTML/000063.html for a discussion of the 
definition, and to get a sense of the evolution of the definition of, Quality. 
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Taken from the year 2000 draft, this shows the emphasis is on a Management System, 
not on product quality 
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ISO 9000 was originally quite physical product production (manufacturing) centric. 
In an attempt to address related issues there were 3 versions of the standard. They 
were identical with one exception: each ascending document was a subset of the 
previous document. ISO 9001 was the complete document. ISO 9002 was a subset 
of ISO 9001 - Design was omitted. ISO 9003 was a subset of ISO9002 - this was 
originally the document which addressed servicing companies. 
Each company is different. Each type of business is different.  Interpretations often 
come into play. Design is a good example. One typically thinks of a physical product 
when the word Design is used. However, many things are designed, including 
systems. An example is hospital registration where design applies to their systems, 
such as Code Blue response, individual treatment plans and evacuation plans. 
The year 2000 version addresses these issues through the exclusion clause. Note 
that there are no significant differences between ISO 9001 and ISO 9001:2008. 
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> I was just hoping that you could clarify this a little for me.  I have no 
> experience with service based industries.  Do you treat their service as you 
> would a product? 

Yes. A tire dealership's main product is the installation of tires. But there are other 
products. If they do alignment, one product would be alignment. No different from a 
company which makes both air valves and electric motors. They have several 
products. List the specific services you provide and you have a list of your 
products. 

> Their processes, I assume are how they carry out the 
> service.  This is a tire shop I'm dealing with. 

Their processes are many: Taking orders from customers. Installing tires. Balancing 
tires. Aligning front ends. Placing orders with suppliers. Training employees. 
Most tire shops do a lot more now. The place I go does brakes and some other 
minor repairs and such. These are all processes. 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 23 

Elsmar.com 

Let us be clear. ISO 9001 has nothing to do with quality. Nothing. ISO 9001 is titled 
“Quality Management Systems - Requirements”. So - How can I say it has absolutely 
nothing to do with quality? 
The name is essentially derived from documents which ISO 9001 evolved from. But look 
at what ISO 9001 requires: 

Consistency of Product by Business as a Process 
Defined Responsibilities 

The ‘life preserver’ example is often cited with respect to quality. You can make concrete 
life preservers if that’s what the design calls for and be registered to ISO 9001. What 
comes into play here is the definition of quality. Our paradigm tells us a concrete life 
preserver would be of no use for saving lives. One must admit, however, that the design 
intent may be for a decorative life preserver and as such floatation and flexibility are not 
issues. 
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When you think about a project schedule, remember a gap analysis is Job 1. If you don’t 
do a gap analysis you have no idea what you have to to! 
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The above was from a real company which went through implementation. They reported 
the figures above.  
If there is an inconsistency it is in that the figures were taken shortly after registration. I 
have not seen any long term studies. This is not surprising. Many companies are 
undergoing some type of improvement program at any given time so after implementation 
the next program can also affect these figures. One of my clients was undergoing TPM, 5-
S and QS-9000 implementation at the same time. To try to assign cause to any one of 
them for better numbers observed is difficult, if not impossible. 
When a company goes through the implementation process there is typically a very close 
look at, and an evaluation of, what is going on. While it happens, it is unusual not to see 
some type of spike (at least) in numbers. A heightened awareness exists. This is to say 
the implementation process alone is a learning experience. The question becomes ‘…how 
long will this last?” 
Please do not misunderstand - I don’t believe there are many companies which do not 
profit from implementation. Often it is hard to translate savings to $, however. 
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The above files are available from http://iso.ch 
Each year there is an analysis of how far ISO is spreading and other factors they deem 
important. I believe you should take a read through the latest survey to get an idea how 
far and wide ISO 9K series has spread. 
The ISO “Magical Demystifying Tour of ISO 9000 and ISO 14000” is on the web and gives 
a somewhat simplistic overview of the standard. It’s mostly a promo, but does contain 
some pertinent information. 
But watch out what you get from the ISO folks. Well meaning, there is a slight delay from 
time to time. For example, as of April 2001 their document meant to help companies 
decide which standard to apply (Selection and Use) is still posted, though it is obsolete 
(disk file name is 9000-selusee.pdf). 
As with any other Miracle Cure, ISO registration is not the answer to all. If a business is 
being run poorly, ISO 9001 registration is not likely to significantly improve things. 
Companies have personalities which are typically set by upper management. They rarely 
‘Find Religion’, so to speak, because of an ISO implementation process. So - don’t expect 
miracles. 
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On the highest level, you can look at your company in terms of how it fits into a trade 
scheme. Your company is a part of a complex relationship with many other companies 
and individuals. This is a simple diagram. It does not address issues such as feedback 
loops. Here we’re interested in getting the high level flow. As you will see, we can take 
any high level system and break it down into it constituent parts. 

With the rise in specialization throughout the centuries, the role any given company has, 
as with workers, increasingly specialized. If you map out your company and its 
interactions the implementation process will be very much easier. 

If used correctly, these high level maps, like your process maps, can also be used as the 
backbones for problem solving. Use your maps to lay out the backbone for a cause-and-
effects diagram any time trouble arises. While the discussion of cause-and-effects 
diagrams is beyond the scope of this guide, suffice it to say I personally see cause-and-
effects diagrams to be a very important part of problem solving. 
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Every high level system can be broken down into sub-systems. Soon we will talk about 
distinguishing between what is a system and what is a process. I want to warn you now 
that the distinction is as much a part of what resolution you are looking at as anything 
else. This is to say that if you are looking at a system and its sub-systems, often times 
those sub-systems are referred to as processes. If you go to the next detail level, what 
was referred to as a process now looks is the ‘system’ and ITS sub-systems are now the 
‘processes’. 

My point here is to say do not get wrapped up in trying to label what is a system and what 
is a process. To some degree, they are the same thing. 

