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Whether auditing or being audited, the experience is not always 
pleasant - particularly for the person being audited. 
Both parties need to know not only what to do, but also what NOT to 
do. 
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Don’t be caught with your pants down! Run your business as if 
there will be an audit every day. 
 
It is my humble opinion that well run businesses do not need audits. 
However, then comes the real world. I must admit that I cannot 
remember having been a business where audits were not beneficial 
- WHEN DONE CORRECTLY. 
 
I give credit to scheduled audits (at least in some companies) for 
ensuring a ‘certain’ level of discipline in performance. 
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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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This course would help the auditors to explore the concepts above 
described, as well as to know which qualifications are required to be 
a good auditor, but just practice, proper monitoring and feedback 
would guarantee that a trained auditor becomes a competent 
auditor. 
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Even though here are defined most of the basics for auditing, it is 
strongly recommended to read also the ISO 19011 “Guidelines for 
Auditing Quality Systems” 
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If you are using this material for training of your company’s internal 
auditors, perhaps you would like to remove some of the pages in 
order to make the content “less formal” or “less complicated” from 
the regular internal auditor standpoint 
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For example, if you are doing a process audit and part of the 
process includes  taking SPC (Statistical Process Control) data, you 
can audit whether or not the operator/technician is taking the data. 
But - you cannot determine whether the operator understands SPC 
and what s/he is doing unless your knowledge of SPC is sufficient. 
One of the typical expectations in internal auditor courses, much like 
lead auditor courses, is the expectation that you understand ISO 
9001 (and/or TS 16949) and can interpret it with respect to your 
company. But - more about this later. 
 
The bottom line is if you don’t know about what you’re auditing the 
effectiveness of your audit will be limited. 
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This definition applies exactly the same for all kind of Audits 
(Accounting, Quality System, Government or regulatory Audits and 
so on).  
 
All those are intended to OBTAIN OBJECTIVE EVIDENCE about 
how the system being audited is working. 
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These definitions are the most commonly used within the Auditors’ 
world, sometimes with different wording, but almost exact meaning. 
 
It is very important to teach the internal auditors about these 
definitions, as it could help them understand their own role –and 
boundaries- within the auditing structure (their place in the food 
chain) 
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These definitions are as well valid, but less used as subtypes, they 
are rather used as “auditing techniques” or auditing approaches. 
 
The fact that ISO 9001:2008 focuses on process approach, has 
changed dramatically the meaning of “process audit”, and also 
changing it from a kind-of-optional audit method to a “must” 
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Audit types visually explained 
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Remember, we are not limiting ourselves to internal audits in this 
guide! 
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Also see Master_Glossary.xls in the Guide 
package. It is a list of approximately 100 common 
definitions. 
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Steps to be followed, preferably in that order. Working backwards, 
like documenting the plan once the audit is being done or already 
finished, not just shows the lack of planning but also the lack of 
commitment with the Audit process itself. 
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These are the four basic phases of an audit broken down with their 
sub-processes. 

•  Preparation 
•  Performance 
•  Reporting 
•  Follow-up 
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While a lot is said about preparation and other aspects of auditing, 
most people only see this part of the picture. Planning for the audit 
is seldom thought about because it is rarely seen. However, 
preparation for the audit may take as long as the audit itself. This is 
less of an issue with registrar audits and even less so with small 
companies. But when you have a large company, pre-audit 
coordinating, for example, can be a nightmare. 
Making up check lists can also be a problem, and also take up some 
time. But for most companies doing internal audits, once a check list 
is made up, with consideration to the company’s audit system, it will 
not change very often so the issue is typically one of being time 
consuming only prior to the first round of audits. 
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The ‘formal’ definition. 
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Folks, auditing is ALL about Objective Evidence. As in a police 
investigation, you have to have evidence and it has to be objective. I 
cannot say this often enough. 
It should be noted that at times there will be a question as to 
whether or not the auditor’s ‘finding’ is, in fact, a nonconformance. 
Typically it is written up and a determination of its validity made later. 
At the time of the finding, the most important part is that 
everyone agree on the facts and evidence which are in the spot 
light. I have seen many instances where a finding was written up 
only to be later ‘dismissed’. It may be an interpretative issue. 
Something may be ‘found’ which ‘clarifies’ why something was 
done as it was. Many things can invalidate a finding - every 
‘finding’ is different so there is no way to list them all here. 



