










ISO 9000 FROM A PLANT MANAGER'S VIEW

JOHNNY NORTON C.E.F.

AMP, INCORPORATED, GASTON[A, N.C.

Today more than ever American businesses must stay competitive in an ever

increasing global market. Our national competitiveness demands us to put an increasing

emphasis on:

Quality Products, Quality in Service, and Quality Documentation

We must measure quality to continue to assure our foreign business associates we have

a quality system in place.

We must have a documented quality systems in place and document what we do, do what

we documented and again document what we did. We also must provide evidence to

support corrective actions in all areas of noncompIiance.

The ISO 9000 Quality Assurance standard is being adopted by American businesses to

ensure that all products and services provided to their customers are of consistent quality.

Document what we do? That is a good place to start. Make everyone in your plant

aware of what ISO 9000 is and why you are striving so hard to achieve certification. Let

the people know that as management you are committed to following through and

continuing to use the procedures documented to run the business. Educate everyone in

the plant on the requirements of ISO 9000 and how they compare with your documented

manufacturing plans and quality specifications. Make sure that your trainer is certified

to train in this area and that all training is documented and kept up to date. Do you have

a quality policy? Does everyone know it? Make sure that they do. In order to maintain

consistency throughout the plant make sure all in-house procedures are written down and

everyone knows where they are and that they are kept current.

Does everyone know what they are supposed to do? Does everyone in the plant have a

written job description? Is it linked to the quality policy of the plant or corporation? Is

your organizational chart up to date or do you even have one? These are a few of the

questions that the auditor begins with during the opening meeting with the plant

manager's staff before going out onto the production floor.

Once out on the floor the auditor may begin at the receiving end of the plant to make

sure that everything that comes into the plant is labeled correctly and is put in its proper

place and stored correctly. The auditor may just ask the person "How do you know that

you are doing the right thing? What quality specifications are you going by, and are they

up to date and how do you know if they are up to date? Are you trained to do your job?

Who trained you? Just wait till the auditor gets back to you, the manager, then you must

show that all training is documented and is up to date. Heaven forbid the auditor finds

anything suspicious.



He starts to dig deeper to make sure that all procedures are documented, up to

date, and followed correctly. The auditor continues to move through the plant from one

work center to another asking the same questions to different employees to guarantee

consistency. If any gages are used to check quality performance, those gages must be

calibrated and identified that they are calibrated by placing a sticker on them showing

when they must be calibrated again. The big question in most managers mind is just what

other tools must be calibrated. I have heard one manager say that "if it moves calibrate

it. " Well you know that may be one way of looking at it but who can afford that

method? The auditor may refer you to paragraph 4.11 of ANSI/ASQC Q91 and 4.10 of

ANSI/ASQC Q92. After looking for calibration stickers and dates, the auditor may start

looking for non-conforming material and how you separate it from conforming material.

Do you have a corrective action plan to prevent recurrences? Have they been

implemented and recorded? Did you make sure the necessary procedural changes have

been implemented and recorded properly as a result of the corrective action? The auditor

continues to track the product from the work center back to the shipping department. The
auditor continues to ask what procedures are used to handle, store, pack, and deliver the

product and yes the question maybe asked again, are those procedures documented?

After the auditor is satisfied that he has all the information he needs an

assessment is made as to how many hold points you have and how many observations

you have. If you have a hold point you must be audited again on those points. However,

if you have no hold points and you pass you must by all means celebrate!

I must leave you with these words of encouragement. If you have quality

systems in place and document what you do, do what you document, and again document

what you did you may just stand a good chance in getting certified. Good luck in your
journey to excellence in becoming ISO 9000 Certified.
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THE ISO-9000 REGISTRATION PROCESS

FROM THE REGISTRAR'S PERSPECTIVE

by David Wolfe

Underwriters Laboratories Inc.

Many of you may be in the early stages of
investigating ISO-9000 and understanding

its relevance to your organizations, and to

the marketplace. This paper is intended to
detail the basic steps and thought processes

that a company might take to begin the
ISO-9000 registration process. It will also

explore the areas of the standard where

companies are typically weak, and will

explore the logical organization of the
standard.