We should also note that many peoples idea of a process is where something is being 
physically changed. For example, if I plate a part I am processing it. If I take a piece of 
metal plate and form it in a press I am processing it. This is a narrow interpretation of the 
word process. In English it is a verb: To process something. 
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This is a brief example of ‘exploding’ a sub-system for a more detailed look at the various 
interactions. 
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This is a representation of a ‘typical’ company. Notice the flow, but also note what are 
defined as support functions. Most companies align to this basic representation to a large 
degree. Even service companies when you come to think about it. The most common 
problem in service implementations is to associate these functions with a company’s 
actual functional departments. One service client had a position titled Process 
Improvement Manager. That position was responsible for ‘quality’ related functions in the 
organization. Initially, one might have heard the title and equated it with a ‘production 
manager’ or similar. 
My point here is to make sure you look closely and ensure your functional areas are well 
defined and the related responsibilities are clear. At that point you can start to align your 
functional representatives (management) with requirements. 
ISO 9001 does not proscribe any particular functional division. It only requires that you 
define what each functional division is responsible for. You may not find a direct 
equivalence in your company with each function in the above. For example, if you are a 
service company you may (or may not) have equipment to calibrate. If you do repair work, 
you may not immediately notice it, but material stocking will probably be applicable. 
Again, common sense has to come into play as you consider function responsibilities. 
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This is another way of looking at the extended system with a focus on the details of your 
company and it’s internal systems and processes. You will soon see that this is 
approaching the ISO 9001 ‘model’. 

As is evident on the right side of the system, your end users are the product recipients. 
When defining what your products are, you should be looking here. 
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Here we add several ‘influences’ on the company systems, including feedback loops. The 
feedback loops become important in ISO 9001. To most companies this is already a 
given. Feedback is historically important to most companies. While we can always cite 
examples of companies we believe do not care about any feedback (telecos, public 
utilities and government agencies are always being accused of not caring about 
customers), the truth is most companies are looking for and evaluating feedback. Sales is 
looking for information about their customers and what people want. Internally, 
manufacturing is always feeding back information to the design folks. 
The biggest problem in the feedback loop is effectiveness of communications. As an 
internal example, I have seen very high walls between departments. Design and 
manufacturing and quality all often have very high walls. Manufacturing feeds back to 
design problems the have or are encountering where they think a design change should 
be evaluated and design says “Tough. We have our own problems.” Sometimes this is the 
result of a lack of resources but typically it’s a combination of that and a failure to work as 
a team. I believe this is one reason Japanese manufacturing works so well. My 
experiences with Mexican companies has also been that there is more of a team work 
atmosphere. 
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No matter what extended systems exist in your company, it is important that it is 
understood that feedback has to be evaluated. To do that, in 99% of the cases, some type 
of measurables have to be evolved. For example,  in your quality policy you are required 
to state quality objectives. In addition, they qualify their requirement by requiring that 
objectives must be measurable. The logic is simple. If they are not measurable you 
cannot know if you are meeting your goals. 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 41 

Elsmar.com 

Only through the evaluation of feedback can one learn and thus improve. Rarely does 
improvement come through chance. Evaluation requires measurables. No measurables, 
no evaluation. So - we need to think DATA! 
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There are two ways in English to use the word. You can process something, such as 
physically processing a material, and there are methods of doing something. We 
discussed this in an earlier slide. 
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Significant Characteristics require special controls because they are important 
to customer satisfaction. Severity ratings between 5 and 8 coupled with an 
Occurrence rating greater than 3 indicate Significant Characteristics. In a 
design FMEA, they are Potential Significant Characteristics. In the process 
FMEA, if a special control is required to ensure detection then an Actual 
Significant Characteristic exists. 

Companies have not standardized a method for grouping and denoting Special 
Product Characteristics. Nomenclature and notation will vary.  
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This is not ISO related directly, but I include it to show some of the complexity when 
you look at what and how different companies define different characteristics. 

QS-9000 Appendix C (page 87) Standard and Special Characteristics Symbols Matrix 
APQP Manual 

•  Section 1.11 (page 10) Preliminary Listing of Special Product and Process 
Characteristics 

•  Appendix  B (starting on page 81) - Analytical Techniques --> Characteristics 
Matrix 

PPAP Manual 
•  Appendix F.6 (starting on page 71) - Bulk Materials Example 
•  Section II.4.6 (Truck) on page 49 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 52 

Elsmar.com 

Also from the ISO web site: 
“Management system refers to what an organization does to manage its processes /
activities. In a very small organization, there is probably no "system", as such, just "our 
way of doing things", and "our way" is probably not written down, but all in the manager’s 
or owner’s head. The larger the organization, and the more people involved, the more the 
likelihood that there are some written procedures, instructions, forms or records. These 
help ensure that everyone is not just "doing his or her thing", and that there is a minimum 
of order in the way the organization goes about its business, so that time, money and 
other resources are utilized efficiently.” 
“To be really efficient and effective, the organization can manage its way of doing things 
by systemizing it. This ensures that nothing important is left out and that everyone is clear 
about who is responsible for doing what, when, how, when, why and where.” 
“Management system standards provide the organization with a model to follow in setting 
up and operating the management system. This model incorporates the features which 
experts in the field have agreed upon as representing the state of the art. A management 
system which follows the model – or "conforms to the standard" – is built on a firm 
foundation of state-of-the-art practices.” 
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The process is one of implementing what they are calling a Quality Management System. 
Whether it’s ISO9K of ISO14K or QS - it’s the same thing. You have to have a defined 
system to address a number of issues. With ISO 9K the focus is on customer satisfaction 
and continuous improvement. 

Thoughts On Continuous Improvement 
As a small business owner this may seem a bit much for a 10 person company. Some 
comments company owners have had: “Continuous improvement? We make a type of 
soap. We’ve been making it for 30 years. Same formula. Same soap. And that’s what we 
want!” and I heard “Look what happened when management tried to improve Coke! We 
got Coke Classic.” 
There are other aspects a company has to consider. Delivery might be one. Process yield 
may be another. Auditors will want evidence that you are using numbers (read statistics)  
to evaluate something for improvement. 
Take a step back and ask yourself: What DO you improve upon? What do other 
companies in your industry do? 

