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.... Quality & ISO 9000 Awareness Training

UI.It:om. 10
lISE AUlo,.n."" r,oining 011

QUAliTY & ISO 9000
Sept. 15-14. 1999

Quality & ISO 9000 Training Course Description:

1st part: Introduction - Quality & IS09000
Introduces the ISO 9000 Quality Assurance standards, and describes
the typical IS09000 process.

2nd part: IS09000 Implementation
Recommends several steps to be taken for ISO 9000 series standards
implementation and certificationlregistration. Steps on how to select a
consultant to meet your needs will also be recommended.

Objectives:

To gain an understanding of the concept of quality, and how ISO 9000
can be used to give assurance to customers that quality is maintained.

To acquire information on how to implement ISO 9000 and achieve
certification/registration

..1..
Industrial !~itiatives for a Sustainable Development (lISE)
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... Quality & ISO 9000 Awareness Training

Some of the benefits that companies which use the
IS09000 standards report are as follows:

./ Better use of time and resources

./ Increased efficiency

./ Less duplication of work

./ Fewer errors

./ Less waste

./Cost saving

./ Improved profits

-.

PERCEPTION

Industrial Initiatives for a Sustainable Development (lISE)
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Quality & ISO 9000 Awareness Training

Definition of QUALITY
the ability to meet all the needs & expectations of
the buyer of goods or services
(taking into account the TIME/COST Factors)

In practical terms, QUALITY is:
Conformance to requirements
Fitness for purpose
Meeting customer expectations
Exceeding customer expectations
Superiority to competitors

-.

Sept. 23-24, 1999

Quality Control

'The operational techniques
and activities that are
used to fulfill the
requirements for quality."

Sort GOOD from
BAD parts

Quality Assurance

"All the planned and
systematic activities
necessary to provide
adequate confidence
that a product or a service
will fulfill requirements
for quality. "

Any planned action to
prevent Quality problems
from occurring

...

Industrial Initiatives for a Sustainable Development (lISE) 3



... Quality & ISO 9000 Awareness Training Sept. 23-24. 1999

....

QC - QA RELATIONSHIP

~"'~~' 0, 11'~~~QO. ,....',j , .. at .". "~"1$
,"",W~iI... .'''"'.'.
Typical QC actions / QA activities:

» In-process inspection of » The production and use
component dimensions of vendor rating

» Non-destructive testing systems

» Final non-destructive » The carrying out of

testing audits

» The development of a
training log

» The appointment and
training of quality
personnel

...
.,

...
Industrial Initiatives for a Sustainable Development (lISE).. 4



----------------------

Quality & ISO 9000 Awareness Training

Quality Management System

QC - QA - QMS RELATIONSHIP

Quality Management System
System to establish quality policy and quality
objectives and to achieve those objectives.

This includes
the organizational structure, responsibilities,
procedures, processes and resources
for implementing quality management."

Philosophy of PREVENTION rather than
DETECTION

.)

Industrial Initiatives for a Sustainable Development (lISE)
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"" Quality & ISO 9000 Awareness Training

PRODUCT LIABILITY

HEALTH AND SAFETY

--

ISO stands for
International Organization for Standardization

The objective is to PROMOTE TRADE

2 kinds of standards:
* PRODUCT STANDARDS
* SYSTEM STANDARDS

.)

...
Industrial Initiatives for a Sustainable Development (liSE)
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Quality & ISO 9000 Awareness Training

Some Quality System standards issued by ISO:

Sept. 23-24, 1999

...
Name ofstandard

ISO 9004: Quality Management
Management System Guidance

ISO 9001/2/3: Quality Systems
Model for quality assurance

Applies to:

Guidance for
performance
improvement

General supplier
qualification

The ISO 9000 series of QA standards

- ISO 9004 covers everything + QMS.

-ISO 9001 covers the areas of design and
development, production, installations and
servicing of products or services.

- ISO 9002 is limited to quality management in
production and installation.

- ISO 9003 covers quality assurance obligations of
the supplier in the areas of final inspection and
testing.

Industrial Initiatives for a Sustainable Development (lISE) 7
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"" Quality & ISO 9000 Awareness Training

...
Sept. 23-24, 1999

1509004

1509001

Q)

u

QC - QA - QMS RELATIONSHIP WIlli IS0900 SERIES OF STANDARDS

'.

