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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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Did | Catch You Unaware?
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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. | must admit that | cannot
remember having been a business where audits were not beneficial
- WHEN DONE CORRECTLY.

| give credit to scheduled audits (at least in some companies) for
ensuring a ‘certain’ level of discipline in performance.
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Auditing

This powerpoint file is formatted to be read and printed in the ‘Notes’ view.

Many explanations and details are contained in the ‘Notes’ portion of the
presentation. While not all slides have text in their Notes’ window, many
have some relevant info. If you do not see the ‘notes’ below this slide you
are not using the ‘notes’ view.

Arial and Zapf Dingbats are the two ‘normal’ fonts used.

Marc T. Smith
Cayman Business Systems
8466 Lesourdesville-West Chester Road
West Chester, Ohio 45069-1929
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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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Guide Objectives

° To Develop an Understanding of What is Required of
a ‘Quality’ System Auditor

° To Review the Guidelines for Auditing ‘Quality’
Systems

To Develop Auditing Techniques

° To Utilize these Concepts through Actual Audits

[e]

Understanding How to Respond to an Auditor

T ot N 0100 Auditing and Being Audited Slide 4, Print Date: 5/1/13

Alatnce

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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Related ‘Stuff’ We’ |l Be Covering

° Understanding the General Structure of Quality Systems

° 1SO 19011 “Guidelines for Auditing Quality Systems”
* If you don’t have these, you should purchase them.

Review Documentation Hierarchy
° Understanding Auditing Techniques n

Planning Schedules
Creating Check Lists

Audit Plan
Audit Findings/Observations
Preparing Audit Reports
° Team Audits p -
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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”

Elsmar.com

Page 5



Caution

Whilst some of you may be using this guide for internal
auditing, in general it addresses auditing as a third party
just as the ASQ's CQE (Certified Quality Auditor) course
and exam does. This is to say much of the material is
aimed at folks who will be dealing with companies they do
not work in. This said, you will see | take a very formal
approach at times. Most classes on auditing do. For
example, we will talk about introductory meetings.
Obviously these can be very formal and long (up to an
hour or more), whilst for some companies doing internal
audits the formality is very limited.

o

So - as you go through the guide, recognize that the
amount of formality will be dependent upon your specific
situation.
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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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Caution Il

o

This guide is not intended to address specific interpretation(s)
of ISO 9001, TS 16949 or any other specific standard or
customer requirement. It is *fassumed* that anyone auditing
will have the appropriate background / experience / education
in that which s/he is auditing.

For purposes of being practical, when ISO 9001 is mentioned,
it means we are referring to the version 2008 of the standard.
Same case for TS 16949, which is the version 2002 the one
we are considering for this presentation’ s revision.

It is "assumed”* that we all know you cannot audit anything you
do or are responsible for. Conflict of Interest is the phrase.
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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 1ISO
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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Auditing - The Program
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The Goal Of An Audit

To Collect

Objective Evidence
To Permit An
Informed Judgment

About The
Status Of The Systems or Product Being Audited
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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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Basic Types of Audits

° Internal (First Party, Self)

* This type includes audits by your company employees,
consultants and contractors.

[e]

External

* Supplier Audit

+ Second Party

* This is where: 1. Customer employee(s) audit your company or
where 2. Your employee(s) audit a company which supplies your
company with a product or service.

* Independent Organization
+ Third Party - Registrar

* 1.- A customer wants an audit of your company but wants your
company to pay for it. 2.-Your company wants to be certified even
if it is not a customer requirement but rather a business strategy.

* This type of audit is described as independent.
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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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Audit Sub-Types

Compliance (do we comply with the standard)
* Example: Desk audit of high level systems

[e]

[}

System (the theory)
* Example: Audit of Document Control

Process (the practice)
¢ Example: Audit of an assembly or fabrication ‘station’
* Note to service industries: you DO have comparable processes, as
+ the hotel’ s front desk check-in station,
+ the kitchen in a restaurant,
+ the x-ray station in a hospital or
+ the initial visit/evaluation of a consultant for a service quotation

° Product (the resuilt)
* Example: Dock Audit

+ A breakdown of the finalfproduct. Verify paperwork trail,inspection and test results, for each
item of the product. Verify key characteristics meet dimensional requirements.
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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

Compliance Audit

System Audit System Audit

Process Audit Process Audit

Product Audit Product Audit
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Audit types visually explained
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A Typical Audit System

/ Define \ Gather data Evaluate Findings Reveiw &
" Jor other id ti Yesh] Prepare N bmit
[ Audit: | and/or of evidence negative report submi
[ Purpose evidence and decide ? working paper
\ Scope, [
Objectives
v v
i Audit finding Review &
No report Yes submit report
finding
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Report Last ;m
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ﬂ

?
X Management
Auditor Representative
Function Function
T Evien b 20130450 Auditing and Being Audited Slide 13, Print Date: 5/1/13

Notes

Elsmar.com Page 13



Definitions: “Who”

Auditor: A person who has the appropriate qualifications
and performs audits.

Client: A person or organization requesting the audit. For
internal audits, this is the Management Representative.

Auditee: An organization,facility or person being audited.
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Remember, we are not limiting ourselves to internal audits in this
guide!
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Definitions: “What”

° Quality System: The organizational structure, responsibilities,
procedures, processes and resources for implementing quality
management.

° Observation: A statement of fact made during an audit and
substantiated by objective evidence. However, this definition is
changing over time to include opinions.

° Objective Evidence: Qualitative or quantitative information,
records or statements of fact pertaining to the quality of an item
or service or to the existence and implementation of a quality
system element, which is based on observation, measurement or
test and which can be verified.

° Nonconformity: The nonfulfillment of specified requirements.
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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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Phases of Auditing

° Planning and Preparing for the audit
° Execution of the audit plan
° Reporting the audit results

o . .
Close out of corrective actions
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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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The ‘Standard’ Four Phases

Successful
Internal Auditing

|
[ [ [ |

Preparation Performance Reporting Follow-Up
Select Team Opening Meeting Recording Verification of
Nonconformances Corrective &

Preventive Action(s)

Quality Manual Interviewing Results Re-Audit
Evaluation Evaluation
Audit Schedule Examining C.AR.
Formulation
Discussion Report(s)
Distribution
Closing
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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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The Part People See

Opening Meeting
Collection of Information
Record and Grade Nonconformances

Evaluation of Number and Significance of
Nonconformances

Assessment of Compliance to Requirements
Preparation of Findings

Closing Meeting Review
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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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Quality Audit

One Definition

A systematic and independent examination to determine
whether quality activities and related results comply with
planned arrangements and whether these arrangements
are implemented effectively and are suitable to achieve

the stated objectives.
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The ‘formal’ definition.

Elsmar.com

Page 19



Objective Evidence

It exists and is ‘retrievable’

° Not influenced by emotion or prejudice
Based on observation

Verbal or documented

° Verifiable

May be quantitative

° Within the systems being audited

° Take Detailed Notes!!!
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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. |
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. | 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.
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Objective Evidence Il

Registrar Non-Conformance Record

Customer Name: Date:

Registrar Auditor: Auditor Initials / Number:

Location of Nonconformance Non-conformance Number
Customer Escort: Previously written up: YES or NO

If YES Non-conformance Number & Date:

Nonconformance written by registrar auditor:
Classified by Registrar X assessment teram as: Major Minor Opportunity
ISO 9000 Standard number and clause:

Non-conformance and Evidence:

@omer Acknowledging the Evidence and Facts: )

Response to nonconformance by customer:
Note: The plan or action to coirrect the non-confformance is due within 30 days. Please always reference the
non-conformance number if respOnding on a spparte sheet.

By signing here you should only be
agreeing to what was found / observed.
You should NOT be agreeing that there is
definitely a nonconformance.
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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 | 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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Reasons For Audits
One Purpose of Audits

Is To Remove Bear Traps

Audits, both internal and external, should be cited as a part of your
company’ s Preventive Action program. They are in part meant to

detect problems early. Identified nonconformances typically should
trigger an investigation.

The Elsmar Cove! - Elsmar.com
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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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More Reasons For Audits

° 1SO 9001 and TS 16949 Require Them

° A Control Mechanism Used By Management
° Tool For Continuous Improvement

° Correct Nonconformities In Systems

° Helps Assure Ongoing Systems Operate As Intended
And Required
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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.

° ldentify 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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The Audit Must Be

Open, Honest, and Constructive

The Person or Activity Being Audited Always Gets the
Benefit of the Doubt.
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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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Validation

Random Basis
Auditor Chosen
Permission

Factual Agreement
Objectivity

Be Polite

Be Professional
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There is nothing worst than an auditor “biased” toward or against
an area, element or process.
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Auditors Are Not....

Inquisitors

o

[¢]

Fault Finders

Rock Throwers

o

Avenging Angels
(Biased For or Against)

[e]

Dishonest

o

Overactive
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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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Why A Formal Audit Program?

° To ensure the documented systems meet
specified requirements.

° To ensure the documented systems are practical,
understood, and followed throughout the
business.

To maintain records of audit activity including
areas audited, nonconformances, and corrective
and preventive actions.
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These are the most widely cited reasons for audits and a
having a formal audit ‘program’. | do find interesting the
word practical in the second bulleted list item. Think
subjectivity.
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Internal Audits

T e 3ot 00 ™ Auditing and Being Audited
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Internal Audits Section
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The Internal Audit

The Systematic Investigation

of the Intent, Implementation, and
Effectiveness

of Selected Aspects of the Systems
of an Organization
or One or More of It’ s Departments
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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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lIA" s Definition Of Internal Audit

Definition according to the Institute of Internal Auditors
(lIA)

http://lwww.theiia.org

@ "Internal auditing is an independent, objective assurance and
consulting activity designed to add value and improve an
organization's operations.

& It helps an organization accomplish its objectives by bringing a
systematic, disciplined approach to evaluate and improve the
effectiveness of risk management, control, and governance
processes."
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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 | 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, | 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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Internal Audit System Base Requirements

o

Documented system
* Remember 8.2.2 in ISO 9001:2008 and TS 16949

You must have a Schedule
* Preferably 1.5 year minimum

Effective Corrective Element
* Including An Escalation ‘Trigger’

Verification of Corrective Action

* You CAN NOT close an audit out until the effectiveness of the
corrective action is verified and validated!

Input of results into Management Review

* This must include any specific problem areas as this is the highest
level in the escalation feature of your system.

‘Inclusion of working environment” (TS 16949)
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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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Internal Audit System Base Requirements

There are several very important features to bear in
mind:
* |tis important to consider whether the identified
nonconformance is a ‘repeater’ (recurrent).

* Particularly in internal auditing, disagreements arise which
must be resolved by the audit program manager (or the
equivalent).

* Not every nonconformance identified requires a formal
corrective action.

* Some require a ‘minimum’ corrective action.

* Some require a serious, in-depth investigation following the
8-D format or any other method specified by customer or the
organization itself.
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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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Role of the Internal Auditor

(o}

A Catalyst

o

An Interface Between
Different Groups

o

An Advisor

o

A Reporter of Fact(s)
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This is the IDEAL focus
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Internal Quality Auditing

° Is NOT a Police Force

° Is NOT an Inspection of Products

° Is NOT an Interrogation Task Force

The Elsmar Cove! - Elsmar.col
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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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Key: Box colour/
line weight indicates

responsibilty Example Internal Audit System

Audit :
Manager I 3 > Schedule
frreteeeseeanesasesaresarsnrnans ' Formulate Yes Follow Up
Assigned Yearly Audit l
° i Schedule i No
Auditor R R : Escalate | Determine
; T Appropriate Follow
i Schedgle Aud!t : Up Audit Date
: And Assign Auditor : Track Follow
e Up < l
_____________________________ Y Contact Auditee -
i o —— Agree on Follow
Plan i No o Audit . .
Individual e Plan " Up Audit Date
Audit i oo v
o Perform Audit Ensuring
l Yes Implementation Of and
R, Effectiveness Of
: Contact Auditee - Nonconformance / Reaction
Agree on Date, Corrective Action 1
Time, Scope of Report
Audit No «
Yes
Close Aud|t ........................... . 'Mt '''''
) Nonconfo i & File i Update Audit : i Management :
Perform Audit rmance? Results | i pSchedule .7t ReviewInput
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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 | 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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Compliance Audits

T Evien b 20130450 Auditing and Being Audited Siide 36, Print Date: 5/1/13

Notes

Elsmar.com Page 36



Compliance Audits

It should be noted that, in fact, broadly speaking, every
audit is, in one way or another, a compliance audit.