Page 21 Elsmar.com 

You will also see me rant on several places about making the Objective 
Evidence retrievable. Let’s say you are auditing and find that employees are 
not signing off on their operation on a traveler. Typically a number from the job 
will do, but many auditors will also take a photo-copy of one or more samples 
found as evidence to accompany their report. This is very common in financial, 
military manufacturing and other ‘high risk’ situations. As I believe we all know, 
more than once a document (or situation) has been changed after the auditor 
has left. Some folks call this fraud, which sounds serious. Ummmm, well it is 
fraud. The situation will determine how serious it is. 
The reason auditors ask for a signature on the finding at the time the 
nonconformance is identified and recorded is to ensure all agree to the 
evidence. 
Most of the time, whether or not there is a nonconformance will be indisputably 
evident at the time of the finding. However, this depends upon many things 
including how ‘blatant’ the findings are, but also - you may have a real ‘hard  
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Audits are like going to the doctor, it’s better to do it as part of a 
planned annual check-up than because of a broken leg, a hearth 
attack or any other critical situation. 
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Every book you read on auditing will list some common and some 
unique reasons as justifications for audits. What this boils down to is 
there are a number of reasons one can cite for an audit (read 
Purpose). 

°  Products are ‘fit for use’. 
°  Adequate written procedures exist and are being followed. 
°  Conformance to specification. 
°  Determine effectiveness of use of company resources. 
°  Identify and reduce risks. 

These are just a few of the often cited reasons for audits. I’m sure, 
with a little imagination, you, too, can come up with some excellent 
reasons for audits. 
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Audit is, and Always should be, to demonstrate compliance. This is 
the focus both the Auditor and Auditee should have in mind while 
working in the process of audit 
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There is nothing worst than an auditor “biased” toward or against 
an area, element or process.  
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Times have changed. The fear should be changed for trust in the 
Auditor and the audit’s results. 
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These are the most widely cited reasons for audits and a 
having a formal audit ‘program’. I do find interesting the 
word practical in the second bulleted list item. Think 
subjectivity. 
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Internal Audits Section 
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The Internal Audit 
 
Sound familiar?  
 
It is the exact translation of the generic Audit definition, adapting it to 
“the internal eyes within the organization” 
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My personal opinion is internal auditing is being brought into the 
world of ‘specialties’. The question will become, is your company 
large enough to need a professional auditor? 

Nor I do believe internal auditing should be a ‘consulting’ activity. In 
addition, there is a lot of ‘talk’ about auditing as a ‘value added’ 
event. We can justify anything, I suppose. 

When we review this definition, it is really aimed at an Audit 
Professional such as someone who works for a registrar. As such, it 
will justify its existence as fully as possible leading to phrases such 
as those espoused in the second paragraph. 
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Audit is a process itself, and should be performed using Process 
approach. 
 
It is highly recommended to have the analysis of this process 
documented for guidance of the auditors. Inputs, Outputs, 
Resources and records identified. This is not just because it is one 
of the six mandatory procedures in ISO 9001, but also because it 
could be used as a training and guidance tool for the internal 
auditors (and to respond the external auditor when auditing this 
element)  
Remember: the most easy the process to be understood, the most 
probably to be followed. 
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The decision whether or not to require a corrective action and, if so, 
how far to go is often a management decision. Typically in registrar 
auditing, any nonconformance found (major or minor) will require a 
corrective action. However, within a company, sometimes the 
‘infraction’ is so minor that a decision may be made not to require 
one. This will have to be addressed in your company’s auditing 
procedure. 
In you company internal auditing procedure you should well define 
what is a ‘major’ finding and what is a ‘minor’ finding - if you make 
that distinction. There are some companies which do not even make 
a distinction of ‘major’ vs. ‘minor’. But - most do because it is 
‘convention’ to do so. 
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This is the IDEAL focus 
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The internal auditor doesn’t have the truth on everything… in fact, 
he has to discover enough hints to figure out the facts, but in the 
nicest way possible. Generating discomfort or anger in the auditee 
won’t help to the Audit process 
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An internal audit system should include: 
Schedule - at least 1 year, preferably 2 or more years. 
Trained auditors (can be internal training or such). A better word might be 
‘Qualified’ auditors. 
The response to a nonconformance should go through a system like a 
corrective action system. Many companies use one database to track 
nonconformances from all areas. That is nonconformances found in audits 
(internal and external), production, customer complaints, etc. all are tracked in 1 
database. The key to this methodology is well thought out ‘defect’ categories. 
But I digress. A method of escalation when findings are not acted on must be 
present. Sometimes the Management Review meeting is where this takes 
place.  
Can only be closed out after an evaluation of effectiveness is performed. 
Note that many companies make up audit check lists (audit plan) and reuse 
them every year - revising them only when an applicable procedure / system  
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There is an interesting thread in which these issues are 
addressed: 
 