Think of Continuous Improvement in a broad sense. 
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The intent of these it to bring across the requirement that you evaluate your business as a 
process with specific inputs and outputs expected. You should be ready to explain each of 
the interfaces. 
This is not that complicated. I stand by my assertion that if you do what I have 
recommended to clients since 1994 - flow chart your systems - you will see every system 
is a process or processes each of which has inputs and outputs -- and inter-relationships 
are well defined - that's all this is about. Your internal audit system is a process or a set of 
processes. Purchasing is a process or a series of processes. You have a 
nonconformance system which is made up of processes. Taken to the extreme, almost 
everything can be looked at as a process. 
If you take a step back and review ISO 9001 against the reality of good business 
practices you will find ISO 9001 is at least 10 to 15 years behind the times. If you are just 
now looking at your business as a series of processes with inputs and outputs, and you 
implement and take ISO 9001 to heart, your company will improve significantly. 
I suggest you take a read through http://Elsmar.com/ubb/Forum15/HTML/000195.html for 
some other thoughts on Business as a Process. 
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Thoughts On Customer Satisfaction 
This can be a real hot potato. If you take a close look at your company you should be able 
to list things you do to determine whether your customers are satisfied. One small 
company I worked with ensured that once a month every customer was visited by a 
company employee. Just to say hello, ask how things are going and (the owner said it 
was a big part of his decision) to see if the folks are using the product correctly. This was 
most interesting in that the owner stated he had not had a customer complaint in over 10 
years. Sound far fetched? 
The owner did not consider complaints on visits to be complaints. Every ‘complaint’ was 
addressed by the company representative on the spot. He called them ‘minor problems’ 
and since they sometimes led to a formula reformulation he didn’t consider them to be 
complaints. His example was a company which claimed the product was not foaming (a 
cleaning product) ‘enough’ and was thus not cleaning thoroughly. My client added more of 
the foaming agent to the compound (reformulation), He pointed out to me that the foaming 
agent is a visual aspect of the product totally unrelated to its function. This was a 
customer perception issue. 
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The ISO folks are surely selling the world on ISO 9001 and they’re pushing the ISO 14001 
standard as is evident by the matrices included in the specification as Annex A.So far, 
acceptance of ISO 14001 has been extremely limited. 
I am going to addressing ISO 14001 to some degree as we go along. If you haven’t yet 
been affected by a requirement for ISO 14001, you should at least be aware of it. Ford, 
GM and Chrysler now require it of their suppliers. ISO 14001 has not really ‘taken off’ in 
the US in large part because current federal, state and local laws pretty much keep 
polluters in check and require some type of planning for hazardous materials including by-
products of manufacturing processes. 
In regard to ISO 14001, the issue is not far removed from implementing ISO 9001. The 
only difference is 14001 is technically called an Environmental Management System. 
From the cross reference in ISO 9001 Annex A (outlines the correspondence between the 
two documents), it is obvious 14001 is closely related to ISO 9001 in a number of places. 
It is expected that within a year or two 14001 will be ‘aligned’ with ISO 9001. Co-
implementation is a minor issue. 
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ISO/DIS 10012, Quality assurance requirements for measuring equipment – Part 1: Metrological confirmation 
system for measuring equipment 

Give you guidelines on the main features of a calibration system to ensure that measurements are made with the 
intended accuracy. 

ISO 10012-2:1997, Quality assurance for measuring equipment – Part 2: Guidelines for control of measurement of 
processes 

Provides supplementary guidance on the application of statistical process control when this is appropriate for 
achieving the objectives of Part 1. 

ISO 10013:1995, Guidelines for developing quality manuals 
Provides guidelines for the development, and maintenance of quality manuals, tailored to your specific needs. 

ISO/TR 10014:1998, Guidelines for managing the economics of quality 
Provides guidance on how to achieve economic benefits from the application of quality management. 

ISO 10015:1999, Quality management – Guidelines for training 
Provides guidance on the development, implementation, maintenance and improvement of strategies and systems 
for training that affects the quality of products. 

ISO/TS 16949:1999, Quality systems – Automotive suppliers – Particular requirements for the application of ISO 
9001:1994 

Sector specific guidance to the application of ISO 9001 in the automotive industry. 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 58 