Even a product audit is assessing conformance
(compliance) against something - a drawing, an
inspection sheet - something.

When you see the words Compliance Auditing, you
should bear in mind the context.
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Compliance Audit

A Compliance audit is typically an audit which compares a
company’ s defined systems against those required by the
standard being audited against.

* May be extensive such as with a TS 16949 audit, or may be a
customer audit which is very limited in scope.

Typically you look at the requirements of the standard or
requirement and contrast them against the company’ s systems.

Typically a Compliance (Conformance) Audit is done as a
‘Desk’ audit. This is verification of compliance.

When a registrar does a Quality Manual Review prior to the pre-
assessment audit (usually at US$750 to US$1500), for all
intents and purposes they are doing a Compliance Audit (does
the manual address every line item of the standard being
audited against).
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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 is an example of
a matrix used in a
systems compliance
audit against QS
9001, ISO 9001:1994
and VDA 6.

The yellow cells
indicate where the
company (SAA)
complies with each
‘requirement’ .

Compliance Audit

SAA

SAAF

SAAT

1694 ISO QA Procedu Procedu
Requirement 9 9001 VDA 6 Man. re re
Management Responsibility 4.1 4.1 MO1. 1 - -
Quality Policy (Statement)|4.1.1 14.1.1 MO1. 1.1 . -
Quality Objectives 4.1.1 MO01.02 1.1.2 = o
Organization (Quality)|4.1.2 |4.1.2 2 = ©
Responsibility & Authority|4.1.2.]4.1.2. M02.02 1.2 . .
Resources and Trained Personnel|4.1.2.]4.1.2. TBD |HR-100-| 05-100-
. . . M0Z2.06, 05-1T00-
Quality Training/Education 05.02 01 .
Mgmt. Representative (Quality System |4.1.2.]4.1.2. M02.03 1.2.3]| 07-100- -
Organizational Interfaces (per APQP & CP)|4.1.2. 07-150- | SE-130-
Management Review|4.1.3 |4.1.3 MO1.04 1.3 - -
Business Plan|4.1.4 1.4 . -
Analysis and Use of Company-Level Data|4.1.5 1.5 - °
Customer Satisfaction & Customer|4.1.6 P15.05 1.6 |07-1600+ 2
Quality System 4.2 4.2 2 07-100- -
General|4.2.1 |4.2.1 2.1 = o
Quality System Procedures |4.2.2 |4.2.2 2.3 - -
Quality Planning (per APQP & CP)|4.2.3 |4.2.3 2.5.1| 07-150- -
Use Of Cross Functional Teams (per|4.2.3 07-150- -
Feasibility Reviews (per APQP & CP)|4.2.3 |2.5.1 07-150- -
Control Plans (Prototype, Pre-Launch &|4.2.3 |2.5.1 07-150- | SE-130-
PFMEA (per PFM&EA Ref. Manual)|4.2.3 |2.5.1 07-150- | SE-130-
Key/Critical/Special Characteristics |4.2.3 |2.5.1 07-150- | SE-130-
. M02, 02.01,
Quality Assurance Manual 02.04 21 . .

The scope of the audit should define exactly what will be audited.
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Systems Audits
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Systems Audit

Is an audit where high level company systems are reviewed. In
eneral terms we are talking about Level Il procedures which
orm the backbone based upon the Quality Systems Manual.

It usually probes the interactivity (communication) of the inter-
related company systems and as such often cross ‘functional’
area ‘boundaries’ .

Typical Systems Audits:
* Document Control
* Nonconformance
* Control of Measuring and Test Equipment

Thus, it is very common to carry them out in multiple
departments. For example, if one decides to audit Document
Control, one must audit a number of departments where that
function is executed.
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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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Controlled Documents Master List

Systems Audit

Legend
Y =Yes NW = Network Server N=No P = Purchasing 5
L = Local S = System =
—_ w
. w L
= s
-B.A. = To be announced, document w1 ¢ assigned a revision date during next g O t sl
eorder from supplier. S — § -g S % 'Eé
o= x4 P
etention time shown is the minimum time record is  retained as active before ; g § é é E ¥ g
rchiving. Records can remain in system indefinitely and are identified by "ind". ; & s T D g 3 ©
a a
5 - T2 oo &
£ g STT EOE
5 3 EEESEE o
Document or Record « & = Responsibility
Quality Manual .doc 1/31/01 S|Y NW | Quality Mgr.
Quality Policy doc 1/31/01 S|Y NW | Quality Mgr.
Quality Objectives / Systems doc | 131001 |s]|Y NW |Quality Mgr.
Quality System Overview Map. / .sdr 7/20/00 SlY NW | Quality Mgr.
Management Hierarchy Map / / / .sdr 9/27/00 SlY NW | Quality Mgr.
Document Control Main Map e .sdr 9/12/00 |S|Y - NW [Quality Mgr.
Document Approval Request For .doc 9/18/00 Sy - NW | Quality Mgr.
Document Approval Requegt Forpf -copfipleted - - -|- Y 2 - |See Map
.doc 1/5/01 Sy - NW |Mech. Egr. Mgr.
.doc 11/29/00 | S|Y NW |Mech. Egr. Mgr.
Controlled Documents of .sdr 9/7/00 S|Y - NW |Quality Mgr.
Controlled Do ents of £xternal Origin Database Access | SeeDb. [S|Y Y ind NW |Resp. Engineer
Con ents of External Origin Database .doc 10/30/00 [S|Y - NW [Quality Mgr.
Work Instruction
Quality Records Map / .sdr 7/21/00 S|Y NW [Quality Mgr.
Management Review Map .sdr 7/21/00 Sy - NW | Quality Mgr.
Management Review Form .doc 8/10/00 S|y - NW | Quality Mgr.
Management Review Form -post meeting - - Y 2 - |Quality Mgr.
Management Review Summary Report .doc 2/1/01 S|y - NW | Quality Mgr.
Management Review Summary Report -completed - L-{- Y 2]-] - |Quality Mgr.
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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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Example Training System - A Support System

Yearly

Document i
Requirements Employee Yes Review
In Job Description Trained?

& Job Posting
OJT - New Hire Schedule

Employee
Trained?

On The Job Individual Needs
P 1 Assessments
1
Department Determine Job : Assign New or Determine Individual
Manager Affecting Quality 1 | | Existing Employee Training Needs
1 To Job
: Supervisor
Determine Qualifications |,
and/or Training Necessary || Supervisor Training Needs
To Perform Job 1 Documented
! ' '
1
1
1
1
I
1
1
1
1

Employee Performs

Supervisor Or Trains Employee [~
: Specialist Py Assigned Job Employee
T P Scheduled For
4 And Attends
Departmental Manager Training
Updates <

Training Record

Not all systems are manufacturing systems. There are many support
systems which you may be auditing as well.
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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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Process Audits
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Process Audit

A Process Audit is where the company’ s procedures are
validated and also is a requirement of ISO 9001 and TS 16949
(8.2.2,8.2.3)

Processes are sub-parts of a system. As such, they are typically
a part of a system audit.
Process audits are almost always a part of a larger system(s) audit.
This is not to say that process audits are only performed as a part

of a larger systems or registration audit. An internal audit may
indicate the need to perform a specific process audit, for example.

Almost always, one or more other process(es) will interact with
any given process. One very important issue to consider is the
effectiveness of communications between systems and/or
processes as well as the effectiveness and efficiency of the
process itself.
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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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Process Audits

There are several ways to Audit a process. The method to be
used would depend upon the defined way the company used to
map their processes.

In general terms the mapping could be done by:
¢ following the process flow chart steps,
* using the “turtle” or “football” model to identify inputs,

outputs and resources required (prior to start following the
steps of process flow chart)

* Using layered audits to key parts of the processes (by the ay
this addresses the LPA automotive customer specific
requirement, mandatory for GM and DCX suppliers, but also
recommended by the other automakers)
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Example of process Mapping with process

flow chart

A Typical Series Of Manufacturing Processes

You may choose to examine 1 or

more of the processes. This
should be defined within the Traveler
stated scope of the audit.

Remember interacting

processes. The Inspection

It is not typically part of the
manufacturing process
instructions. However, some

MRP and other systems do Inspection
include inspection instructions. Instruction

Instruction here is a possible
example. Work
Instruction

The Elsmar Cove! - Elsmar.com
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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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When using this way to Audit,
|dentify Process White Space Issues

Smmmmmmememe e —————— Do Any Corporate Procedures Apply ????
-~
4 \
Receiving |[——| Process 1 |——| Process 2 Process 3 |— | Final Pack —»'\ Ship "
\ -~_
Control Ctrl Plan & Ctrl Plan & Ctrl Plan &
Plan & FMEA FMEA FMEA
FMEA Responsibility Responsibility Responsibility Control
Responsibility N F;B AS=SY Plan &
- FAB FMEA
Materials?
SQA?
I v
White Space Issue e S

\
(\ Customer ,#—| Warehouse
e

~
‘———’

Don’ t forget about ‘white space’ issues. White spaces are places where you
might not think of procedures existing. Example - Typically materials
management is involved.
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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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Using “Football” diagram to map and

Plans/Objectives/Targets:

nputs, Including
Sustomer
‘equirements:

Audit processes

Process based Internal Audit ‘Football’ Checklist Manufacturing Process
Audit Scope Audit #,
Product I.D/Traceability etc Results/Yield/Productivity: | CAPA/GE:
Process Steps Outputs:

Process controls/inspection/tests

Records control:

D control: Calibration:

Non-conformance control:
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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)

° Tool developed by Automotive Industry leaders (DCX,
GM) is an ongoing system of process checks that verify
proper methods, settings, operator craftsmanship, error
proofing devices and other inputs are in place to ensure
a defect free product.

LPA’s assure that defined methods and work
instructions are utilized, problem solving solutions are
held in place, and all process issues are identified and
quickly corrected.

° AIAG Guide CQI-8 “Layered Audits Guidelines”
addresses the basic rules of LPA

The Elsmar C
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What is a Layered Process Audit? (LPA)
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Using Layered Process Audit

Two types of LPAs

° Auditing the Process itself

* Use of a checklist with keypoints to verify (see
example in next page)

° Auditing the Error Proofing

* Also using checklist, example in the page after the
following one
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Two types of LPAs
Nofes
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LPA - Process Audit
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LPA - Process Audit
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LPA - Error Proofing Audit

[

Section 1: Work Cell Specific
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LPA - Error Proofing Audit
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Facts in Layered Process Audits

° How Long either LPA Takes?

* On average 15 minutes

° What is needed to perform a LPA?
* A pen or pencil
* A Checklist
* Knowledge of the Process
* (A sense of humor helps)
* Commitment for success

T Reoweion N 20130830 Auditing and Being Audited Side 54, Print Date: 5/1/13

Facts in Layered Process Audits
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LPA Frequency Plan

° Plant Manager-once a week
¢ Area Managers-once a week
° Production Supervisors-once a shift

This Proposed Frequency Should :

° Encourage Management Involvement
° Establish Operator Feedback

¢ Establish Accountability

Recommended starting point:
At the highest point of risk.

T Reoweion N 20130830 Auditing and Being Audited Side 55, Print Date: 5/1/13

LPA Frequency Plan

Motes

Elsmar.com Page 55



Product Audits
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Product Audits
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Product Audit

A product audit is an assessment of the final product or service
and it's ‘fitness for use’ evaluated against the intent of the
purpose of the product or service. |.e.: Does it meet
requirements?

May be performed by:
* One of your customers.
+ Also see 7.4.3in ISO 9001:2008 and TS 16949.
* Internally as a ‘Final Inspection”, ‘Dock Audit’ and others
+ Also see 8.2.4in ISO 9001:2008 and TS 16949

External product audits are typically oriented to a specific
customer.