http://Elsmar.com/ubb/Forum13/HTML/000054.html 
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There is an interesting thread in which some of these issues are 
addressed: 

http://Elsmar.com/ubb/Forum13/HTML/000054.html 

A full systems audit is typically the largest and most extensive of 
audits. Registration audits are for all intents and purposes systems 
audits where all systems are sampled. Depending upon a 
company’s size, it may encompass 5 or more auditors over a week 
or more. Typical companies in the 100 to 250 range are about 5 to 8 
man-days. See the file Audit_Man days.doc (included) for an idea 
what you’re looking at. 
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In this example, each of the ‘maps’ listed is a system. In a systems audit, you 
take one or more maps and follow them through. A registration audit will sample 
every major system and most sub-systems. 

Note that in a system audit, you will be looking at sub-systems. These may be 
called processes or procedures. Typically, procedures describe processes. The 
size and complexity of the company will determine how complex an issue this 
will be. In smaller companies, a ‘system’ may provide all the information 
necessary while in larger companies there is extensive complexity. 

An example of a document control system in a small company, for example, 
may be addressed in a single ‘process map’. If you start talking a Motorola 
sized business, the document control system is going to be quite complex, as 
you can imagine. 

This becomes very important in planning an audit and in considering sample 
size. But - more about that later. 
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Note that there are different types of training. You must address all 
types. The ‘typical’ Big Five are: 

Orientation - Basics given when someone starts their employment. 
On-The-Job - An example would be training on how to run a machine. 
Systems / Procedure Changes - Whenever a procedure or system is 
trained, this has to be ‘communicated’. 
Individual Needs - Generally training which will help in the future. An 
example would be managers training for someone  
Elective 

Records: No records, it never happened. Training records and their 
control is absolutely a top priority and will, not maybe, WILL be 
assessed during the registration and subsequent audits. 
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There is an interesting thread in which these issues are 
addressed: 
 
http://Elsmar.com/ubb/Forum13/HTML/000054.html 
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This technique is the most well know while auditing processes for 
years. Mainly because is the logical and it involves the verification 
step-by-step of the overall process. The advantage in this technique 
is that most of manufacturing companies have some kind of process 
flow diagrams already for their own control purposes, so the Auditor 
would only need to obtain a copy and follow the path there 
described. 
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As mentioned in the previous slide and footnotes, here the key is to 
make sure the process is followed as described, and identify 
opportunities during that verification, as could be the identification of 
wastes, accumulations that could lead to mixed material, lack of 
traceability on non-conforming materials and so on.  
 
This is the way the Auditor verifies the proper follow-up of all the 
related procedures and systems while auditing directly one single 
process. 
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This is a different way to perform the Audit, and has been polished 
since the ISO 9001 got its last revision in year 2008, as a 
consequence of the need to assure all elements interacting in the 
process  are being considered and actually audited as well. No 
black holes  or “unmentioned processes” are allowed anymore. 
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Using Layered Process Audits 
What is a Layered Process Audit? (LPA) 
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Using Layered Process Audits 
Two types of LPAs 
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LPA – Process Audit 
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LPA – Error Proofing Audit 
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Facts in Layered Process Audits 
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LPA Frequency Plan 
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Product Audits 
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Technically there are internal and external ‘product’ audits. 
External audits are not normally described as audits, but 
they can be called audits. Especially in service companies. 
 
Examples include: 

°  Door to door surveys 
°  Product mail response forms 
°  Telephone surveys 
°  Location surveys (grocery stores, shopping malls, etc.) 
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There is an interesting thread in which these issues are addressed: 
http://Elsmar.com/ubb/Forum13/HTML/000054.html 
 
Thoughts: From TS 16949:1998 
8.2.2.3 Product audit 
The organization shall audit products at appropriate stages of production and 
delivery to verify conformity to all 
specified requirements, such as product dimensions, functionality, packaging 
and labeling, at a defined frequency. 