Elsmar.com 

If you read through ISO 9001, you will find 6 places where Documented Procedures are 
specifically stated to be a requirement. Some folks have been saying how nice it is that 
the documentation requirements have been reduced. While this is technically the case, it 
is really a non-issue. For the most part companies are not going to be reducing their 
documentation significantly if at all. 
What about new implementations? Will this be a big help to you? No - not really. You will 
have to have the ‘appropriate’ documents in place regardless. Take for example 7.4 
Purchasing. There is very likely that your company will need a purchasing procedure. 
Often there are a number of purchasing ‘procedures’ (systems) which will require some 
type of documentation. The absence of the requirement does not exempt your company 
from having documentation ‘where appropriate’. Where appropriate will be determined by 
a common sense look at the process in context. 
One must remember that to comply with the 1994 version, most companies adopted the 
Level II approach - make 20 top level procedures or flow charts to address each element 
of the standard. 
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As you can see, most of the documents in the above listing are parallels to the 20 ‘old’ ISO 
elements. It may be that the new standard does not specifically require a document to 
cover each of these, however it will most often be the case that your company will have to 
document these systems at least minimally. 
As I have stated before, the level of documentation your company will need cannot be 
determined by a book or reference. Your company may have relatively simple systems and 
on-the-job training may be utilized more than at another company. You may be a facility 
which is part of a corporation where there are flow-downs you will have to comply with 
(some of which will probably be documentation requirements). Or, your company may only 
consist of  8 souls who provide a service - your documentation will probably be minimal. 
You have to review, within your company, what you are doing now and making some 
common sense determinations of where documentation is relevant and ‘necessary’. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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This is meant to give you a basic idea of the intention / requirements. A detailed 
discussion is presented in Clause_Interp_and_Upgrading.doc. 
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Some basic tips for small companies: 
Keep your documentation short and sweet. Keep a simple documentation matrix. An 
example is included (disk file name: Document_Matrix.xls). 
Don’t over document. Often training and/or experience will be sufficient. You have to think 
about what documentation people need and what they don’t. If you did not have 
documentation before (such as work instructions), what you have will probably be 
sufficient. The key is knowing how to explain why you do or do not have documentation 
with respect to how people know how to do their jobs. 
One of my former clients wrote me: 
You're advice was extremely important. Especially important, at least in my opinion, was 
your help in determining where we did not need to document every last thing (by using 
training, etc.). I think that without this input, we would have spent a lot more time writing 
things that we did not need and wasted a lot of peoples' time. We were able to get the 
audit done in a year while we are achieving record sales and profits. Who can argue with 
that? 
I think that pretty much says it all. Remember. Simplicity. Common sense. 
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One response: 
 I would be extremely cautious of using the Federal Express example for doing virtual offices. Their 
certificate is a joke. I have called twelve of their regional offices to find they have no procedures. They do 
not know what their quality policy is and they do not do customer requested corrective action because they 
do not know what it is. In addition a call to the corporate office in Memphis resulted in pretty much the same 
results except when the customer service person who answered was asked about ISO they said that I 
would have to talk to their sales person if I wanted to get their on line tracking software. When asked a 
second time the person said they didn't know what I was talking about. When finally directed to the head of 
the corporate customer service department the lady indicated she knew they were certified and would get a 
hold of the person who had implemented it to have him call me and send a copy of their certificate. That 
never occurred. 
I sent a request to their registrar for verification that all offices really had been audited and was sent a nice 
letter indicating they did all of the offices from Memphis and they included a copy of the page out of Federal 
Expresses book showing they had been registered. 
I have asked for corrective action no less than 5 times from Federal Express and still can not get one from 
anyone in the company. In addition they fail contract review but not notifying the customer when they fail to 
make a delivery as scheduled. 
I continue to be amazed by the fact they continue to pass their audits but then again if the auditors never get 
out of Memphis I guess they see only what Federal Express wants them to see. 
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I was once told that a consultant rarely does more than tell you what you already know. I 
have heard many ‘disparaging’ remarks about consultants over the years. If you’re 
considering a consultant you should ask yourself why. 
If you have the expertise in-house, and you have the time, you probably don’t need a 
consultant. A consultant cannot do any more than advise you on what you have to do and 
how to proceed. The most frequent failure I find is where I advise a client and the client 
declines the advice. A good consultant can save you time and money. One can help you 
avoid the common pitfalls. 
I do not for a minute believe that all reports of consultant incompetence are incorrect. 
There are many consultants out there that are a problem. Making matters worse in the 
field of ISO consulting is that in the last 6 years it seems ‘everyone’ has become an ISO 
consultant. In fact, companies such as Strider International sell courses on how to be an 
ISO consultant. Anyone can join the fray! I have two friends who went through the Strider 
program. One called it garbage and one will not comment on it but I know he has made 
no money from it. 
Of course, I take the position that if you need a consultant you should contact me! 
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Once a client referred to me as their ‘Piano Teacher’. I still use the analogy. I tell clients I 
can help them learn how to play, but I can’t play the concert for them. I can tell them what 
the problems to expect are. I can help with interpretations. But I can’t take the audit for 
you. 
If you’re a golf person, you might want to think of this in terms of a golf pro. You are after 
their experience and insight. You want them to evaluate your swing. You want their 
advice. But - they can’t play the game for you. 

Some clients want someone there every day. Others want a consultant on an ‘as needed’ 
basis. Some want to keep costs as low as possible and opt to try to do almost everything 
by internet and phone. There are pros and cons to each method but it really depends 
upon how much and what you expect from a consultant with consideration to in-house 
resources. 

As often as not, the middle of the road ‘Visits as required’ path is followed and is typically 
appropriate. 
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Defining deliverables sounds easy -- it isn’t always so. Deliverables can become a sticking 
point and problematic for a number of reasons. For example, a company wants to do most 
of the documentation in-house but lacks employees qualified / trained to produce it. One 
client gave flow chart training to every employee from supervisors on up at the beginning 
of the project to ensure they could not only map their systems and processes, but that 
they could also maintain them in the future. 
Often there is ‘adjustment’ during the project as strengths and weaknesses are 
recognized / identified. Problems ranging from resource issues to time considerations can 
significantly change the actual  needs and requirements. When expectations are not met, 
changes in the project plan are to be expected. 
I was at a client facility were we had just gotten started a week earlier. We were going 
through the motions of finalizing a purchase order. Deliverables came up in that corporate 
required defined deliverables on every PO. We spent about a week discussing 
‘deliverables’. 
Even before you contact a consultant, you should be thinking about what you expect - 
including deliverables. And you should expect them to change somewhat as the project 
proceeds. 
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I have been working with companies in implementing ISO standards since about 1993. 
Since then, it seems everyone and their brother has become ISO experts. Some 
companies offer ‘Guarantees’. The one cited above is an example. Notice where they 
proclaim “…if you follow our program…” Often there are sweetheart deals with registrars 
as well. 
When I first got into ISO 9001, it was because of a gal who told me about it - in 1991. She 
made a very good business out of implementations. One of her initial requirements was 
the company had to sign an agreement which said they would do everything she said was 
necessary. By default, she controlled the plant manager (or whoever the top dog was). 
She did not want to work with a company not dedicated to the effort and she would only 
implement ‘her way’. Her program was US$25,000 down and US$1500 each 1/2 day visit. 
She would visit once or twice a month. She did quite well, actually. But she was 
demanding. She had one heck of a sales pitch. 
I will offer the same guarantee to any client. If you give me control, if you will do 
everything I say (including providing various training programs when necessary), I will 
guarantee successful registration as well. 
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There are now many companies which give implementation guarantees. This is a typical 
‘guaranteed’ implementation program. Please note that I do not disagree with the program 
they have outlined. In fact, I do endorse it as a sensible, structured approach. 

When you see a guarantee promise, remember: There is no magic answer. Be sure you 
understand the restrictions on any guarantee you consider. 
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Each company has a personality and tenor. Top management is extremely variable in how 
they approach, participation in and their interest in registration. Some are very involved. 
Some want to watch but monitor closely. Some don’t want to participate at all. 

Some companies are given ultimatums. Deadlines. No new business, or reduced 
business threats (particularly US automotive). Some companies go through the process in 
an attempt to improve. 