In military manufacturing this used to be called ‘Source
Inspection’ .
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Revision N -

20130430 Auditing and Being Audited Slide 57, Print Date: 5/1/13

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.

Aatoe

Examples include:

o

o

o

Door to door surveys

Product mail response forms

Telephone surveys

Location surveys (grocery stores, shopping malls, etc.)
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Product Audit - A Brief Review

1=~ Product audits are most commonly done by a company on
its supplier. In some product audits dimensional, electrical
or other measurements may be taken. Test results may be
reviewed.

i [nternal audits do not typically include product audits in
and of themselves. More typically you will be reviewing a
product audit performed by someone as a function of
auditing the Product Audit Procedure.

i TS 16949 does have a very specific Product Audit
requirement (8.2.2.3). See the Notes below.
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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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What Will YOU Will Be Auditing?
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Basic Audit Focus?

° Desk Audit:

* Are your systems compliant with the standard(s) (such as
ISO 9001 or ISO/TS 16949) you are auditing against?

* Do your systems address customer requirements? Federal,
state and local requirements?

° Process Audit:
* Do employees know their process’ inputs and outputs?
* what procedures ‘affect’ them?
* Are employees following procedures?
* Are the required resources available to execute the process?
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Internal Audits - Focus

° If your situation is that of internal auditor, your
company should choose a method which suits your
company.

Most internal auditing courses approximate a Lead
Auditor course which focuses on compliance audits.
As we know, compliance audits typically involve
interpretation of compliance to ISO 9001 [or other
standard(s)] by the auditor. Make sure you want that
level of expertise and depth.
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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.

| 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

° Typically, over time, compliance is determined by
high level procedures.

As in the ‘standard’ document pyramid, it is evident
that lower level procedures - all the way to the level of
work instructions and defined On-The-Job training will
be compliant if they follow the higher level procedures
which are supposed to be defining the parameters of
the lower level documents and systems.
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Reasons To NOT Address Compliance In Internal Audits
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Reasons To NOT Address Compliance In Internal Audits

If your high level procedures are compliant, your lower level
procedures ‘must’ be as well.

Every time your registrar ‘visits’, it chooses a sample of your
systzmsdand verifies, among other things, compliance to the
standard.

Theoretically, every year they should cover every compliance
element at least once.

And every 3 years they are supposed to (although it appears this
practice is dying) they are (were?) supposed to go through - well,
essentially a ‘thorough’ (complete?) audit like the registration
audit.

It seems more and more registrars are admitting that the ‘3 year
blowout audit’ isn’ t really much more than a money maker. It
doesn’ t accomplish much when you’ re there every 6 months to a
year anyway.
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More Reasons To NOT Address Compliance In Internal Audits

Elsmar.com Page 63



Reasons To NOT Address Compliance In Internal Audits

So - your registrar and your Quality Manager should be
watching your systems compliance pretty closely.

Your registrar will tell you any ‘significant’ change to your
quality manual has to be submitted to them for approval and
may require a re-audit of the change.

Your Quality Manager is internally typically the one who is
supposed to be ‘watching the systems’.

Your secondary line if defense is in your document control
system. Changes are supposed to be reviewed and approved
by ‘appropriate’ people.

In your company, who is ‘appropriate’ ? In many companies
it' s one person. In larger companies there are typically many
people who can review and approve documents.
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A few more Reasons To NOT Address Compliance In Internal
Audits
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Reasons To NOT Address Compliance In Internal Audits

The question becomes: Who can review and who can approve (yes, it
can be one person who does both) new and changed procedures
(systems included).

And the answer is not always simple in larger companies. But again to
cite the famed document pyramid, in larger companies there are layers
and functional areas which address issues they are responsible for.
There are supposed to be ‘suitable’ reviews and approvals.

The bottom line is no procedure, new or changed, should change
compliance to standards, customer requirements or other such
requirements such as legal, federal, state and local regulations.

If this is not the case, your document control system, and probably other
systems (e.g. Design) is (are) not compliant.
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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

Defines Policy,
Quciity
Assurance
Mcnucl

Tier 1

Defines Who, What

Tier 2 and Wwhen

Answers How

Tier4 Fonms & Togs Ohjective Evidence The Resutts
Records
Tiers Ad Hoc, Temporary Documents
Eg.: Dattat colke chion sheets mcce for 302 cial ime stigotions andd
te rgorciny rcre ricl icke ntity togs.
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The Famed Document Pyramid
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4.2.3 Control of Documents

Base System
Identify Document / Data
Affecting Qualityand | Proposed Proposed
Document Revision

Location(s) Requiring

Identify Need for a
Change to an Existing
Document / Data

Access Affecting Quality
Any employee may Produce Document If Electronic, Copy to
recommend a new In Personal Space Personal Sp;ce From Q
Using Appropriate Drive

procedure or a Template
revision to an From the Q Drive
existing procedure.

Revise Document

This is a COMPLIANCE
¢————e CONTROL feature. It may
be one or more people.

< Copy Old Document from the Q Drive to

i Appropriate S Drive Directory or File Hard
: Copy to Maintain History. i

A l ........ ;

Upload Document to Appropriate
Q (Secure) Drive Directory

Document ‘Owner’

S S : Yearly review in accordance
¢ Communicate and Implement X
K i with local procedure.
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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

Request to Create (Add), Change
or Obsolete a Controlled

Document

Requestor
(Review and
Approval Loop)

Document Control Clerk

Document Control Clerk

Document Control Clerk

The Elsmar Cove! - Elsmar.com
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Document
Exist?

No

Yes

R-05001B

Obtain Appropriate
Review(s)/Approvals

Update Master Listing

Change/Release
Document

Record Change,
Release or

Requestor

Create Document
According to Defined
Rules

Requestor

Control System

This is a COMPLIANCE
CONTROL feature.

Notify Appropriate
Personnel, Train and
Distribute Document

A4

Appropriate Personnel

Is Document
ging Obsoleteg?
Document
Control Clerk

Document to Trash
or History File
As Defined
Document Control Clerk
or
Appropriate Personnel

Obsolescence
(History)

[ Document is Implemented
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Another Document Control System
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Audit Types - A Brief Review

Compliance Audit

System Audit System Audit

Process Audit Process Audit

Product Audit Product Audit
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Audit Types - A Brief Review
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A Quality Management System?

° The following slides are meant to give you an idea of
different ways to look at a company. You may be
looking at it from a ‘macro’ view or you may be
looking atitin a ‘micro’ view.

° Remember that a company is a complex collection of
iInteracting processes.

¢ Always bear in mind the Scope of the audit.
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A Quality Management System?
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A Quality Management System?

From ISO 9001:2008

3.1.1: Quality: Degree to which a set of inherent characteristics (3.5.1)
fulfils requirements (3.1.2)

3.1.2: Requirements: Need or expectation that is stated, generally
implied or obligatory.

3.2.2: Management System: System (3.2.1) to establish policy and
objectives and to achieve those objectives.

3.2.3: Quality Management System: Management system (3.2.2) to
direct and control and organization (3.3.1) with regard to quality (3.1.1)

3.3.1: Organization: GrouP of peo?Ie and facilities with an
arrangement of responsibilities, authorities and relationships.

3.5.1: Characteristics: Distinguishing features
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ISO 9001 and TS 16949
Quality Management Systems

Both are based in the same logic:

° Document What You Do, Perform to Your Documentation.
The basic saying was “Say what you do and do what you
Say”

Use a process approach throughout the organization.
Identify the key processes and their interactions.

Record the Performance of those processes as well as
the company overall, monitor, analyze, correct where
needed and improve it
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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

ISO 9001 & TS
16949,
Systems Manual,
SOPs, Processes
maps, Wls, Forms
and Records

Check What is Done!
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Documented Systems
Say What You Do, Do What You Say
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Many Requirements

ISO 9001, TS 16949

Customer Specific Requirements
Contract Requirements
Company System Requirements
(Policy, Procedures, Instructions)

OSHA

EPA

Federal and State Regulatory
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The ISO Standards

150 9004-1
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9001 to System Auditors
Dg\elolpmegt. 150 10012-2
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ofware Management N—
of Auditing
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Dependability
Management
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Specifically for the Automotive Industry:

TS 16949 Document Origins

Ford Q1 Automotive
ISO GM Targets for Excellence Customer
9001 Chrysler Pentastar Specific

Requirements
QS 9000
TS 16949
+ smmm ICIIIII(;ltIII' AIAG
alls bu FMEA, APQP,
Current PPAP, MSA, SPC

FAX In Questions to the:---g------------ Imterp retatlons
‘Interpretations
Committee
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Specifically for the Automotive Industry:
TS 16949 Document Origins
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Documentation Hierarchy

Policies & Procedures

oach
(MNon-Soe cific)

Defines Who, What
and Wwhen

Prod
Pro
flers Docume Answers How
Instructions
Tier4 Fonms & Tags Ohbjective Evidence The Resutts
Records

Tiers

Ad Hoc, Temporary Documents
Eg.: Dot colle ctionsheets mode for soe cial irvestigotions cind

te rrgporciny mcthe ricil icke ntity toags.
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Document & Data Control

Internal Audits

Management
Review

Quality Records
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Typical Operations Flowchart

A + _
Management
v
Sales/ |—3| Order —| Orderto —»| Procure Build — > Ship — > Bill —»| Collect
Marketing Receipt MFG. Material Product Product Customer Money
Mrkting Process Order Review Verify Inputs Review Reqmts Review Doc. Pack. Confirm Date Mail Invoice Receive Payments
Sales Process Gen. Doc. Plan the Job Make vs. Buy Kit Materials Create Pack. Docs. Resolve Disputes
Quote Process Acknowl. Order Release for Purch 7 Select Supplier Set up Equip. Create / Dist Invoice
Credit Approval Notify Mfg. Mfg. Issue RFQ Mfg. per Route Card Sched. Carrier
Place Orders Package Generate Ship. Docs.
Eval. Incoming Matls Send to Finish goods Pass to shipper
Material Dispo. File Paperwork

Autorize Supp. pay

Support Processes

Quality Document Traini Facilities Material
Management Systems Control raining
Processes Internal Audits
Results / Forecasts Pr;:ed:re: &
Business Plan andards
Mgmnt Mtgs. Control of Test Personnel Corrective Financial

Processes Stocking

Equipment Processes Action Processes

Design Supplier Data Securi Customer Customer Preventative
Engineering Approval ty Complaints Services Maintenance
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The Bottom Line

The Documented System

° vs. The Requirement(s)

+ What the standard and/or other requirement
states.

° vs. Objective Evidence
+ What is actually happening.
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The Details

Let” s Start From The Top

T e 3ot 00 ™ Auditing and Being Audited
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Complex Trade Relationships

CUSTOMER/SUPPLIER MAP - PHOTOGRAPHICS MPORTER - WAREHOUSE OPERATIONS
ULTMATE Professional

Remember that a | meurphomgmphe;_‘ photographers Fimprocessing
company does not Y |
operate in a | Protoraphic s l
vacuum. Just as MMEDIATE v
there are inter- Comgany sestrderprocessg s ksl i |
dependencies 4 I ]
within a company, INTERNAL Yy v #
there are external P . [ '> SOOS s
forces at work I sl warshouse sedions ]
throughout. — ¥ 1 v

Camiers - outgoing goods Camiers - incoming goods
Be sure to consider Y ¥
these influences. Packaging materials suppliers Company data processing dept

Materials handling equipment supplers
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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 | personally see cause-and-effects diagrams to be a very
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An Organization As A Collection of Systems

Account <
Management
v
Sales/ |—| Order »| Orderto »| Procure > Build > Ship > Bill —»| Collect
Marketing Receipt MFG. Material Product Product Customer Money
Mrkting Process Order Review Verify Inputs Review Reqmts Review Doc. Pack. Confirm Date Mail Invoice Receive Payments
Sales Process Gen. Doc. Plan the Job Make vs. Buy Kit Materials Create Pack. Docs. Resolve Disputes
Quote Process Ack l. Order for Purch 7 Select Supplier Set up Equip. Create / Dist Invoice
Credit Approval Notify Mfg. Mfg. Issue RFQ Mfg. per Route Card Sched. Carrier
Place Orders Package Generate Ship. Docs.
Eval. Incoming Matls Send to Finish goods Pass to shipper
Material Dispo. File Paperwork
Autorize Supp. pay
Support Functions / Processes
Quality Document Trainin Facilities Material
Management Systems Control 9 Processes Stocking
Processes Internal Audits
Results / Forecasts Procedures &
Business Plan Standards ) )
Mgmnt Mtgs. Control of Test Personnel Corrective Financial
Equipment Processes Action Processes
Design Supplier . Customer Customer Preventative
A . Data Security . X .
Engineering Approval Complaints Services Maintenance
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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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What is a System?