 
NOTE: These activities, also known as “inspections”, is based upon 
sampling. Where customer PPM requirements are met, the  
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My biggest problem with compliance interpretation in 
internal audits is that interpretations vary widely. Sending 
someone to a 5 day internal auditor course does not 
prepare that person for the myriad of interpretations that 
arise in a typical audit. 
 
I suggest you take a read through http://Elsmar.com/ubb/
Forum13/HTML/000054.html for some insight on opinions 
regarding internal auditing. 
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Reasons To NOT Address Compliance In Internal Audits 
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More Reasons To NOT Address Compliance In Internal Audits 
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A few more Reasons To NOT Address Compliance In Internal 
Audits 
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The last of the list -- Reasons To NOT Address Compliance In 
Internal Audits 
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The Famed Document Pyramid 
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The above is an example of where a company had a simple control system. 
Masters are kept on a protected drive. Each person responsible for a document 
‘owns’ a directory which only s/he can write to. Control is, obviously, very 
decentralized. 
Companies control documents in many was. Some use canned software. Some 
smaller companies have everything on paper. The position of the computer 
today makes paper systems very rare, but there are some that still exist.This is 
only to say that your system has to meet some basics but the variability makes 
it impossible to predict. 
Important elements of your system should include: 

Approval 
Review - during initial construction, when changed and “…on a regular basis…” (which 
may be yearly). 
Change control 
Availability 
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Another Document Control System 
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Audit Types - A Brief Review 
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A Quality Management System? 
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Performance is the key word. It is not enough anymore to have the 
documented system, if the performance of the company is not 
showing a good trend (or at least compliance!) 
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Documented Systems 
Say What You Do, Do What You Say 
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Many Requirements 
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Specifically for the Automotive Industry:  
TS 16949 Document Origins 
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Documentation Hierarchy 
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Needs update 
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Typical Operations Flowchart 
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The Documented System 
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The Details 
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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  
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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. 
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. 
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5 

What is a System? 
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System vs. Process 
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When you want to verify a system, you should think about how far to go. You 
can go to the extreme of auditing every procedure and every system in every 
department yearly. Ask yourself whether you have the resources (human) to do 
this and whether it makes sense. There is no requirement that every last 
procedure be audited. 
 

It is my opinion that the vast majority of companies over audit! 
 
When looking at a system, say document control, if you ‘sample’ the system in 
3 out of 8 departments, will that give you a sense of security that the system is 
sound? Or will you only be satisfied if that system is audited in every 
department which is responsible in some way for compliance with it? I use 
document control because in almost every company EVERY department has a 
responsibility  to document control. Control of Quality Records is much the 
same. 
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In a small company auditing every procedure may not pose 
a significant problem. But as the size of the organization 
increases, one might find auditing every single procedure is 
a daunting task unless you have auditors who only audit. 
(See notes on previous slide) 
Consider this when you define your audit scope. 
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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. 



Page 90 Elsmar.com 

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. 
 
As is evident on the right side of the system, your end users are the 
product recipients. 
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As mentioned earlier, if you look at a system or a process, there will be other 
systems and/or processes acting in concert with it. That these links work and 
that communication is effective is an important factor. 
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. 
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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.  
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  
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What is a Process? 
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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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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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Significant and Critical Processes 
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Responsibilities 
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Client’s Responsibility 
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Auditor’s Responsibility 
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Auditee’s Responsibility 
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Auditor Qualifications 
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When considering the above for consideration in qualifying an 
auditor, one should bear in mind it really depends upon the intent of 
the auditor. This is to say, if you want to be an RAB Lead Auditor 
you are going to need more than if the intent is for internal auditing. 
For the individual company, the important part is that you define 
your minimum requirements. In some companies it is as simple as 
having attended an internal auditing course. One of my clients sent 
their QA Manager to a Lead Auditor course. He then used my 
‘Guide’ files to train his own internal auditors. This passed muster 
in their ISO 9001 audit. He has added a ‘training’ audit where 
another ‘qualified’ auditor observes the first audit the ‘new’ auditor 
performs. 
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The personal nature of auditing makes these qualities desirable. On the other 
hand, the reality is not everyone has all of these qualities. What I am trying to 
say here is that there are people who are good auditors who are not ‘perfect’ 
in accordance with the above (and many following) attributes. 
In addition, to a large degree auditing is as much an art as it can be a 
profession. That said, there are good plumbers and there are bad plumbers. 
Both may be professionals, but that doesn’t mean they are equally qualified 
and competent. 
I go to a dentist in Midway, KY - over 100 miles away. My brother is a dentist 
with an office about 20 miles from me. Both men are good, but my Midway, KY 
dentist is a true artist. Even my brother, who has seen me from time to time, 
comments on John’s excellent work. Yes - John is an artist in so far as dentistry 
goes - especially bridges and crowns. 
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Preparing for the Audit 
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Planning The Audit 
 