These are three implementation strategies a company has to consider. It should be noted 
that available human resources is an important part of any implementation strategy. 
Unfortunately, often this aspect is a serious threat to successful implementation within the 
project constraints (e.g.: time). 
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Different companies look at their registrations differently. Some have multiple locations on 
a single certificate. It’s cheaper, generally, to do so. You ‘make a deal’ with the registrar. 
As with everything else, the more you want to buy in a ‘chunk’, the quicker they are to 
offer a discount. 

Those who chose to have each location on a different certificate are typically looking at 
the weakest link aspect of a single certificate: If 1 location ‘fails’, all locations are affected. 

The other aspects noted above should be self explanatory. 

You can register 1 location in a corporation. Or you can register a corporation. You can 
even, theoretically, register one part of an individual facility. You address this issue in your 
registration Scope statement. You should discuss the scope of your registration very early 
in your contact with registrars (prior to or during the interview process). 
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A common failure or cause of delay in implementations is the failure of management to 
assign responsibility without authority and/or oversight of the project. If you tell someone 
to do something and don’t give them the resources and ‘power’ to do it, it will probably fail. 
Again, different companies have different tenors. 
Another major failure mode is where there really aren’t enough resources (personnel, 
particularly) to get things done in addition to regular responsibilities. A few years ago I told 
the plant manager that there was no way for the company to succeed in the time 
expected because it was evident employees were at their limit in so far as time went. He 
called a meeting of upper management and middle managers and said: “I realize there is 
a resource issue. I will take the hit for lost productivity. Quality shall not suffer even though 
output may. Please put your ISO responsibilities on the top of your agenda.” He 
authorized the war room to be stocked around the clock with sandwiches, drinks and 
snacks. Employees worked overtime. We had a meeting every Thursday to discuss 
progress including resource needs, including temporaries. This plant was 3000+ souls 
and completed everything in 6 months. 
Often, outside help is needed with documentation. A number of clients have used temp 
firms to get legacy paper documentation input into their preferred software, for example. 
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This is the basic implementation flow that I recommend. Each step is a dependency on 
the step before. This does not mean that steps cannot be carried out simultaneously - and 
they typically are. However, the completion of one step is dependent on completion of the 
previous step as outlined here. For example, Internal Audits are often started very early in 
a project. But they cannot be completed until all required documentation is trained and 
implemented, which in turn cannot be completed until all documentation is completed. Not 
rocket science - Common Sense. 
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61  Review Status 
62  Pre-Audit 
63  Corrective Actions 
64  ISO 9000 Requirements Matrix 
65  Internal Systems 
66  Registration Audit 
67  Corrective Actions 
68  Submit Corrective Action Plan 
69  ISO 9000 Requirements Matrix Failures 
70  Internal Systems 
71  Submit Corrective Action Results 
72  Registration Recommendation 
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Organizational charts are very common. The above is an example from a service 
organization. You may note there are no names attached. My personal opinion is it each 
company has to make a determination of format (such as shall we include names?) 
depending upon that specific company. 
The questions to address include: 

The issue of personnel turn-over 
Frequency of company reorganizations 
Company size 
Technology level of the company 

If you decide against names, it's no big deal as long as you can, through personnel or 
some other very definite, documented way, match a name to the position. 
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From a misc.industry.quality NG posting: 
The problem lies in assigning equal titles and definitions to every company in the world, 
which cannot be done.  In some companies, a "Managing Director" may be a second tier 
position; in others, "top management" for the facility undergoing ISO registration may be 
the Plant Manager, as in the case of a large corporation with multiple sites with various 
certifications, where the CEO might be so far removed (logically and physically) from that 
site he plays no role.  If  my company is a small 12-person software development wing of 
Microsoft located in Tennessee, is Bill Gates "top management"?  Of course not.  
(Microsoft jokes to follow....) 

One of my clients has empowered divisional VP's as "top management" even though the 
President/CEO is headquartered out of the same site; however the practical reality is that 
the President's role in this company requires constant international travel and macro 
management, so it's not practical to have him overseeing the quality system on a regular 
basis.  Quality managers report, during management review, to the VP's, who make all 
the usual "top management" decisions.  A report is sent annually to the President, but no 
action on his part is required. 
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I have shown you an example of an organizational chart. But remember, there are other 
ways in which companies define responsibilities. Bear this in mind because ISO and TS 
require you to defines responsibilities. My point is, look beyond an organizational chart. 
A good example is your company's procedures. If we're talking level 2's, and you're using 
flow charts, you can put the functional position responsible by each step. CAUTION: 
Remember the concept of where some companies, especially large ones and 'tech' 
companies, tend to 'reorganize' on a somewhat regular basis. Ask yourself this: If a 
reorganization occurs, what will trigger someone to update the chart? On a high level, it 
may be a management review output. On a lower level it is often the case that the 
departmental manager is responsible for his or her departmental organizational chart. 
Never use specific names on an org chart unless you like to make a lot of changes or are 
a very stable, relatively small company. 
So - we can look at procedures and, in many cases, even what many call work 
instructions, as vehicles to define responsibilities. In some cases inter-company memos 
define responsibilities. Many larger companies require departmental managers to notify 
specific people when they are not 'available' (vacation or whatever) and to specifically 
define who is assuming the manager's responsibilities while the manager is not available. 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 120 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 121 

Elsmar.com 

Note that this example responsibility chart is from an  ISO 9001:1994 implementation. In 
the package you purchased you will find the file “Responsibility_Matrix.xls”. It is already 
set up with the ISO 9001 elements. See the Process matrix sheet within the file. 

The bottom line is this may serve to give you some ideas on how to track the project from 
a high level. Unless we’re talking a company of 10 to 15 people, I really recommend 
tracking matrices. Even then it’s a good idea. 

Note that a master matrix can be effectively used to define what managers are 
responsible for understanding what elements. For example, every functional department 
is responsible for understanding and complying with document control procedures (4.1, 
4.2). But only ‘management’ is responsible for Management Review (5.6). 

So - you can use this matrix to track implementation (compliance) and you can use it to 
define which departments are responsible for compliance with each element of ISO 9001. 
The next slide shows this in detail. 
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This is a more detailed example of a spread sheet used to track progress. It was used 
during an ISO 9001:1994 implementation, however it should serve to give you a flavour of 
a way to track progress and responsibilities. 
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These are typical audit failure modes. 
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Folks, if you do not have a ‘dedicated company knowledgebase’ - a person - who 
understands the standard on a sentence by sentence basis, you are in for problems. 
Being able and ready to explain how everything fits together, not to mention 
understanding the requirements as they relate to your company, business style and 
product(s), is extremely important. 