Collection of interacting parts functioning as a whole.

Collection of subsystems that support the larger
system.

Collection of processes oriented toward a common
goal.

The organization as a system.
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What is a System?
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System vs. Process

o
System
Pronunciation sI stEm
Definition A group of related things or parts that function
together as a whole.
Examples The school system in your city. The human
body
(o]
Process
Pronunciation pra sehs
Definition A systematic sequence of actions used to
produce something or achieve an end.
Example An assembly-line process. The digestive

process in a body
A System is made up of one or more Processes
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Systems Responsibilities

NOTE: This is a partially completed - g' _E
matrix. Your company has to define e B E g 2
P how YOUR functional departments £lT el |5]2]a]5
This is an example of a sl HEHE S AR EE =
Responsibility Matrix. ' HAHE HHHEEHHE
. 5 % 3|2 I .% 'E ] = ml|a
: = =
(See 1ISO_9001:2000 Elements pod B e b R L S SR S S S
R blt b D t 4.0 Quality Management System X
espons' ]||eS_ y— ep " Quality System Overview Map X
xls - included with this 4.1 Goneral Requirements X
. 4.2 Documentation Requirements X
gu1de). 4.2.1 General X
4.2.2 Quality Manual X
4.2.3 Control of Documents X
Document Control Main Map X
AS you can see to 4.2.4 Control of Records XX X X X X X X X X X X XX
; ! Quality Records Map XIXIX|X XXX X[X[X[X][X]X]|X
aUdlt 424 you can 5.0 Management Responsibility X
5.1 Management Commitment X
Choose from any 5.2 Customer Focus X
department because all 22 -l Poly B
departments have 5.5.1 Quality Objectives XXX XXX XXX XXX
. 5.5.2_Quality M t System Planni X
records of one kind or 5.5 Responsibilty. Authorty and Communicaion X
another Wthh requlre Management Heirarchy Map X
[ ’
control”. On the other hand, if you want to audit 5.4, you
don’ t have much choice from which to ‘sample’.
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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? | 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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Systems Responsibilities |l

This is another
example of
Responsibilities defined
for specific high level
internal procedures
(systems).

Note that at this point
there comes the
question: What is a
system and what is a
procedure?

Don’ t read too much
into the definitions.
Procedures describe
system details.

The Elsmar Cove! - Elsmar.com
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7.0 Product Realization
71 Planning of Product Realization
Production Development Map X
7.2 Customer-Related Processes
Order Entry Map X
Order Change Map X
Sales Quaote Map X
Special Order Traveler Map XX XX
701 Determination of Requirements Related to the
Product XX X
7.2.2 )
Review of Requirements Related to the Product XX X
7.2.3 Customer Communication X X
Technical Bulletin Request Map XX
7.3 Design and Development
Design Control Map X
Software Control Map X
7.3.1 Design and Development Planning X
7.3.2 Design and Development Inputs X
Controlled Documents of External Origin XX
7.3.3 Design and Development Outputs X
Part Number Request Map X | X X
7.3.4 Design and Development Review X
7.3.5 Design and Development Verification X
7.3.6 Design and Development Validation X
7.3.7 Control of Design and Development Changes X
Engineering Change Request Map X XXX XXX
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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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The Organization as a System,
Subsystems, and Processes

0] e 5T

oI ? "]

A ¥
No\/Yes

50

El] = i

Every company is made up of systems / processes. These interact. And
they extend beyond the company ‘walls’.
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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. |
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 | plate a part | am processing it. If |
take a piece of metal plate and form it in a press | 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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Systems and Subsystems

Army System
Marines
- for
Air Force Defense
Navy
<—>|:]<-—L>:]
n -
<—>|:]>|:I]
- ]

There are high level systems and low level systems. High level systems
are composed various sub-systems.
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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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Extending Outside the Organization

Systems Your Product(s)
-D—?—D
S - .D-Zg iy - E
U [ — I N
P —t D
P > > 5
L 733 :.J A
B =E= T S —I::—z:z U
I = —o3lZ| ¢ g
E ] E
R ~><F R
S ? S
Sub- System Process (or Sub-Sub-
System) Within a System
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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.

As is evident on the right side of the system, your end users are the
product recipients.

Elsmar.com Page 90



An Extended System

Process Within the System Sub-System System

N\ /

Environment Environment
Ij_ﬁ Yes ! %A

Y
y
—r Y
Suppliers lg .. %g Gﬁ_’“ End-user
: / T \ :
i

Short-term
Feedback

Short-term
Feedback

feedback feedback
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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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Measures In The Extended System

Systems / Processes

Machines Methods

Inputs Outputs

Outcomes

L Product

NN
A A

People  Material Environment

—r

Supplier End-user

Convert to Measurables When None Exist
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The biggest problem in the feedback loop is effectiveness of communications.
As an internal example, | 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. | 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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CAUTION!

o

As you go through an audit and you see links to other
systems, you must be careful. Make sure you stay within
the scope of the audit. | have seen auditors start to run to
other departments to follow up on paperwork and such.

If the scope of your audit is limited, don’t go running
around to other departments with a “Surprise! We' re here
to check out some of your paperwork to see if it agrees
with ...." If you do this you WILL make enemies! If that is
your intent, which it sometimes will be, then give that
department or person advance notice and formally include
them in the scope of the audit.
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What is a Process?

° A series of operations or steps that results in
a product or service.

° A set of causes and conditions that work
together to transform inputs into an output.

Processes are not a matter
of magic or faith: what gets
in WILL determine what
would be going out.
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Examples of Processes in
Manufacturing Environment

¢ Loading ordnance ¢ Purchasing supplies

¢ Dropping anchor ¢ Plating metal

¢ Arranging travel ¢ Metal Forming

¢ Preparing a report ¢ Machining

¢ Processing payments ¢ Training people

¢ Admitting patients ¢ Preparing a budget

¢ Starting propulsion ¢ Transporting hazardous
equipment materials

¢ Machine Maintenance ¢ Welding
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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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Quality Through Process Improvement

Process Feedback

Machines Methods

|
|
|
|
Product or
}/ /‘LA Service —.I Customer

I
People  Material Environment :
I
|

| Customer Feedback

Feedback is a cornerstone, so to speak, of ISO 9001. The implication
throughout the standard is that you will manage with data. When
auditing, make sure you consider this.
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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

o

Significant Processes

* Are processes by which the mission-essential work of the
organization is accomplished.

* Contribute directly to meeting the needs and requirements of
customers.

* Can be traced from output (to external customer) back to
input (to the organization).

° Critical Processes
* A stage within a significant process.

* One that is deemed as most important for control and
improvement.
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Significant and Critical Processes
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Responsibilities

T e 3ot 00 ™ Auditing and Being Audited
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Client’ s Responsibility

° Determine the need for and the purpose of the audit and
initiates the process

° Determine the auditing organization/department

° Determine the general scope of the audit, such as what
quality system standard or document to audit against

Receives the audit report
° Determine what follow-up action, if any, is to be taken,

and informs the auditee of it
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Client’ s Responsibility
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Auditor’ s Responsibility

Comply with applicable audit requirements
Communicate and clarify audit requirements

Plan the audit and carry out assigned responsibilities
effectively and efficiently

Document the observations
Report the audit results

Verify the effectiveness of corrective actions taken as a
result of the audit

Retain and safeguard documents pertaining to the audit:

Submitting documents as required
Ensuring documents remain confidential
Treating privileged information with discretion
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Auditor’ s Responsibility
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Auditee’ s Responsibility

° Inform relevant employees about the objectives and
scope of the audit

° Appoint responsible members of staff to meet with
members of the audit team

° Provide all resources needed for the audit team in order
to ensure an effective and efficient audit process

° Provide access to the facilities and evidential material as
requested by the auditors

° Co-operate with the auditors to permit the audit objectives
to be achieved

° Determine and initiate corrective actions based on the
audit report
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Auditee’ s Responsibility
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Auditor Qualifications

o

Education
Experience

Training

o

Proficiency

o

Competence

o

Communication
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Education, Training & Experience

o

Education:

* Candidates should demonstrate competence in clear and fluent
oral and in written concepts and ideas

o

Training:
* Knowledge and understanding of the standards, systems and/or
procedures audited
* Assessment techniques of questioning, evaluating and reporting

* Audit management audit skills such as planning, organizing,
communicating and directing

o

Experience:
* Candidates should have four years full-time workplace experience
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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.

Elsmar.com Page 103



Auditor Personal Qualities

o

Communication Skills

o

Tactfulness
Flexibility

Persistence

o

(]

o

Objectivity

o

Integrity
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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 | 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.

| 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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Personal Attributes
Auditors should:

° Be open-minded and mature

° Possess sound judgement

° Have analytical skills and tenacity

° Have the ability to perceive situations in a realistic way

° Understand complex operations from a broad
perspective

° Understand the role of individual units within the overall
organization
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Applying Auditor Attributes

Auditors should apply these attributes in order to:

o

o

o
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Obtain and assess objective evidence fairly.
Remain true to the purpose of the audit without fear or favour.

Evaluate constantly the effects of audit observations and personal
interactions during an audit.

Treat concerned personnel in a way that will best achieve the audit
purpose.

Perform the audit process without deviating due to distraction
Commit full attention and support to the audit process.
React effectively in stressful situations.

Arrive at generally acceptable conclusions based on audit
observations.

Remain true to a conclusion despite pressure to change that is not
based on evidence.

Alatoc
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Audit Preparation
Preparing for the Audit

Time Is A Most Critical Factor
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Planning The Audit

Objective

Scope

Team and Leader
° Audit Duration
Contact Company / Department(s)
° Establish Date & Time
° Check List

Team Briefing
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Audit Scope

Compliance to requirements or company procedures?
Entire organization? Specific area? Depth? Duration?

The client makes the final decisions on which quality system
elements, physical locations and organizational activities are to be
audited within a specified time frame. If appropriate, the auditee
should be contacted when determining the scope of the audit.

The scope and depth of the audit should be designed to meet the
client’ s specific information needs.

Standards or documents within the auditee’ s system should be
specified by the client.

Sufficient objective evidence should be available to demonstrate
the operation and effectiveness of the auditee’ s quality system.

The resources committed to the audit must be sufficient to meet its
intended scope and depth.

Stay within your scope - Do NOT wander about! (e.g. Calibration)
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The Audit Plan

The audit plan is approved by the client and communicated to the
auditors and auditee. Create a flexible audit plan which allows the
audit team to track-down audit trails yet ridged enough to ensure on-
time completion. The plan should include:

The audit objectives and scope

Identification of the individuals having significant direct responsibilities
regarding the objectives and scope

Identification of reference documents (ISO / TS standards, QM, SOPs,
Processes’ Maps and WIs)

Identification of audit members

Date, expected completion time and place for the audit
Meeting schedule for department members
Confidentiality requirements

Schedule of planned future audits
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Audit Failure Modes

Scope too wide for time allotted.
Plan is too specific for time allotted.
Sample sizes inappropriately large.
Inadequate or no check list.

Failure to follow check list.

Failure to adhere to schedule.

T ot N 0100 Auditing and Being Audited
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A Second Auditor

The problem, if there is

one, with a second @ Impartlal
auditor is that now </ ° Watcher
there is another person
in the ‘gang’ . & i ° Listener
You want to keep the Tlmekeeper
‘gang’ as small as ° Note Taker
possible. .