Page 109 Elsmar.com 



Page 110 Elsmar.com 

The Audit Plan 
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Audit Failure Modes 
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Most internal audits do not require a second (or third or more) 
auditor. These are more common in larger audits with a wide scope. 
Company size also plays an important part. In this Guide package, 
you will find a document named Audit_Man-days.doc which gives 
guidelines for Man-Days. 
Recently a client was told by a registrar that the requirement for a 
company their size (registration audit) was 6 man-days. He said 
they may send 1 auditor for 6 days, 3 for 2 days or 2 for 3 days. This 
assumed 1 ‘man’ per ‘team’. 
Sometimes it is nice to have a second auditor, but typically it’s a 
luxury unless it’s a training audit. 
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Audit Team Assignments 
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An excellent thread on Audit Scheduling is http://
Elsmar.com/ubb/Forum13/HTML/000159.html 
 
Again, one should note that scheduling of audits is 
dependent upon your specific company and the type of 
audit. Those working for registrars are more consistent 
because of guidelines set up within Guide 62 and related 
documents. 
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8.2.2 correlates to the old 8.2.2 of ISO 9001:1994. The new standard states that 
your company must plan and conduct periodic internal audits to determine 
whether your quality management system: 

a) Conforms to the ISO 9001 standard, and 
b) Has been effectively implemented and maintained. 

Your company may take into consideration the status and importance of the 
activities and areas to be audited and the results of previous audits when 
planning your audit program. You must define the audit scope, frequency and 
methodologies. Your audits must be conducted by someone other than the 
personnel who perform the activity being audited. 
You must also have a documented procedure that includes the responsibilities 
and requirements for conducting audits, ensuring the audit is independent, 
recording the results of the audit and reporting the results of the audit to 
management. 
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You must define the audit scope, frequency and your audit method, in doing this 
you must place into consideration the importance of activities and areas within 
your company to be audited, obviously placing the most importance on the 
areas having the most effect on quality. This is not a new requirement of ISO 
9001. 
 
When choosing your auditor you must select an individual other than one who 
performs the activity being audited. The Internal Quality Audits are often 
assigned to the financial manager. however the quality manager, as the 
management representative, will usually maintain responsibility for the 
development of, and implementation of the quality audit activity. Internal quality 
auditors will require training; in addition those performing audits can start their 
activity during development and implementation, to ensure that the quality 
system reflects reality and is being deployed effectively. 
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TS 16949 requires that the entire ‘quality system’ be 
audited yearly.  
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This audit schedule is one from an implementation project. In it, you 
can see where I and M are supervised to help bring new auditors 
‘up to speed’. 
The scope of the audits was the entire department against all 
relevant documentation. Understand that the purpose for these 
‘internal audits’ was in large part to drive ISO 9001:1994 
implementation in the company. 
You might also have noticed that this schedule is one based upon 
departments of the company. This is one way to do it. This 
‘schedule’ was used in conjunction with a responsibilities matrix 
(see next slide). 
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The above is a sample compliance audit. An important consideration here is to 
notice that this is an audit by one person. This is why there is no column for 
“Auditor”. In situations where there is more than 1 auditor, you will want to 
include an “Auditor” column. 
In addition, you many have noticed, for the same reason, there are no 
scheduled auditor conferences. During multi-auditor audits it is common to have 
several “Auditor Conferences”. Some use part of the lunch break or just before 
or after lunch. Some do not Some do and also have an ‘end of the day’ 
conference. It is in these conferences where they alone discuss their findings 
and ‘where to go from here’. 
One last consideration is that there is no ‘numbering’ of the compliance 
elements. Many companies do structure around the element numbering 
scheme of ISO 9001 or TS 16949. Registrar audits almost always cite the 
specific ‘section’ or ‘paragraph’ they are addressing. 
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Check Lists 
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Check List Preparation 
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A check list may be ‘simple’ such as this, or very complex. You will 
find that the most important part of planning is time. One can dwell 
on one thing for hours if one wishes. This is the reason the scope of 
the audit should be well defined and a good reason for check lists. 
This check list is more along the lines of what one might see for an 
auditor who pretty well knows the process. It is relatively specific to 
a particular company. On the other hand, it dos not cite specific 
operator instructions or other specific documents (by number or 
other specific identifier). I am not trying to say there should be more 
detail. Or less detail. Most importantly, ask yourself what you are 
trying to achieve -- and how much time you have to do it in. 
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Sample Size 
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Sample Size 
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I mention this as you may want to validate my premise that sample 
size is nothing more than what you feel comfortable with. 
 