Sooner or later there is going to be an interpretation issue with an auditor. If you are not 
prepared with knowledge, you have already lost. 
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Date 1/6/2000 -- Business granted deduction for QA standards Businesses will gain a new 
tax deduction for the costs of meeting international quality standards under a ruling by the 
Internal Revenue Service, which reversed its previous position. The decision Thursday 
involves a series of quality guidelines known as ISO 9001 that businesses around the 
world use for goods and services. Companies get certified by the International 
Organization for Standardization by documenting their processes so all current and future 
employees will continue to meet the same standards. 
The National Association of Manufacturers, the National Federation for Independent 
Business and other organizations petitioned the IRS in 1998 to permit companies to fully 
deduct the costs of gaining certification in a single year, instead of spreading the costs out 
over multiple years. Obtaining certification, the groups said in a joint letter, "can be both 
expensive and time consuming, particularly for small businesses." An average cost 
estimate was placed at $60,000. 
The IRS ruling says that costs incurred by businesses to "obtain, maintain and renew" the 
certification will now be fully tax deductible in one year, except for certain long-term costs 
such as creation of a company manual.  
See http://Elsmar.com/ubb/Forum2/HTML/000147.html 
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This is a snippet from a Project Plan in project software. I am a firm believer in project 
plans. Even smaller companies should use a plan. I am also aware of how often they 
change with circumstances. 
I highly recommend a tracking method. One of the worst things you can do in an 
implementation is lose control of the status of the project on a level of individual 
responsibilities. At Motorola in Guadalajara we help meetings every Thursday. It was in 
the ‘War Room’. Chairs were removed from the conference room. Each element had been 
assigned to a point person. Systems documents and status were posted on the walls as 
well as an overall progress chart. Every ‘point person’ had 5 minutes to state the status of 
their element and 5 minutes more to answer questions. The plant manager and all upper 
management attended each meeting. Absences were simply not allowed and there were 
none. 
This forced communication and an honest assessment weekly (we did the implementation 
in 6 months - ~4000 souls). If someone had a resource issue, this meeting is where it was 
to be brought up for immediate resolution (no waiting while upper management ‘thinks 
about it’). 
See slide titled: ‘Typical’ Detailed Implementation Steps Example 
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I have seen implementations where the company owner refused to take any part of the 
process - top management did only what they had to (like holding management review 
meetings which the owner did not attend). One specific company (of several) I have in 
mind I worked with closely. They did the implementation and registration because a 
customer required them to. ISO has done nothing for the business other than to be a 
yearly expense and to satisfy one 3rd tier automotive customer.  How is this so? At best, 
ISO 9K is no more than good business sense. The company was well run before it was 
ISO. As the owner said, I need this for what? He termed it for what it is to him - a new 
'cost of doing business'. Nothing less than another tax. 
Another is a supplier of transportation services to Ford. Ford required ISO 9K so they did 
it. But, as the owner wryly observed, Ford needs ISO one hell of a lot more than they do - 
and he is right. The Ford plant they service is QS-9000 (well, there was a threat to take 
their cert away in 2000 so there was a crash compliance program). The owner of that 
trucking company also refused to be part of the ISO process. Top management there also 
does only what is required to keep their certificate. But again, the company is well run to 
begin with. To them ISO is common sense. They do very little differently than they did 
before registration. To them it is simply a new tax - a cost of doing business in today’s 
world. 
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Understand that the existence of a ‘steering committee’ does not guarantee success. 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 136 

Elsmar.com 

Time to let everyone know what’s happening! 
For example, an ISO introduction seminar and awareness training is also a good idea. But 
do you train everyone, including hourly? One client did just that. It was a 3 day course / 
rolling project. All shifts. With most of my clients I leave awareness training on that level to 
managers and to internal auditors during the first complete phase of internal auditing. 
My only point here is that training is necessary but how this is done is variable. With 
Motorola Phoenix, I attended meetings regularly on a rolling basis visiting all the groups 
on the managers level. We also gave several large training ‘seminars’ and went into the 
fabs and other manufacturing areas. Some members of upper management were given 
one-on-one training. Line level personnel were trained by managers and internal auditors. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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This is a slide you may want to use in explaining what to expect to employees. 
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A war room is of little importance in very small firms. In larger companies (>50 employees) 
it really depends upon how quickly you want to move your project as well as how 
organized and disciplined your company is to begin with. In larger companies it offers a 
good way to control and track the project. It is more important when the project is a fast-
track project. 
I have seen resistance to establishing a war room. I like them, personally, particularly 
when it is an accelerated project. 
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Prior to going through your Discovery Sweeps, it is necessary for you to determine 
specifically what document classifications exist in your company. In a small company this 
may not be a big issue. In larger companies it often is in large part because of the way 
documents evolve in some larger companies. Some companies are already well 
structured and the structure is understood, but in many it is not. It is more common than 
say 10 years ago for companies to have some control over documents. But - don’t leave 
to chance. Make sure your structure is well defined, particularly if you are in a bigger 
company where corporate procedures will effect your procedures through Flow Downs. 
Please don’t scrimp here. It is important that all of your documentation be clear and 
consistent. Links between documents must be valid and appropriate. 
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This is an example from one former client where we discussed  a document classification 
structure. This was from a discussion session. We looked at document types and where 
they came from. 
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This is the strategy we used at Harley-Davidson. Note that we established 3 measurables. 
These were used to track project progress. A War Room was established early in the 
project. 
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The first thing I want a client to do is to ‘Sweep’ their facility. Every room. Every office. 

If you don’t know what you have, you can’t address everything. 