REGISTRATION PROCESS

1. Make a decision and get management
commitment.

If customer driven, this might be

easier than if internally driven.

Emphasize that this is an objective

way to demonstrate commitment

to customers, and a means to get

into specific markets. Also this

drives consistency and feedback

loops throughout the business

process. After the initial effort to

set up the system, the effort will

typically be paid back in less than

2 years.

contains the 9001, 9002, and 9003

standards as well as associated

guideline procedures and draft

procedures.

3. Contact a registrar and get an

information kit.

The kit typically contains a

preliminary information form to

provide information about your

company and a Quality System

Checklist to enable your company

to critique its quality system and

procedures, assess compliance,

and determine readiness for a

registration audit. The kit usually

also contains general registration

information and provides answers

to commonly asked questions.

To start the process, send in the

appropriate forms and arrange
some tentative dates for the

services that you have requested.

In addition, your Quality Manual
needs to be forwarded to the

registrar to enable the assessment

team to prepare in advance for the
visit.

1. Get a copy of the standard, read it,

and review and discuss with key

personnel.

The standard is available from

ANSI, ASQC, and UL, to name a

few. You can either purchase the

single standard, or the

compendium. The compendium

4. Arrange for a pre-audit meeting from

a registrar, or engage someone

knowledgeable in ISO-9000

interpretation.

This visit is typically a round
table discussion that serves to

enhance a company's
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The author of each document in

the system should be the person

who uses it to do a job.

Otherwise, have people actually

working in an area review the
documentation for the area and fill

in the missing information as well

as remove the extraneous

information.

1. Implement procedures and gather

objective evidence of a functioning

systern.

Conduct several internal audits to

see that all involved are doing

what they said they would do and

that they are keeping accurate

records. Pay particular attention

to verifying that feedback loops

are operating as designed.

8. Get a benchmark on where you are

before the actual registration audit.

A preliminary audit or evaluation
is an informal or mock audit

intended to assist a company in

preparing for registration. This

evaluation will point out strengths

and weaknesses in your Quality

System. Unlike the actual

registration assessment, the scope

of a Preliminary is limited and

covers only a small sample of

your Quality System. A written

report is provided, enabling the

company to establish a time frame
for the actual assessment based on

work yet needed to comply with

the requirements. The assessor

will also typically provide "on the

spot" explanations of findings as

they are discovered. In addition,

a preliminary evaluation gives a

company first-hand experience in

undergoing an ISO-9000

evaluation before the actual

registration assessment takes

place. Unlike the actual

registration assessment, a

preliminary assessment does not

need to assess the entire system;

the scope of a Preliminary can be

limited to cover only portions of

your Quality System.

9. Correct any system deficiencies.

10. Submit your system to a third party

audit for registration.

The registration assessment is the

formal audit performed at the

facility to be evaluated. The

number of days this takes and the

number of auditors required are

dependent on the scope of the

assessment and the size of the

facility. The assessment consists

of an opening meeting, the actual

audit, a closing meeting, and the

follow-up. If the system is found

to be compliant, your firm would

be recommended for registration.
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ISO-9000 Standard Review

Management Responsibility (4.1)

Quality System (4.2)

Specifics Company-wide

Contract Review (4.3)

Design Control (4.4)

Purchasing (4.6)

Purchaser Supplied Product (4.7)

Process Control (4.9)

Inspection and Testing (4.10)

Document Control (4.5)

Product Identification

and Traceability (4.8)

Inspection and Test Status (4.12)

Control of Nonconforming

Material (4.13)

Corrective Action (4.14)

Quality Records (4.16)

Inspection, Measuring,

and Test Equipment (4.11)

Internal Quality Audits (4.17)

Handling, Storage, Packaging

and Delivery (4.15)

Training (4.18)

Servicing (4.19)

Statistical Techniques (4.20)
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