But remember - you have to be ready to give your reasoning on why 
you chose the sample and the size you did. “Duh” or “Well, why 
not?” does not fly well with auditors. 
Key word - REASONING 
 
Key ‘Question’: “Please explain why and how you chose the 
sample you chose and the size.” 
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Audit Strategy – Vertical vs. Horizontal and Upstream vs. 
Downstream. 
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One of the things you will find about auditing is that you will develop 
your own method of approaching an audit. As is noted above, the 
way you audit will in part be a function of the purpose and scope of 
the audit. In the case of a customer auditing you (or you auditing a 
customer) there will probably be a focus on that product and related 
paperwork alone whilst in an ISO registration audit, the auditor will 
be most interested in the systems in general. They may track a 
single product through all the systems, however the focus will be on 
the systems, not so much any specific product. 
On the other hand a product audit may consist only of taking a 
sample and inspecting them. 
Internal audits are another matter entirely. 
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Review of Working Documents 
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Representative Samples 
 



Page 136 Elsmar.com 

Pre-Audit Confirmation 
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Executing the Audit 
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Changes Happen 
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Your opening meeting, if there is one, will depend upon the 
audit specifics. If you’re doing an internal audit of a 
manufacturing area, you might hold the meeting right there 
- standing - at or in the area. Or - you might want to grab a 
conference room and more thoroughly go over the agenda 
and other issues. 
The level of formality will depend upon you and your 
company. And the specifics. If you are doing a third party 
audit the meeting is typically quite formal. Formal audits 
almost always have agendas. In the case of an audit by a 
registrar you will find they have very formal, detailed 
agendas. 
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Each line item in this registrar ‘check list’ for the introductory 
meeting is a discussion topic. Different auditors and registrars 
handle this differently. I have never seen one without a check list 
such as this. The biggest difference is how much ‘bull’ the auditor 
throws in. Some meetings are 20 minutes. I have seen them drag 
out (quite literally) into 90 minute boredom sessions. 
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A Typical Registrar’s Finding Record 
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This is the definition of the audit nonconformance process for this 
registrar. 
 
For more definitions, see http://Elsmar.com/level2/m-vs-m.html 
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A Registrar’s Opening Meeting ‘Outline’ VI 
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A Major Nonconformity Interpretation 
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Other Interpretations 
 
MAJOR NONCONFORMITY 
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Other Interpretations 
 
MINOR NONCONFORMITY 
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From: http://Elsmar.com/level2/m-vs-m.html 
There's absolutely nothing in ISO9001 to cover this. It's just one of those things 
that SLAGIATT (seemed like a good idea at the time), became standard 
practice, and has grown to be almost axiomatic. 
I think it grew from formal auditing practice, where a Major nonconformance 
was enough by itself to warrant refusal of certification/registration, a Minor was 
enough to insist on corrective action (and if there were enough minors, refuse 
certification), and an observation was not one where corrective action was 
mandatory. 
However, given that it had to do with what was allowed and mandated, it has 
little relevance in any responsible approach to internal auditing or classification 
of nonconformances. In internal auditing, there are either things that need to be 
fixed or things that don't: the things that need to be fixed can be regarded as 
problems, nonconformances, issues, or improvement recommendations. In 
classification of product/service nonconformances, I suggest only two 
classifications: acute, where immediate corrective action is warranted (we never 
want this to happen again), and chronic, where Pareto prioritisation should 
precede corrective action (this is happening too often). 
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I am bringing this up because during the second audit, from the lead 
auditor, I kept hearing this statement: “ISO 9001 is all about 
performance.” He brought into the equation continuous 
improvement in the sense that you have to improve performance 
everywhere. The only problem I had with this is it sounded more and 
more like a consulting session. 
At the start, the lead auditor took off like a banshee. He was almost 
drilling the auditee (this was management). His focus was on 
whether what the auditee was doing was sensible (as opposed to 
compliant). While the lead auditor did mellow out, the ‘interview’ 
remained somewhat contentious. 
I have to give credit to the auditee. He was exceptionally bright and 
took all in stride. He ably answered questions and maintained a  
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Nonconformance Reports 
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Writing Nonconformance Reports 
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One way to ensure that everyone understands and retains a good 
perspective on the intent of a management system audit, is to 
develop an audit mission statement. A two or three sentence 
statement that captures the positive and constructive intent of your 
company's audit program can help keep the auditor and auditee on 
track. 
 