One of the things that never ceases to amaze me is how many things companies find. In 
one manufacturing area in 1998 we found a specification from 1984. No one knew what it 
was there for. Probably a project from long ago. In some companies I have seen memos 
that were 5 years old on bulletin boards. You might find, in one building, that some bulletin 
boards are always up to date while others are years out of date. A sampling will not catch 
this type of problem. 
The most common type of problem identified during sweeps is that of ‘work instructions’ at 
work stations, in cubicles on walls and similar spaces. Post-it notes are famous ‘work 
instructions’. 
Be on the lookout for use of white-out and ensure its use, if any, re3flects company policy. 
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The sweeps at one client facility of about 200 employees produced over 2 dumpsters of 
outdated ‘junk’ documents of all kinds. A number of hazardous chemicals were identified 
in storage rooms which had long ago been ‘forgotten’ about. In the lab outdated reagents 
were identified. On the surface the facility was neat, organized and clean. The detailed 
sweeps revealed the soft underbelly of the reality. 

If you decide sweeps are not necessary in your implementation, be prepared 
for surprises. 
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As you go through the ‘advice’ in these slides, remember that your company may not, for 
example, have paper work instructions. You have to look at your company and decide 
exactly what to look for and look at. 

Make up a check list (example follows) and keep to it! 
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Here we have a ‘Discovery Phase Check List’. What about service companies? Service 
folks don’t have traditional Measurement and Test Equipment, for example. 
You do, probably, have ‘process documentation’. You do have Documents of External 
Origin. You do have process equipment (maybe computers in a call centre). You do have 
Nonconforming Product. 
Here is where thought comes into play. Sometimes a service industry has a difficult time 
defining their ‘product’ initially. The next big step of determining and defining exactly what 
nonconforming product is tends to be a stumper. For example, if you sell insurance - What 
will you define as nonconforming product? 
For now, take a close look at the above check sheet. You might want to change it a bit but 
the concept applies. Obviously, I’m a Check List fanatic... 
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This is an example of a Work Instruction for operation of a commercial product. Their 
importance is often over looked. The notable trials at Christmas time and birthdays by 
parents of children is excellent anecdotal evidence for this. We’re in a hurry or the product 
manufacturer provides poor instructions and we have stories for later in life about the 
birthday where mom and/or dad had to assemble a bicycle. 
When I was young I build a number of plastic and wood models. From the ‘Visible man’ to 
a ‘working’ submarine to a balsa model of the Kon Tiki to many aerocraft - I built quite a 
few models. The instructions played an important part in every project. From sequence to 
“…insert tab A in slot A…”, the instructions tell what has to be done. 
Your internal work instructions are no different, really. The important part is knowing where 
you should have work instructions and where training or experience negates the need for 
work instructions. There are no hard and fast rules. It is mostly common sense. 
Another aspect of work instructions is how they fit into your overall system. Some 
companies have exacting software, often databases, which link documentation, make 
documents available to users and such. Some companies buy canned software and some 
companies write their own. I have had several clients who hired an outside firm to write 
their databases to their specifications. 
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This is a ‘standard’ documentation pyramid. 

Tier 1 = Policies 

Tier 2 = Think of these as Overviews of major systems (e.g.: Nonconformance system, 
Purchasing system, etc. 

Tier 3 = The actual systems in detail 

Tier 4 = Objective evidence - Proof that the systems are functioning as well as a source of 
data for various evaluations (such as inspection & test data). 
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These are examples of documentation. Documentation may be: 
On Paper, A Computer File or Electronic Media, a Book 

Documentation provides ‘Rules’ on how certain things *must* be done or describes 
ATTRIBUTES. 

A word about procedures: 
Procedures do not have to be long text documents. They can be: 
VERBAL, a simple FLOW CHART, or a TEXT DOCUMENT. 
Procedures. 
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There may be some changes in the way you do the things you do but they should be 
minor, if any. 

A common misconception is that once there is documentation, there is no easy way to 
change the documentation if it is wrong or ineffective or if it should be changed for another 
reason. This is NOT true. Documentation will be easily and quickly changed when 
necessary. 

The idea is NOT to simply put in tons of ‘written procedures’ for people to follow. No 
procedure will be written detailing how to go to the bathroom or how to go to lunch, for 
example. It is difficult to quantify ‘adequate’, but the idea is to provide documentation 
which is ‘adequate’ to ensure quality and consistency of processes. 
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Say what you do - this is the documentation (Tiers 2 & 3) which describes how jobs are 
performed. 

Moves - Train:  This means for every person doing a job, ensure training so that they can 
perform the function. 

Doesn’t - Calibrate:  If it takes a measurement or provides a certain measurement (e.g.: 
torque tools), it MUST be calibrated. 

