International Quality Standards

Lecture 13
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Topics to cover:

© International standards and national
participation

©Consensus process for maximum participation
©I1S0 9000 family of standards (then and now(

© Conformity assessment and 3rd party
registration

© International issues and the future of standards
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Why International Standards?

v They promote trade and cooperation

v’ Product standards allow consumers to purchase
items from different manufacturers and know
those items will perform equally

v Management system standards promote
common approaches to managing quality and
the environment. They promote dependability
and a consistent use of statistics
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International Organization for
Standardization

Nationa
Bodies

USIRY N ational
Bodies

Committees '

Trade Orgs EEUE

Stds Orgs ASQ

Jamshid Nazemi, productivity & quality Management

176 (Quality(

Technical
Committee

1SO

Technical
Committee




U.S. Standards Group on QEDS

The American Society for Quality is accredited by the American National
Standards Institute to administer the committees shown below.

U.S. Technical Accredited Std. ASQ Standards

Advisory Groups Committee Z1 Committee
(International focus) (National focus) (ASQ focus)

Standards Group Leadership Council (process coordination)

Other Std.
Development
Organizations
(Sector focus)

Dependability ASQ Division
Statistics ASQ Division

II Liaison Quality Mgmt ASQ Division
Reps
TAG 207/SC1 Envirn Mgmt ASQ Division

& SC2
Std. Rep
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U.S. Technical Advisory Groups

U.S. TAG for TC 56: Dependability

U.S. TAG for ISO TC 69: Applications of statistical
methods

U.S. TAG for ISO TC 176: Quality management
and quality assurance

U.S. TAG for ISO TC 207/SC1: Environmental
management (Environmental management
systems)

U.S. TAG for ISO TC 207/SC 2. Environmental
management (Environmental auditing)
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Cconsensus Process

New Work
Item Proposal

Draft Inter-
national Std

Working
Draft

Voteto
Release

Committee
Draft

Fina Draft
Int’| Standard
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2 Quality System

The 1SO 9001:1994

Customer

Suppliedl Product

4 Design Control

\
\
\

T
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Vendor
(Sub-Contractor)

6 Purchasing

/
/

/ Product Control

/

/ 11 Inspection, Measuring &
Test Eqdipment

Tracedbility
13 CoNtrol of
Non-Con i

hniques




Proliferation of Quality Standards

8402 Terms

9000-1 Overall

9000-2 Explanations
9000-3 Software

9001 QA-Everything
9002 QA-Except Design
9003 QA-Inspection
9004-1 Quality Mgmt
9004-2 Services

9004-3 Processed
Materials

9004-4 Improvement
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10005 Quality Plans
10006 Project Mgmt
10007 Config. Mgmt
10011-1 Auditing
10011-2 Auditor Qual.
10011-3 Audit Mgmt
10012-1 Calibration
10012-2 Meas. Process
10013 Quality Manuals
Small Business Guide

Quality Management
Principles

Others under development
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Enough already!

@ Rel eased December

2000 the 1SO
9001:2000 Version
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Quality Management Principles

Customer-focused Organization
Leadership

Involvement of People

Process Approach

System Approach to Management
Continual Improvement

Factual Approach to Decision Making
Mutually Beneficial Supplier Relationships

1.
2.
3.
4.
.
6.
/.
8.
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New ISO 9001:2000

Continual Improvement of the Quality Management System

CUSTOMER < — — — Management CUSTOMER
Responsibility

M easurement,
Resource Analysis Satisfaction
Management yos
Improvement

Product —
Requirements > RealizationA‘, Product ]—>
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New ISO 9001:2000

Quality management system
Put structure in what you do

Management responsibility
Put someone in charge

Resource management
Provide the resources to achieve goals

Product realization
Design and make it to requirements

Measurement, analysis and improvement
Know where you are and get better
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The Grand Vision

000 Fundamentals And V ocabulary

9001 Regquirements

007 Guidelines For Performance
|mprovements

10012 Measurement Control

19011 OMSEMS Auditing

@ Technical Reports on Everything Else
@ Greater Compatibility with Environmental Management
% Note: The new 9000, 9001 & 9004 are available free to QEMA members.
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Third party registration

Registrar Accreditation Board

| |
accredit accredit

\4

. train .
Auditors g Course Providers

Company g |

assess

Customers

Jamshid Nazemi, productivity & quality Management




Registration steps

The Registrar will:

Request information from you

Review your documents (mostly QA manual)
Review your application

Audit your facility @@;
Issue your certificate y?qwi
Conduct periodic surveillance bl "
Renew certificate after three years
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Timeline for registration

0.0 Decideto go for registration
Form a steering committee

0.5 Write your QA Manual
Write process procedures

1.0 Conduct internal reviews
Refine your processes

1.5 Conduct system audits
Undergo a “mock” audit

2.0 Receive registration
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International iIssues

Environmental management systems
Occupational health & safety
Regulated industries
medical devices
pharmaceutical
health care
Sector-specific applications
automotive (QS-9000 and TS-16949(
aerospace (AS-9000 / AS-9100(
telecommunications (TL-9000(
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