Corroborator

o

The bigger the ‘gang’,

e gan Special Expertise
the more discontinuity

will interfere with the ° Training
audit.
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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

When assigning an auditor to a team or task, the Auditors:

* Need to be independent from the department or
element. One cannot audit their own work.

The Auditor should have:
* A general knowledge of the department.
* A good knowledge of the standard requirement.

* A clear knowledge of the element or section in the
quality standard.
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Audit Frequency

The need to perform an audit, as well as frequency, is
determined by the client.

Determining frequency should take into account:
* Results of previous audits.

Status & Importance of the Activity.
Specified or regulatory requirements.

Significant changes in management, organization, policy,
techniques or technologies.

Changes to the system itself.

Internal audits may be organized on a regular basis for
management or business purposes.
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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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ISO 9001 Requirements for Internal Audit 8.2.2

NOTE: There are no new requirements in Internal Audit from the 1994 version.

The company shall conduct internal audits at planned intervals to determine whether
the quality management system
* a) Conforms to the planned arrangements (see 7.1), to the requirements of ISO
9001 and to the quality management system requirements established by the
company, and
* b) Is effectively implemented and maintained.
An audit program shall be planned, taking into consideration the status and importance
of the processes and areas to be audited, as well as the results of previous audits. The
audit criteria, scope, frequency and methods shall be defined. Selection of auditors and
conduct of audits shall ensure objectivity and impartiality of the audit process.
Auditors shall not audit their own work.
The responsibilities and requirements for planning and conducting audits, and for
reporting results and maintaining records (see 4.2.4) shall be defined in a documented
procedure.

The management responsible for the area being audited shall ensure that actions are
taken without undue delay to eliminate detected nonconformities and their causes.
Follow-up activities shall include the verification of the actions taken and the reporting of
verification results (see 8.5.2).

NOTE See ISO 1901 1for guidance.
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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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ISO 9001 Requirements Summary

o

Internal Quality Audits are required to ensure that the quality system is
working effectively and is in conformance with the ISO 9001 standard.
Internal Audits are a key component of your QMS, they provide a
means for measuring, analyzing and improving your management
system. Audits are also a very important input to the Management
Review process. The accuracy, scope and reporting of the results of
your internal audits are critical in enabling your management to identify
the need for corrective actions and preventive action.

The ISO 9001 standard has helped to clarify the auditing requirement.
ISO 9001:94 was a little vague when it called for audits to "determine
the effectiveness of Quality System". The new standard now is more
prescriptive, pointing to the purpose of the audit as to "determine
whether the quality management system a) conforms to the
requirements of this (ISO 9001) International Standard, and b) has
been effectively implemented and maintained." The use of check lists is
still a valuable tool for auditing.
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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 Internal Audit Requirements

8.2.2.1 Quality management system audit

¢ The organization shall audit its quality management system to verify compliance with this
Technical Specification and any additional quality management system requirements.

8.2.2.2 Manufacturing process audit
¢ The organization shall audit each manufacturing process to determine its effectiveness.
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.

8.2.2.4 Internal audit plans

° Internal audits shall cover all quality management related processes, activities and shifts,
and shall be scheduled according to an annual plan.

¢ When internal/external nonconformities or customer complaints occur, the audit frequency
shall be appropriately increased.

o

NOTE Specific checklists should be used for each audit.

8.2.2.5 Internal auditor qualification

o

The organization shall have internal auditors who are qualified to audit the requirements of
this Technical Specification( see 6.2.2.2).
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TS 16949 requires that the entire ‘quality system’ be
audited yearly.
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Internal Audit Schedule Example

May June July August
20| 5 [10(12]|19]|20(26(27|28]) 8 | 9 |[10[11(12|15]|16|17[18(19]|22]|23|24|25(26]|29|30|31|1 |2 |5

o
~
®

MIW[M|IW|W|TH[W[TH|FIM| T |[W[TH|F M| T|[W[TH[F|M|T|W|TH|F |M|T|W|[TH|F|M]T|W|TH
Management 1
Purchasing ] M
Resident Engineering | M
New Product Eng. | M
Quality Assurance | M
Inspection Lab 1 M
Calibration Lab | M
Audit M
Roll Test M
Wire Harness 1 M
Wheel Area ] M
Weld & Frame o M
Press 1
Machine 1
Tank & Fender |
Chrome
Paint 1 M
FLT Assembly o
FX Assembly o
XL Assembly
Assembly Set-Up lo)
Human Resources 1
Maintenance 1 M
Shipping/Receiving I M M
P&A o M
MIS |

[e}[e][e]

=== =

I = Planned - Supervised NOTES: "I" audits from present to 22 July.

M = Planned - Internal Auditors Monitor "M" audits from 22 July through Augt
P = Planned - Internal Auditors Plan and Execute "P" audits from August 22 onward.
N = Audit Executed - No Non-conformances

O = Audit Executed - Open Non-conformances

C = Audit Executed - Nonconformances Closed

i S ol Auditing and Being Audited Slide 118, Print Date: 5/1/13

Alatoc

This audit schedule is one from an implementation project. In it, you
can see where | 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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Example Responsibilities Matrix

In the previous slide,
you saw that the
schedule was by
department. In planning,
a responsibilities matrix
like this one was used
to determine what,
exactly, was to be
audited. Take Design
Engineering, for
example. If you look at
the column heading and
follow the column down,
you will see that there
are quite a few maps
which they are
responsible for
understanding and
complying with.

The Elsmar Cove! - Elsmar.com
Revision N - 20130430

matrix. Your company has to define how

NOTE: This is a partially completed

YOUR functional departments fit in.

1SO 9001:2000 Elements  _~]

hEhagement

Saledy

Design Engineenng |

f. Engineerng

Inventony

Receiving

Quality Control/Technician:

Production - Shopifesy!
Purchasing

Customer Service
Human Resources

Shipping
Technical Service

higintenance

7.0 Product Realization

71

Planning of Product Realization
Production Devel, ent Map

7.2 Customer-Related Proce;

x

x

ales Quaote Map

Special Order Traveler Map

rmination of Requirements Related to the

72 roduct

7.2.2 Review of Requirements Related to the Product

7.2.3 Customer Communication

XX

XX

Technical Bulletin Request Map

x

7.3 Design and Development

Design Control Map

Software Control Map

7.3.1 Design and Development Planning

7.3.2 Design and Development Inputs

Controlled Documents of External Origin

7.3.3 Design and Development Outputs

Part Number Request Map

7.3.4 Design and Development Review

7.3.5 Design and Development Verification

7.3.6 Design and Development Validation

7.3.7 Control of Design and Development Changes

Engineering Change Request Map

X

Do Pad P Do Dl P P P Pl Pl Pl P

XXX

Auditing and Being Audited
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A Sample Compliance Audit Schedule

Date: Wed 8/11 Subject Auditees Location
Time:
8:00 - 8:30 Opening Meeting Main Conference Room
8.30-9.30 Management commitment Plant Manager Plant Manager's Office
9:30 - 10.00 Quality System Kent S. QA Conference Area
Measurement, Analysis and Improvement
10:00 - 10:30 Non conforming Product I Kent S. QA Conference Area
10:30 - 11:30 Internal Audits I Kent S.
11:30 - 12:00 Lunch
12:00 - 12:30 Corrective / Preventive Action Judy W.
12:30 - 1:00 Document and Records Control Kent S.
12:00 - 1.00 QA Lab Kent S., Ralph S. QA Lab
1:00 - 1:30 MIS Steve K. MIS
1:30 - 2:30 Metlab Walt B. Metlab
2:30 - 3:30 HR - Training Carol Y., Sheri T. HR/ Training Coord
Office
3.30 - 4.30 Infrastructure Terry M. Maint. Eng. Office
Date: Thur 8/12 Subject Auditees Location
Time:
Product realization
8:00 - 9:00 Design Duane B. Engineering Conf Room
9:00 - 10:00 Quality Planning, PPAP Duane B., Judy W.
10:00 - 10:30 Process Control Duane B.
10:30 - 11:00 Manufacturing Capabilities Duane B.
11:00 - 11:30 Continuous Improvement Duane B.
11:30 - 12:30 Lunch
Logistics
12:30 - 1:00 Customer Communication Bill L. Customer Service Office
1:00 - 1:30 Purchasing / Purchased product John T. Materials Manager's
verification Office
1:30 - 2:00 Shipping/Inventory Control/Scheduling John T.
- g . .
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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

° Define the Sample

° Must Be
Representative
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approach
consistency
examined
samples

identified

The Elsmar Cove! - Elsmar.com
Revision N - 20130430

Identifies essential points to be

Check Lists

Organizes audit planning and °

Assures thoroughness and

Identifies necessary evidence /
Cross references to standards

Maintains audit direction

Auditing and Being Audited

Keep It Simple
Keep to the
Requirements/Facts
Look at Something
Look for Something
Approvals

Tolerances
|dentification
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Check List Benefits

Keeps Objective On Track

Shows Evidence of Planning

Maintains Pace and Continuity

Reduces Potential Bias

Decreases Workload and Time Requirement
Records Audit Sample

Exhibits Professionalism
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Check List Preparation

Organization
Responsibility/Authority
Qualification/Training
Control of Documentation
Nonconformance Control
Calibration (if appropriate)

Records or Other Evidence
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Check List Preparation
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QAF 8.2.2-3 IN-PROCESS AUDIT REPORT

DATE: OPERATOR:
MACHINE NO: AUDITOR:
PART NO: WORK ORDER NO:
SEQUENCE NO: OPERATION:
AUDIT ITEM REMARKS YES | NO
OPERATING INSTRUCTIONS D D

. Review Work Instructions to verify that all documents for
the operation are current and applicable to the item being
produced. Observe the operator to insure that all

instructions are followed.
CALIBRATION
Verify that calibrations of gages and tooling are current.
X a m e Observe the operator's use of the gages to determine that
they are properly setup and accurate measurements are

made.

U
O

LAST OPERATION COMPLETE
Review the Traveler to determine that all previous
operations have been completed and are signed off by the
previous operator.
MATERIAL IDENTIFICATION
Verify that any material stored in the area is and that the
operator is using the correct material.
FIRST PIECE INSPECTION
Verify that a first piece inspection has been performed at
the beginning of the shift and after any changes to the
process.
. . ’ NON-CONFORMING MATERIAL IDENTIFICATION
ThIS IS part Of a Company S Ascertain that Non-conforming material is properly
. . . . e identified and separated from acceptable work.
check list. The entire list is in INPROCESS CONTROLS
. . Establish that Operator inspections have been performed
Aud |t Check L|Stdoc and recorded. Inspect one or more samples and compare
- - results.
CORRECTIVE ACTION EFFECTIVENESS
Ascertain the effectiveness of any previous corrective
action.

OUTSTANDING CORRECTIVE ACTION
Determine if any outstanding Corrective Actions Requests
| are assignable to this operation.

HOUSEKEEPING
Verify that housekeeping in the area meets company
standards.
Has this report been discussed with the operator?

O0ggo g gg o
OO0O4gog g gg o
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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). | 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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Check List Thoughts

° Management
* Philosophy

Organizational Charts

Authority of the Quality Department

* Management commitment

Defined quality responsibilities
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Sample Size
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If you want to do a systems
audit of 7.5.1, how do you
decide upon a sample?
Let’ s take as a given that
each ‘Map’ must be
audited. Take the Process
Control Map -- you have 4
departments to choose
from. Do you pick all of
them or a sub-group? This

is a decision you will have to

make. You will not use a

mathematical (statistical)
basis - Neither does your
registrar.

Remember: The idea is to
ensure the system in
general is working and that
it is working across
departments.