If people do not complete forms and tags as necessary, there is no evidence that the 
event happened. 
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It is important for you to identify quality records as you go through your documents. 
Ensure where records are defined within a procedure or by a system, that it exists and is 
controlled. I have been into a number of companies where a procedure would call out a 
record which at some time was eliminated. The procedure was never revised to reflect the 
system change. 
In the simple document matrix we are using as an example 
(Document_Matrix_Example.xls) you can see there there are forms [blue type] (which are 
controlled documents) which become controlled records [red type]. The procedure calling 
out each record is, in this type of matrix, closely identified by sequence [procedure then 
form then record]. 
It is becoming more and more common for these to be electronic. That does not change 
the requirements, but many companies do not have a related matrix - they just rely on 
directory listings or something similar. While I have no problem not having a matrix which 
relates the documents (in large corporations this isn’t feasible), remember there are 
typically many links / relationships which, over time, tend to ‘get lost’ in complicated 
systems. 
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A complete listing of records expected (required) by ISO 9001 is in 
Clause_Interp_and_Upgrading.doc. See the section titled Records Required around page 
15.	
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These are the records called for in the standard. But don’t get your hopes up. Your 
company will undoubtedly have plenty of other records which are quality records. One of 
the important parts of the effort is to define what your quality records are. 
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Document mapping is typically done during and after the Discovery Sweeps. Until the 
sweeps are finished you may not know what all the documents are you have. This being 
the case, it is a dependency. 
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In large, complex companies, when mapping documents one has to take into account top 
documentation from corporate. Policies, procedures, forms and records. There is typically 
quite a lot of ‘odds and ends’ passed down the ladder. Policies such as sexual 
harassment and spending policies are typical. 
Remember that we have to address communication which, if there is a corporate level, 
includes that corporate level. 
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This is the ‘classic’ representation and is  typically seen in smaller, less complex 
companies. The typical pyramid representation is on the next slide. 
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This is the representation which everyone and their brother uses to represent a ‘standard’ 
document structure. It is supposed to represent the dependence of one on the other. I will 
admit that often when I see this I think it should be placed up-side down because I see the 
‘Quality Manual’ or Systems Manual as the foundation upon which the others are based. 
This representation, to me, better relays the understanding of the quantity of documents 
in a particular level. This ‘normal’ representation also is easier to follow as the 
requirements flow down which seems easier to comprehend than if the representation 
flows up - but maybe this is just my being used to the ‘normal’ representation. 
You should note that there is a level or tier 5 in my documentation pyramid which is not on 
‘normal’ representations. I include this level / tier because every company has ‘ad hoc’ 
documentation of some sort from time to time. For example, a process engineer may have 
a temporary (ad hoc) document to gather some specific information about a process for 
analysis. The documentation is not part of the ‘normal’ process, but… The operator (or 
whoever) is taking data. Was the operator trained for this? Is there a procedure or is the 
form ‘self evident’? Just a few thoughts. 
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What do we mean by ‘Flow Up’ and ‘Flow Down’? A flow down is where, in a document, it 
proscribes (requires) another document (or part of a document) which must exist. For 
example, if your quality manual says your company will track training in accordance with 
procedure A-12BC, then that procedure (A-12BC) must exist. The quality manual is, in 
effect, ‘flowing down’ the requirement to a sub-document. 
A Flow Down requirement does NOT have to be specified by a reference. A Policy, for 
example, normally states something shall happen or be complied with. An example is a 
policy which states: “All employees shall comply with ESD policies and procedures” 
implies these exist without actually referencing them (not always a good idea). This is 
definitely a flow down requirement. 
It’s a good idea to provide references, but often this is not possible. In the case of sector 
policies, for example, there may be many locations which are expected to comply. We 
comply by providing ‘local’ documentation which fulfills the sector policy requirements. 
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As always, I’ll point out that this is going to depend upon the size and complexity of your 
company. 
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The document mapping effort is extremely important. 

It MUST include communication with corporate not only in regard to Quality Systems 
Manual inconsistencies, but at all documentation levels where there is a system, team 
and/or documentation interface requirement. 

It must be detailed and precise. All inconsistencies must be addressed! 
Remember: 
After you map your documentation (Verification), you have to Validate your 
documentation. 
You Validate your document(s) by stepping through the actual process in step with the 
associated document. 
Each step must exist and must be in the order of the documents’ procession. 
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This is a representation of a ‘typical’ company. Notice the flow, but also note what are 
defined as support functions. Most companies align to this basic representation to a large 
degree. Even service companies when you come to think about it. The most common 
problem in service implementations is to associate these functions with a company’s 
actual functional departments. One service client had a position titled Process 
Improvement Manager. That position was responsible for ‘quality’ related functions in the 
organization. Initially, one might have heard the title and equated it with a ‘production 
manager’ or similar. 
My point here is to make sure you look closely and ensure your functional areas are well 
defined and the related responsibilities are clear. At that point you can start to align your 
functional representatives (management) with requirements. 
ISO 9001 does not proscribe any particular functional division. It only requires that you 
define what each functional division is responsible for. You may not find a direct 
equivalence in your company with each function in the above. For example, if you are a 
service company you may (or may not) have equipment to calibrate. If you do repair work, 
you may not immediately notice it, but material stocking will probably be applicable. 
Again, common sense has to come into play as you consider function responsibilities. 
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See Flowcharting.pdf 
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Remember, there is a file in this package with example flow charts in it. 
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Going into the details of how to do an internal audit is beyond the scope of this document. 
However, very soon I will have a file for sale addressing internal auditing. 
At http://Elsmar.com/Audit/ there are some slides on internal auditing. However, the 
changes to ISO 9001 have somewhat changed how audits are expected to be performed. 
Because of this the file is due for updating. 
If you want the file and just can’t wait until I update it, shoot me an e-mail.  



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 231 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 232 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 233 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 234 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 235 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 236 

Elsmar.com 



© Cayman Business Systems   USA  
513 341-6272 - Elsmar.com- The Cove! Implementing ISO 9001 Printed 2/21/10 2:33 PM 

Page 237 

Elsmar.com 

This is an example of an audit schedule which was used in an implementation project. 
During the first part we are bringing internal auditors on-board and training them and then 
monitoring them through their first audit. This is schedule is somewhat complex because it 
was part of training, part of the implementation driver, and part systems validation. In 
addition, the facility was approximately 2500 souls. 
Bottom line is - Get your internal auditing going early. 
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Document reviews typically run about $800 to $1250 US. In my opinion, they are often too 
short and, I would wager, sometimes not even done. I say this from experiences where 
the registrar came in for the pre-assessment and found problems with documentation 
which should have been identified during the document review. A document review is 
NOT like an audit. It is not supposed to be a sampling. That’s why they charge so much 
for them. 
Make sure you get the most from your registrar’s document review. 
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Get the most out of your pre-assessment. 
I have seen registrars take different directions in pre-assessments. My advice is to 
approach it from the point of view of document validation. Yes - you’ve gone through a 
document review. Now is the time to go a bit further and to have the individuals involved 
actively involved - explaining their systems. But - try to keep things limited to your major 
systems. At this point there is not much use in having the lowest level employees go 
through the inquisition. The compliance to the standard issues are important to validate 
now. 
Hopefully you will have been driving your implementation project in part through internal 
audits. These should have brought home to the ‘masses’ the idea of the audit. You should 
have already identified whether or not everyone understands their documentation, is 
completing forms as required, etc., etc. 
In short, make sure you come out of the pre-assessment knowing that major required 
systems are in place, compliant and are implemented and being used. During the 
assessment audit you can withstand a few minor nonconformances, but 1 major and - 
well, you might as well have put the audit off because the registrar will be back before 
they ‘recommend’ you for registration. 
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These are items which every employee must know. The auditors will ask these questions 
of individual employees at all levels of the organization. 

Two aspects are represented. 
Job requirements, etc., and the requisite documentation. 
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