Finally, Quality System audits are not surprise audits! They are 
planned and everyone knows when it will happen, and what 
elements or departments will be audited.  There should be no 
surprises, as this tends to foster mistrust towards the audit process, 
and a feeling of "them versus us" between your company and the 
auditors. 
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This is something everyone should know with respect to 
documentation they are responsible for. 
Everyone MUST understand the basics of what controlled 
documents are all about. 
Everyone should have a basic understanding of what they have to 
do to effect a change in a document. 
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This really addresses outside auditors, or fears thereof, more than internal 
audits. I include this slide for those of you who are preparing folks for their 
‘first’ external audit. Many people have a real fear of auditors. Even some who 
have experienced many audits. For some people it’s like taking a test. As we all 
know, there are some ‘good’ test takers, and some ‘bad’ test takers. Ensure 
that everyone is as ‘relaxed’ as possible. 
At one larger client, during the registration audit, 2 people became so upset 
whilst being interviewed that they broke down and had to be taken to the local 
hospital. No kidding. And it wasn’t an evil auditor. They were just very scared 
people. I try to tell folks to remember that they do their jobs every day and since 
the3 auditor can only ask questions about what they do, and not what others 
do, it’s an easy test. Heck, they do the same stuff every day for the most part. 
This is, of course, easy to tell someone. That doesn’t mean they’ll take it to 
heart, but it may help alleviate some apprehension. 
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The auditors are looking to se what people are doing and, 
as stated above, it’s pretty simple stuff. After a registration 
audit, I have heard every time, from many people, the same 
thing: 
 
“Is that all there is to it?” 
 
If you’re prepared, when the ‘test’ is over - Yes. Yes. Yes. 
That’s all there is to it. 
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One very important thing to remember here is to keep the size 
of the ‘gang’ as small as possible. During audits at some 
companies, ‘gangs’ tend to develop. You have at least 3 people to 
begin with, but then someone will drift over and sorta stand there - 
just to listen in, of course. Then another, and then - well, you get the 
idea. Next thing you know you have a ‘gang’. 
Then the questions start. Someone asks something like “Would it 
be OK if I keep mine in a file drawer…?” The question is from one of 
the ‘listeners’ who just ‘dropped by to listen’. Next thing you know 
there’s a near riot. People talking to each other, etc. 
The situation is often tense enough without disruptions and a 
‘gang’. Let the auditor do his/her job. Keep the group small 
and keep on the agenda. 
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You can use this slide to explain to your employees what 
the different types of audits are - assuming you plan to prep 
everyone. Some companies have been through many, 
many audits and explanations may not be necessary. But if 
your company has never gone through a major audit 
before, you might want to prep them with some ‘general’ 
information. 
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Another ‘audit prep’ slide - The Reason For Audits 
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These are a few things I like to cover in ‘prep’ sessions. 
These help reinforce the idea that this is not all a secret plot 
to ‘Get Them’ by management or anyone else. Let them 
know everything is open and nothing is ‘hidden’ to 
be ;’sprung’ on them later. 
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Things Everyone Must Know 
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During ‘prep’ sessions I really like to give these as minimum 
pointers. Each topic above I have a story for, but I’d really have a 
long essay one some of them. 
One I will include is that sometimes an auditor will ask a question, 
get an answer, and then just stare at the person. Within 10 to 30 
seconds that person will start talking again - about something. About 
anything. This is because they see the auditor looking at them and 
since the auditor is not saying anything the auditor must be waiting 
for more ‘information’. It’s a very old auditor ‘trick’. If they need 
more ‘clarification’ wait for them to ask for it. Watch out, or you’ll 
find the auditee rambling on forever. 
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