The Elsmar Cove! - Elsmar.com
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Sample Size

c
m
NOTE: This is a partially completed a2
matrix. Your company has to define 2. %é wlal e
o o
how YOUR functional departments 3| 213 [E|8] &
g ® e = | Cle ‘»% o |a ‘g
fit in. El 1815 ==l 1815 |8]s &5 =
g HEEEE N EEEEE
= clo|E|E|E|E|=(m c|5]e
alw|l=|"|ElF |2 2lE(s|s E = |E
HEAEEEEEE g|m =
1SO_9001:2000 Elements el =1 o I 1 e el U= S = o e
7.4.3 Verification of Purchased Product and/or Service X
Product Receiving Map X XX
7.5 _Production and Service Provision
7.5.1 Control of Production and Service Provision X XX
Production Control Map X X
Process Control Map X[ X XX
Delivery Map X X
Equipment Maintenance Map X
Technical Service Map X X
752 Validation of Processes for Production and
Service Provision X
7.5.3 Identification and Traceability
Product Identification Map X|X|X|X]|X
7.5.4 Customer Property
Customer Supplied Product XXX X
Returns and Repairs Map X[ XX X X
7.5.5 Preservation of Product X XXX
Product Handling And Storage Map XX XXX
7.6 Control of Measuring and Monitoring Devices X
Calibration Map X
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Sample Size Il

If you ask your registrar what sampling plan they use to
determine sample size, you will find them hemmmming and
hawwwwing at best.

In their opening comments to your group during the meeting
before the audit starts, as well as during the exit meeting,
every registrar | have ever witnessed has spoken about how
they ‘take a sample’ of your system and (to limit their
liability) they will say that just because they did not find
something that does not mean there were no
nonconformities.

None has ever cited a valid sampling plan, much less
sample size (valid = based on something other than
speculation/opinion). | guarantee they will NOT cite ANSI/
ASQC Z1.4 or the old standby MIL-STD-105.
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| 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

Horizontal
Vertical

Upstream Downstream
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Audit Strategy — Vertical vs. Horizontal and Upstream vs.
Downstream.
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Audit Strategies

(e}

There are may ‘audit strategies’ . Which you use will depend upon your
personal methodology as well as the scope and intent of the audit.
Take for example Up Stream and Down Stream audits: Both of these
audits are simply where one starts at one end and finishes at another.

* Up Stream

+ Take a packaged product ready to ship and start working
backwards. You can eventually reach the purchase order for
that product.

* Down Stream

+ Take a request for quote or other ‘early’ document (such as a
PO) and follow the process. For example, one might want to
start by asking to see evidence of review of the RFQ or the
purchase order. Next, let’ s see the job registered in the
planning system. Etc.
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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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Internal Audit Strategies

o

With internal audits there is the main issue of how your
company addresses auditing. Many companies are
‘listening’ to courses and folks who believe internal
audits should be a major experience and should address
compliance to standards. This is one way to do it. | have,
and continue to, argue against this method unless you
are a very big company where auditors hold that as a
primary job position.

Earlier in this presentation, in the section which starts
with “What Will You Will Be Auditing?”, | try to state my
case for keeping standards interpretations out of internal
audits.
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Available Information

Quality Manual, Procedures, & Instructions
Management Priorities

Quality Reports (Internal and External)
Previous Audits

Product/Process Information

Auditor Experience and Knowledge

Constraints

T e 30t 3ams0 Auditing and Being Audited
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Review of Working Documents

Documents to facilitate the auditor’ s investigation may include:

ISO-9001, TS 16949 and other referenced standards relating to element

Quality Manual, Standard Procedures, Work Instructions relating to
element

Check-lists used for evaluating ISO or TS (there is not a QSA checklist
anymore, you would need to write your own questions)

Forms for reporting audit observations
Forms for documenting supporting evidence
Corrective Action Reports generated from previous audits

Review documentation against standards

Document nonconformances against documentation which does not
conform to standards

Develop additional questions from documentation
Develop list of forms used in area

Alatoc

Review of Working Documents
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Representative Samples

What is the Department’ s Function?
What are It’ s Major and Minor Functions?

° What Does the Department Do Within It’ s
Function(s)?

° What Does the Department Do When Things Go

Wrong?

T ot N 0100 Auditing and Being Audited

Slide 135, Print Date: 5/1/13

Nofes

Representative Samples
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Pre-Audit Confirmation

o

Make sure you give the ‘main’ auditee a ‘heads

up’ . Call a day or two ahead of time to confirm the
audit schedule. In some cases a week might be more
appropriate.

o

Ensure everything is ‘on track’

* Are the auditee(s) aware of the need for them to be
available?

* |s the scope of the audit understood?

* Is the expected length of the audit understood?
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Pre-Audit Confirmation
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Executing the Audit

T e 3ot 00 ™ Auditing and Being Audited
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Executing the Audit
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Changes
Happen

| have never seen
an audit follow a
schedule
rigorously. It s in
the nature of
doing an audit.
This is an
example of a re-
negotiated
schedule.

Remember -
Take Notes!!!

The Elsmar Cove! - Elsmar.com
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i 2
i Operating Systems
Automotive // Manual Ohi
Cransmission Systems = [ Page 1 of 2
| Issue Date: 9/18/98
Title: Audit Agenda
Date: Mon 9/13 Subject | Auditees Locamz& e
Time: | e
8:30 - 10:30 Secondary { 24001 (Tocco), 58002
Dau ¥ T
10:30 - 11:45 Briquetting VATE S 12001, 13001 14001
Briquetting
12.30 - 2:30 Forge R A T 30001 or 30009
2:30 - 4:30 SecondaryZ | 50002 Surface Grinder
330 - 6:00 Pack T | g 76001 or 76002
Date: Tues 9/14 | Subject Auditees Location

Time:
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Opening Meeting

The opening meeting:

o

Introduces the audit team to the department
members

Reviews the audit plan, scope and objectives for the
audit

Establishes the official communication link between
department representative and audit team

Review findings from document review

i S ol Auditing and Being Audited Slide 139, Print Date: 5/1/13

Alatnce

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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A Registrar’ s Opening Meeting ‘Outline’ |

Introduce Individuals

° “Registrar X is committed to providing qualified, competent,
efficient, affordable, and openly available third party registration
and assessment services to various national and international
standards in a timely manner with the highest of integrity.
Registrar X’ s emphasis shall be to provide its customers with
the best registration and assessment services possible while
helping its customers stay focused on achieving value from their
quality systems.

® Accredited to ISO/IEC Guide 62

° Only approved auditors -> ISO 19011
No Consulting

Please sign attendance sheet

° Verify Scope and Standard(s)
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Alatnce

Each line item in this registrar ‘check list’ for the introductory
meeting is a discussion topic. Different auditors and registrars
handle this differently. | 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. | have seen them drag
out (quite literally) into 90 minute boredom sessions.
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A Registrar’ s Opening Meeting ‘Outline’ |l

¢ Confidentiality and Conflict of Interest
¢ All information and reports treated as proprietary
° Accreditation body may see reports during their audit

° No quality system consulting 24 months before and
12 months after

Auditor agreement for each customer

Any proprietary areas?
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A Registrar’ s Opening Meeting ‘Outline’ llI

Audit Process

Sampling and Objective Evidence
Requirements are found in three and only three places;
* 1SO or other standard
* Customer requirement(s)
* Internal Documentation
Use of check list
* Look for compliance
Management style not dictated
Disputes, complaint, and appeal processes
Customer expected to interpret requirements
Services and auditors continually monitored

The Elsmar Cove! - Elsmar.com

Revision N - 20130430 Au diti ng and Bel ng Aud ited Slide 142, Print Date: 5/1/13
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A Registrar’ s Opening Meeting ‘Outline” IV
Audit Process Continued
Typical Audit Steps / Schedule
° Opening Meeting
* Introductions

* Discuss scope
* Review process

° Review prior findings ° Daily auditor meetings
° Review of documentation ° Daily debrief
° Sample quality system * Closing meeting

* Review findings
* Present recommendation

* Audit summary sheet
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A Typical
Registrar’ s
Finding
Record

The Elsmar Cove! - Elsmar.com
Revision N - 20130430

Registrar Non-Conformance Record

Customer Name: Date:

Registrar Auditor: Auditor Initials / Number:

Location of Nonconformance Non-conformance Number
Customer Escort: Previously written up:

If YES Non-conformance Number & Date:

YES or NO

Nonconformance written by registrar auditor:
Classified by Registrar X assessment teram as: Major Minor Opportunity
1SO 9000 Standard number and clause:

Non-conformance:

Customer Acknowledgement:

Response to nonconformance by customer:
Note: The plan or action to coirrect the non-conformance is due within 30 days. Please always reference the
non-conformance number if respOnding on a separte sheet.

The following action has been taken or plan devised to correct the nonconformance:

Signature: Projected completion date:

Name / Title: Date of this response:

Verification response by registrar:
Response acceptable: Yes or NO

If NO, comment:

Signature: Date:

Verification of additional response by registrar (if needed):

Response acceptable: Yes or NO
If NO, comment:

Signature: Date:

Auditing and Being Audited Slide 144, Print Date: 5/1/13
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A Typical Registrar’ s Finding Record
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A Registrar’ s Opening Meeting ‘Outline” V

Audit Process Continued

Major Nonconformance

* The absence of, or the failure to implement and maintain, one or
more required management system elements, or a situation which
would, on the basis of available objective evidence, raise significant
doubt as to the quality of what the registration customer is
supplying. An assessment team may judge many minor
nonconformities against a single quality system element to be a
significant breakdown of a quality management system element.

o

o

Minor Nonconformance

* Any other non-conformance and is normally easily corrected and
verified.

°  Opportunity (aka Observation)

* Neither a major or minor non-conformance. It is used to document
items that the auditor believes may help a customer improve.
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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

Registration recommendation

¢ Audit team to registration manager
* To Register
+ No major nonconformities
* Not to register
+ Many major nonconformities
* HOLD registration pending corrective action
+ Many minors major non-conformities
+ May require visit
¢ Completed internal audit covering all elements of quality
management system
° At least one management review

° TS 16949 and TE Supplement where applicable

° All majors and minors must be closed before recommended to

register.
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A Registrar’ s Opening Meeting ‘Outline’ VI
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Other Interpretations

MAJOR NONCONFORMITY

° A Major Nonconformity is either:

i S ol Auditing and Being Audited Slide 147, Print Date: 5/1/13

The absence or total breakdown of a system to meet the ISO
9001 requirement.

A number of minor nonconformities against one requirement can
represent a total breakdown of the system and thus be considered
a major nonconformity.

Any noncompliance that would result in the probable shipment of
nonconforming product.

A condition that may result in the failure or materially reduce the
usability of the products or services for their intended purpose.

A noncompliance that judgment and experience indicate is likely
either to result in the failure of the quality system or to materially
reduce its ability to assure controlled processes or products.

Alntos

A Major Nonconformity Interpretation
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Other Interpretations

MAJOR NONCONFORMITY
From KPMG:

o

A nonconformance which is of a serious nature.:

o

May be a long-standing minor nonconformance from previous
assessments, or a collection of similar minor nonconformances
indicating a widespread problem;

Established as detrimental to quality delivered to customers; or

A failure or significant deficiency in a significant part of the quality
system governed by applicable standards.

From LRQA:

°  LRQA calls a 'major' finding a HOLD POINT. They discourage talk
about 'major' and 'minor' nonconformances.
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Other Interpretations

MAJOR NONCONFORMITY
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Other Interpretations

MINOR NONCONFORMITY

An I1SO 9001 nonconformance to that judgment and experience
indicate is not likely to result in the failure of the quality system or
reduce its ability to assure controlled processes or products.

A failure in some part of the supplier's documented quality system
relative to ISO 9001, or

A single observed lapse in following one item of the company's quality
system.

From KPMG:

* A nonconformance that is not of the severity indicated by the definition of
major nonconformances, above, but which must be actioned.

From LRQA:

* LRQA calls this a Continuous Improvement point. They discourage talk
about 'major' and 'minor' nonconformances.
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Other Interpretations

MINOR NONCONFORMITY
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Other Interpretations

OBSERVATION

An observation is essentially an OPINION.

Read this thread (http:/Elsmar.com/level2/m-vs-m.html) for some
thoughts on what an observation is -- If you've never heard of a
LOOK (| hadn't), it's also discussed in the thread.

This thread also has some oblique references. When | see an
auditor write up an 'Observation' | ask myself this: "Is this person
qualified through experience, etc. to be offering what is no more
than their advice to me on my business and/or process(es)?"

Double check with your registrar -- Ask what their expectations
are when (if) they write up an Observation. Some say you can
ignore it while others expect the Observation to be addressed in
some manner. | have heard a registrar tell the client that they
expected the observation to be addressed and action
implemented by the next visit!
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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 ?ood idea at the time), became standard
practice, and has grown to be almost axiomatic.

| 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, | 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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Conducting The Audit

Arrive and Meet the Department Manager
° Explain What You Want to See/Do
Investigate to Necessary Depth

Satisfy the Sample Requirement
Don’t Over-sample
Don’ t Assume Wrong Exists
Don’ t Worry About “No Problems” Found

° Move On

T e 30t 3ams0 Auditing and Being Audited
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Registrar Audits

° In ‘the old days’, an audit for compliance to ISO 9001 was
relatively straight forward. There were stated requirements.
While there were interpretative issues, the 2000 revision has
blurred things quite a bit. The change is from “...show me
where you address this and explain the system...” the task is
now directed at “...auditing for performance...” | believe we all
know how subjective this can be.

° Acquisition and use of data has gained significantly in
importance. Serious emphasis is now being placed on how you
evaluate and determine what and how to continuously improve.
Evaluation of system effectiveness and possible ways to reduce
costs are focused on.
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Registrar Audits |l

° | have now been through several registration audits to ISO 9001. Each
was a bit different. Some were relatively focused on the stated
requirements of the standard. The others were more focused upon

‘performance’ .

“How many times is a quote revised?”
“Sometimes as many as 2 or 3 times.”

Is that a lot? Is there any way - shouldn’ t you get better or more
complete information on customer needs and requirements up front
so you don’ t have to requote so many times? Requotes cost you
money, you know. | mean, if you’ re asking the right questions...

¢ This usually went back and forth for quite a while. The auditor
eventually accepted that, with consideration to the company and its
products, that everythmg was being considered.

° This is just one example of the difference with one auditor. | have
mixed feelings about the difference. With a good auditor, this should
not be a serious problem. However -- it leaves open much to
interpretation and is - well, it’ s very close to consulting.
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| am bringing this up because during the second audit, from the lead
auditor, | 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 | 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.

| 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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Registrar Audits Il

This is not meant to scare anyone. It is meant to ensure that you
understand to each registrar and each auditor is setting their own
‘interpretation” of the ISO 9001 is about.

Some, like the last one | experienced, would better be called a business
consulting visit than an audit. It was an analysis of what the company
was doing and questioning whether their systems ‘make sense’ . As
with the quote process example, it was not so much does your system
meet the requirements, it was more along the lines of whether the
auditor agreed it was the best way to be doing something. The lead
auditor was an ex-DCAS and his approach to the audit was evident.

The second auditor was more traditional, if you will. Followed a check
list and the main interest was whether they were meeting the
requirements. Secondary focus was continuous improvement.
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Audit Hints

° Use Your Check List As Your Guide
¢ Audit Trails (Potential) Will Begin To Appear

° You Will Make Many Observations. Make Decisions
On Each:
* Disregard
* Note For Later Follow-Up
* Follow-Up Now

* Call In Team Leader or “Expert” Assistance
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Questions To Ask?

What? h//’e,, ;

wE A A

Open Ended‘ A‘ 4 | On Trail
44499

he,- )
°? How? Wy
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Taking Notes As Reference

Please, Please! Take Notes!!!
* For Investigation Now
* For Investigation Later

* For Use By Other Auditors

* For Use On Future Audits

° Legibility

° Retrievable

T e 3ot 00 ™ Auditing and Being Audited
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Take Copious
Notes!!!!

Most folks have Check Lists
which they are auditing by.

Do NOT trust your memory!
Write down the details as you

go.

Take your time. Remember this:

Make It Retrievable!
Cite Details!

Document numbers, dates, serial
numbers - specifics!
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Taking Notes As Evidence

Statements (Admissible)

Document Numbers

ltem Identifiers

Revision Information

Names

Locations / Places

Dates

Positions

T RO N 20130430 " Auditing and Being Audited Slide 159, Print Date: 5/1/13
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Avoiding Trouble

o

Give Advance Notification

* Please - No Surprises!

o

Ensure Importance is Known

* This is not a drill!

o

Keep Information Known

* Don’t hide anything. If you observe a potential non-
conformance, discuss it first.

Remember, Audits Cause STRESS!

o

i S ol Auditing and Being Audited Slide 160, Print Date: 5/1/13
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Good Auditing Practices

Ask the right person!
Speak clearly and simply. Use ‘local’ language.
Look at the person - in the eyes!

Rephrase your question if the auditee doesn’t seem
to know what you’ re asking.

Don’ t talk down to anyone.
Smile and be relaxed. We’ re all friends!
Be unemotional and impartial.
* Don’ t get excited or fix ‘blame’.
Avoid interrupting an auditee.
Don’ t look for trouble - Find the facts
° Say Thank You!

i S ol Auditing and Being Audited Slide 161, Print Date: 5/1/13
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Keep People Informed

Review Findings Regularly
* “Everything looks good here” is a good phrase to use.

Beat the Grapevine
Keep It Constructive
* Criticism we don’t need!
Show Professionalism
* Be precise, attentive, responsive.
Create Rapport
* Make a friend!
Include Appropriate Personnel
* Talk to all the right people.

o
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Bad Auditing Behavior

Asking too many questions

Asking leading questions

Saying you understand when you don’ t
Answering your own questions

Giving insufficient time to answer
Provoking an argument

Subjective opinions

Taking sides

Criticizing Individuals

T ot N 0100 Auditing and Being Audited
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Expect These Reactions / Emotions

Antagonism
Challenging
Diversionary

° Authority

Enlisting Help
Volunteering Information
Internal Conflict

Open and Honest
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Interview the Right People

Those Responsible

* Talk to the right people. Don’ t ask the inspection folks how
receiving does their job.

Those Doing
* These are the people who should know.

Those Being Supplied By the Process

* You can ask those ‘down stream’ about their ‘supplier’.
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You’ re In The Audit Now!

° Collecting evidence
* Interviews with personnel in area
* Examination of documents related to area
* Observations of activities and conditions in area

° Document audit observations
* Document conformance

* Document nonconformance, show objective evidence
and reference the standard
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Recording Nonconformances

Exact observation of facts
Where it was found

Why a nonconformance - cite the specific
requirement

Who was there

Use local terminology
Make it retrievable

¢ Make it helpful
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Nonconformance Exists Because

° The System Does Not Comply With the Standard,
Procedure or Other Requirement(s)

¢ Performance Does Not Comply With the System

° Performance Is Not Effective

i S ol Auditing and Being Audited Slide 168, Print Date: 5/1/13
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‘Standard’ Nonconformance
Major CategOrleS

* Portion of the standard not addressed
* May lead to shipment of nonconforming product

* Not isolated, consistently found such as a procedure consistently not being
followed

°  Minor

* ‘Significant’ number of minor nonconformances indicating system
weakness

* 3 to 5 Minors in one element or procedure *MAY* make a Major - but - this
is a rule of thumb for companies under 150 folks. Larger companies will
typically have more minors than smaller companies. So - this is somewhat
subjective.

¢ Finding
* Very minor problem; isolated incident
* Needs to be addressed

°  Observation

*  Opportunity for improvement
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Establish The Facts

° Get Help From the Auditee or Others

o

Discuss the Concern or Problem

° Collect All of the Evidence Available
What Did You Observe?
Why Does It Not Conform?
Who or What Is It?
Where Is It?

T e 30t 3ams0 Auditing and Being Audited
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Facts About Facts

Use Easily Understood Wording

° Be Able To Retrieve the Fact(s)
Make It Constructive and Helpful

° Make It Concise and To the Point
Be Sure It Is True and Relevant
No Surprises or Blind-Side Attacks

Make Sure Everyone Understands

T ot N 0100 Auditing and Being Audited
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Things to Consider -- Is It Serious?

° What Could Go Wrong In the System if the
Nonconformance Is Not Corrected?

° What Is the Possibility or Likelihood of Such A Thing
Going Wrong?

° Is there a possibly non-conforming product could be
shipped to a customer?
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Assessing Nonconformances

Does what | have found represent a
nonconformance?

Confidence in auditor’ s judgement?
Sufficient facts?

Critical situation?

Isolated minor discrepancy?
Happening too frequently?

Too many nonconformances?

Formal corrective action versus immediate?
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Simple Nonconformance Report Form

NUMBER: B
* AUDIT NONCONFORMANCE P
REPORT*
Department:= | Responsible Manager: X N
Procedure Reference’™ N
Parl One:® =
DATE: NONCOMPLIANCEH | NON COMP#......0f ¥
7 B
3 n
3 n
3 %
3 B
3 B
7 %
3 n
RESP. MINGRSIGN)™ | AUDITOR GIGN) % | LEAD AUDIORBIGNT [ o n
Q- MINOR 2 “
Part Two: = n
DATE CORRECTIVE ACTION™ | * K
3 n
7 B
3 %
3 %
w RESP. MNGR GIGNR AUDITOR GIGN) i
3 %
Part Three: ™% n
DUEDATE | FOLLOW-UPH | NEW DUE DATE: *
APPROVED - ygs - D Nox ApprOVED - U yks - [ Nos “
RUDITOR SIGN, DATE H AUDITOR (GIGN, DATE}® B
| <
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Sample Audit Summary Sheet

Summary of Internal Audits and Non-Conformities

CAR | AUDI

DATE

OF
AUDIT

FUNCTION
AUDITED

ELEMENT
AUDITED

PROCEDURE
AUDITED

AUDITOR

AUDITEE

CAR OPEN
DATE

CAR
CLOSED
DATE

COMMENTS

The Elsmar Cove! - Elsmar.com

Revision N - 20130430
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The Closing Meeting

Opening Remarks & Thanks
Attendee List - Pass around for signatures
Review Audit Objective & Scope
Restrictions/Limitations

° Tell of GOOD Things You Saw
Review of of Findings

¢ Listing of and Description of
PROBLEMS Identified

Clarifications
° Agreementand Q & A
° Summary (including agreements)
° Closing & Thank You!

¢ Save Audit findings as Quality Records.
B e Auditing and Being Audited Side 176, Print Date: 5/1/13
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Nonconformance Reports

T e 3ot 00 ™ Auditing and Being Audited
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Writing Nonconformance Reports

° Be Specific
* Where
* What

+ Name
+ Number

* Why
+ Per System
+ Per Requirement

° Be Correct - Check Your Facts!

T e 30t 3ams0 Auditing and Being Audited
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Summary Content

Number of Nonconformances
Nonconformance Location(s)
Activities Where None Detected
Most Frequent Type of Violations

Recommendations

T e 30t 3ams0 Auditing and Being Audited
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Audit Reports

° Audit Identification & Date ° Agreed Nonconformance(s)
° Auditee Information ° Nonconformance Reports
° Objective and Scope ° Corrective Actions (If
° Audited Standard(s) Completed)
° Auditor’ s Names °  Summary
° Audit Schedule(s) ° Suggestions
° Audit CheCk List ° Approval S|gn_Off
° Procedure References ° Make Copies
Personnel Interviewed ° File Record
¢ Audit Findings / Observations
The Elsmar Cove) - Elomar.com Auditing and Being Audited
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The Audit Report
LEAVE OUT

Insignificant details

Any points not discussed

Ambiguous statements

Confidential information

Auditor’s (your) opinions
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Corrective Action

The Auditee responds to nonconformaties using the
Corrective Action Report

The Auditee is responsible for planning,
implementing, and monitoring the corrective action
plan
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Corrective & Preventive Actions

[}

o]

Root Cause Analysis

[e]

Schedule for Actions
Solve Problem
Implement Solution

Evaluate Effectiveness

° Re-Audit to Verify

T e 30t 3ams0 Auditing and Being Audited
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Audit Follow-Up

Review Corrective Action Request

° Response - When, Who, Where, & How
Response Evaluation

Completion of Action(s)

° Evaluation - Limited Re-Audit

Records

Review of Documentation

Ensure corrective action taken

Provide satisfactory conclusion

Verify at next audit

T ot N 0100 Auditing and Being Audited
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The Elsmar Cove! - Elsmar.com
Revision N - 20130430

Re-Audit Focus

Spot check related previous conforming areas
Selected areas in greater depth
Vary re-audit to meet the needs

Target nonconformance

Auditing and Being Audited
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Audit Records

° Reference and Date(s)
Department/Operation/Activity
Scope/Objective

° Auditor Name(s)

° Schedule & Check List

° Issued Nonconformance(s)
Summary

° C.AR. Activity

¢ Auditor Notes
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Being Audited - Life on The Other Side Of The Fence

Caution!
The following is meant to give you some ideas. For example, you will see
references to documentation - most of which, by context, is paper
documentation.

As we all know, there are vast changes taking place every day, from
Microsoft’ s latest “XP” software experiment to 21CFR11 compliant document
management software. Some companies are cutting edge - scanners at every
PC and a PC at every station and desk. Some companies are still basically
paper based. Most are somewhere in between.

This said, take the ideas presented into the context of your company and
systems. Some companies have travelers, for example, while others do not.
Some companies keep ‘work instructions’ at each station while other
companies have ‘work instructions’ which are part of the traveler package.
And, of course, sometimes OJT (or education or experience or a combination
thereof) takes the place of specific work instructions.

Also consider vocabulary. As an example, some companies call ‘work
instructions’ ‘process sheets’ .
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Being Audited

A positive and constructive attitude toward auditing can make the exercise
enjoyable for both the auditor and the auditee. Most people enjoy telling you
what they know and how good they are at their job. In addition, without an
air of suspicion and distrust, auditees are likely to confide concerns or
suggestions that are in the company's best interest to address and not
simply lay blame.

In the course of seeking conformance, concerns or nonconformances may
become evident, but it is important that everyone involved understand that
the intent is to verify / validate conformance. Conclusions must be based on
objective evidence, observation, interview and documents.

If auditing is understood as a staff persecution or a 'witch-hunt,' then do not
be surprised when (not if, but when) the members of your company respond
with suspicion, distrust and even hostility. It is extremely important that
management appreciate the purpose and principles of qualltY system
auditing and that the auditors conduct themselves accordingly.

The results of an audit should indicate whether the quality system is
properly implemented and maintained. These results are considered by
management for action as necessary.
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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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What is Controlled Documentation?

o

A controlled document is a document which, if changed, effects some
part of the process or product. These can be ‘procedures’, process
documents, product or part drawings (prints) or other ‘similar’
documents. Forms are typically controlled documents.

* Typically there will be one or more list(s) of master documents.

* If a controlled document is changed, a record of the change has to
be made. This means there must be a History of All Changes.

* If a document is changed, people who use it must know about the
change. This means there has to be a distribution list or other
effective way to let everyone who uses it know the document has
changed (read Communicate the changes).

* Every employee must know how to check to see if documentation
they are using is the most current version.
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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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What is an Auditor?

o

An auditor is a person. Really! Their job
is to validate documentation. This
means they look at documentation
(instructions) and make sure people are
following the documentation.

Auditors go from company to company
validating documentation and asking
people about their documentation.

Auditors are just people who ask
questions about how you do your job.

NOT an Auditor!
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This really addresses outside auditors, or fears thereof, more than internal
audits. | 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. | 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’ Il take it to
heart, but it may help alleviate some apprehension.
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What Will The Auditors Do?

The auditors will look at written procedures and policies
(verification).

The auditors will then look at how people in the company do
things. They will look to make sure each person is following
written procedures and policies (validation).

They will look at records to ensure everyone is properly
completing paperwork (Examples would be SPC charts and
check lists which need to be initialed and dated).

They will look to make sure everyone is properly trained to do
their job.
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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, | 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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Absolutely Everyone whose job affects quality is subject to the
audit. Which is to say Everyone!

And the farther up the corporate tree you go, the more difficult
the audit is. This is because as you go up the tree (eventually to
the plant manager), job duties and responsibilities increase.

Who Will Be Audited?

Corporate Personnel
Plant Manager
Departmental managers
Supervisors

Engineers

Technical personnel

Hourly employees

Motes
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The Audit Team

[e]

When you are visited by an auditor, he/she will NOT be alone.
At the very minimum, there will be:
* The Auditor

* A Company Escort - This will be someone from within Motorola GDL who knows
the area and the specification well. The escort will try to provide structure to the audit
and will try to help out when he/she can.

* The Area Supervisor - The area supervisor or other person directly responsible
for the area will be present.

° Remember - YOU ARE NOT ALONE!
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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 | 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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Types of Audits

Internal Audit

An audit of internal systems and/or procedures. An internal audit is most often
performed by people how directly work for the company. Many companies
hire outside firms (see third party below) to perform the audits.

[¢]

° External Audit

Customer Audits

Customer audits are those where a customer (or a customer representative)
performs the audit. A customer audit is not ‘objective’ because the customer is

intimately involved with your company (the supplier to the customer). This
involvement can BIAS the audit.

°  ‘Third Party’ Audits

Third party audits are like those you think of when you think of
bank audits. Banks (and other financial institutions) must hire
a company or person to audit their books and procedures. The
company or person hired to do the audit cannot have an
‘interest’ in the business it is auditing. This is known as an

‘Independent Audit’ . This is the type of audit the registration
audit is!
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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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The Reason For Audits

° Everyone is familiar with the idea of audits. One place we are all aware of audits
is in the banking industry. For years, the government has required banks to
submit to periodic audits by government agencies and/or external companies
who specialize in auditing. Few people want to put their money in a bank where
there are no controls such as periodic audits. If there are no audits, you have no
way of knowing if your bank is using your money well. If the bank is not ‘using
your money well’ the bank could easily fail - then you could lose all of your
money.

° Audits in manufacturing industries are not new. Customer audits have been
going on for years. But only recently has the idea of third party audits become
reality. This is in large part due to the adoption in Europe of ISO 9001 and other
international standards.

¢ The intent of third party audits is to provide assurance that a company complies
with a standard or specification.

¢ Many people say that third party audits will eliminate customer audits. This has
not been the case up to now in part because customers still see the need to
ensure compliance to their specific requirements. Even TS 16949, which is
specific to Automotive Industry, does not eliminate customer audits.
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Another ‘audit prep’ slide - The Reason For Audits
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What Will Happen If...

If an auditor finds a problem, s/he will let the person being audited
know immediately that a possible problem may exist. In NO case will
the auditor ‘find a problem’ and not discuss it with the auditee ‘on
the spot’ . They always tell the auditee the suspected problem and
they will ask the auditee (or other company official present) to sign a
statement of fact of what was found (statement of objective evidence).
The auditee should know that signing the statement is NOT an
admission of a problem. It is an agreement of facts found. Whether or
not it is a problem is discussed during end-of-day and final review
meetings.

o

If an auditor leaves your area and says nothing about a possible
problem, you can be sure no problem(s) were found. Auditors do NOT
report findings to management without discussing it with the
personnel involved FIRST. There are no tricks. Nothing is ‘hidden’
until later.
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These are a few things | 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

°  Know what documentation affects YOU!

* You must know what documentation applies to your job and
know how to check to make sure you are using the ‘latest’
version. This should have been explained to you when you
were trained to do the job. If you are not sure what
documentation applies to you, ASK YOUR SUPERVISOR or
TRAINER before the audit.

°  Know what Training you have had. If you do not know, ASK
YOUR SUPERVISOR NOW! Don’ t wait until the audit!

° You must follow all documentation that applies to you. If it says
you do something a certain way, you must do it that way.

° You must complete all forms. If you are supposed to initial and
date when you do something, the auditors will check to ensure
you complete the form the way you are supposed to.

° How do you know if your equipment is in calibration? Know
how to read a calibration label.
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Things to Do

° Be patient. Wait for the auditor to ask a question.

¢ Listen closely before answering any question(s). If you are not sure you
understand the question, ask the auditor to repeat it. If you still do not
understand the question, tell the auditor you do not understand it. The
auditor will try to better explain him/herself. Never answer a question
you do not understand!

° Never say “Sometimes I....”. When you do something differently
because of different circumstances, explain exactly! “When ------
happens, I...., and when +++++ happens, | ....”. Be specific.

° Always tell the Truth. Don’ t ever try to hide something. You may think
you are helping someone - you are not. One lie can destroy confidence.
Just like in a marriage, if one spouse lies to the other and the other
finds out, the relationship may be in real danger. One lie could ruin the
entire audit.
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During ‘prep’ sessions | really like to give these as minimum
pointers. Each topic above | have a story for, but I’ d really have a
long essay one some of them.

One | 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’ I
find the auditee rambling on forever.
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Things NOT to Do

If you do not know the answer to a question, tell the auditor that
you do not know the answer. Don’ t attempt to ‘fake it’ . If the auditor
tries to explain again and you still do not understand the question, tell
him/her again that you do not understand the question. The Escort will
attempt to help if this happens.

Do NOT try to hide from the auditor. All the auditor wants is to ask
you about your job and how to do it. You know your job. You can tell
the auditor about as easily as you can tell anyone else.

Do NOT try to answer a question for another person. If the question
is not about the job you are doing and you know who does that job, tell
the auditor who they should ask if you know.

Do NOT try to answer a question about another job. The only
question an auditor is supposed to ask is about YOUR job. If the
auditor asks you a question about someone else’ s job, you should
answer “That is not my job.” The GDL escort or the other GDL person
with the auditor must take the lead from this point.
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General Things To Know and Do

Auditors are NOT trying to test your memory. If you have to look
something up in your documentation, tell the auditor. The auditor will
then tell you whether to look up the information or not.

Only answer the auditor’ s question. Do NOT volunteer information. Do
NOT try to ‘help’ the auditor with additional information.

Answer with the shortest, simplest answer you can think of. If you can
answer with a Yes or No, that’ s all you should do.

Don’t try to explain things unless the auditor asks you to. The
auditor will ask questions to help him/her understand. Your job is to
only answer questions asked.

Do not tell stories or speculate what ‘may’ happen.

If there is any documentation which you are using that you think or
know is not correct, contact your supervisor immediately! Before the
audit!
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Some Typical Questions to Expect

What is ISO 9001 (or TS 16949)?

Who is the Management Representative?

What is the quality policy? What does the quality policy mean to you?
Does your company do a good job meeting the quality policy objectives?
How do you know whether you are doing your job well or not?

How do you know what to do? Tell me about your job and your duties. What are
you& quality responsibilities? Tell me how your job affects the quality of your
product.

What is the name of your process? Which are your inputs? And your outputs?

What are controlled documents? What documentation do you follow (are you
responsible for)? Where is it? How do you know you are using the most recent
version? If your documentation says you should do something a specific way and
someone else tells you to do it differently, what do you do?

How do you know if your equipment is in calibration? What do you do if it is not?
Can you explain what this calibration label tells you?

Do you ever have problems come up? How do you handle them?
When you find nonconforming product, what do you do?
Which are the quality objectives of your process? What is the current status?
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Managers Should Think About...

Work Instructions

* Does Every Job Have Relevant Work Instructions?

* Are Work Instructions Controlled?

* Is Each Signed & Dated?

* Who is the Keeper of a Master List & Where is it Kept?
Hand Revisions

* Have Any Work Instructions, Visual Aids, or Other Process Documentation
Been Updated By Hand?

* If So, Are They Signed and Dated?
Equipment PMs

*  Are All Equipment PMs Up To Date and to a Schedule?
Measurement & Test Equipment

* Is All Measurement and Test Equipment Calibrated and properly Labeled?
Defective Material

* Is Defective Material Identified and Segregated?
* Is A Defective Material HOLD Area |dentified?
* Is DMR Material Dispositioned in a Timely Manner?
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Some Last Things to Think About

° Employee Training
* Do You Know the Training Requirements Of Each Job Position?
* Is Each Employee Trained?
* Where Are Training Records Kept?
* Are Training Records Up To Date?

° SPC
* Are People Keeping SPC Charts Trained in SPC?
* Are SPC Charts Current and Being Utilized?
* Are Trends Identified and is Corrective Action Taken?

Work Areas
* Are Work Areas Clean, Organized and Orderly?

Baskets, Boxes, Racks, Shelves & Other Containers
* |s Each Properly Labeled (ldentified)?
* Are They Where They Are Supposed To Be?

o

o
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Good Luck!
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