ISO 9001 I 9002 Clause Titles

4.1 Management Responsibility 4.12 Inspeclion & Test Status
4.2 Quality System 4.13 Control of Nonconforming Product
4.3 Contract Review 4.14 Corrective & Preventive Action
4.4 Design Control- N/A for 1509002 4.15 Handling, Storage, Packaging,
4.5 Document and Data Control Preservation & Delivery
4.6 Purchasing 4.16 Control of Quality Records
4.7 Customer Supplied Product 4.17lntemal Quality Audit
4.8 Product Identification & Traceability 4.18 Training
4.9 Process Control 4.19 Servicing
4.10 Inspection & Testing 4.20 Statislical Techniques
4.11 Inspection, Measuring & Test Equipment

.)

Industrial Initiatives for a Sustainable Development (lISE)

II

8



Quality & ISO 9000 Awareness Training Sept. 23-24, 1999

Requirements
~---------------1, ,, ,, ,, ,, ,, ,

Requirements
~-~-------------i, ,, ,, ,, ,, ,, ,... ...

Supplier's Output brganization'E Output Customer's
process Inpu process Inpu process

- -,,,,,, ,
~---------------~

Feedback

,,,,,, ,
~---------------~

Feedback

Supply-chain relationship of processes

The Interpretation of IS09000
The standard specifies
What managell\$nt must do
But not how they must do it

Tips on interpreting IS0900Q requirements",
Use common sense,
The standards imply that quality must be assured and
CONSISTENTlY achieved,
Bear in mind the consequences of a problem arising
be<:ause of inadequate control,
Establish overall confidence in the underlying workings
of the system,

...

Industrial Initiatives for a Sustainable Development (liSE) 9



""" Quality & ISO 9000 Awareness Training Sept. 23-24. I999

... _~~=-.. Q 11'1l~~""G.. • e,.., IJ ' ,;!.f~~U~~... .• It .,,_~__;:f

/
Quality System Develop DeveloplModify
Requirements Quality ... Quality Manual f--
IS09004/1/213 ,--. Policy & Procedures

/' /

Business Decision I ...
Regarding System & Take Correctivel ImplemenUlmprove

IS09000 standards Improvement Action Quality System

Certification!
Registration

i Intemal Audit &
Management Review

Typical Quality System Development/Implementation and IS09000 Process

Part 2:
1809000

Implementation
Training Module

Industrial Initiatives for a Sustainable Development (lISE)
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Quality & ISO 9000 Awareness Training Sept. 23-24, 1999

Measurement
Analysis &

Improvement

'tv Management SysteD1

roduct &Jor
f----~---''-l~Service

Realization

------- ---- Management
~ Responsibility

t~

The Quality Management Process Model

Management Responsibility Elements
4.1 Management Responsibility

- - -~ - 4.2 Quality System

If. U',,·5...~.c""~"""me"",o~,,&~".D..a""t·IJ'~,"o:",otrQ[0",' '----'

Resource Management Elements:
4.1 Management Responsibility
4.18 Training

Measurement Analysis & Improvement Elements
4.13 Control of Non·Conforming Product
4.14 Corrective & Preventive Action ~ _
4.171ntemal Quality Audit .........

Product &lor Service Realization
4.3 Contract Review

.4 Design Control
4. Purchasing
4.7 stomer Supplied Product

f---~.,------'" 4.8 Pr uct Identification & Traceability
4.9 P ess Control
4. Inspection & Testing

.11 Inspection, Measuring & Test Equipment
4.12Inspe<:lion &Test Status
4.15 Handling, Storage. PaCkaging, Pres lion & Oelive

4. I Techniques

he 1809001 :1994 elements as they fit into the Quality Management Process Model

Industrial Initiatives for a Sustainable Development (lISE) 11



.... Quality & ISO 9000 Awareness Training

Phase 1. This phase sets the scene for the remaining phases. The intention is
to secure top management common understanding, involvement & commitment.

Action:
1.1. Acceptance of the QMS concept outline in IS09004/1/213.
1.2. Senior management awareness training on IS09000.
1.3. Set up an implementation steering committee.

1.3.1. Carry out preliminary planning.
1.3.2. Establish your policy on consultants.
1.3.3. Develop a way of measuring progress.

1.4. Steering committee training on QMS implementation.
1.5. Brief management staff on the QMS implementation program.

1.5.1. Communicate your progress.
1.6. Perform gap-analysis.
1.7. Report on the gap-analysis findings.

1.7.1 Generate actions to address the 'gaps'.
1.7.2. Modify the QMSimplementation program to include these actions

1.8. Develop the organization's Quality Policy.

Phase 2. This phase is intended to put in place the mechanisms
required to assure·the degree of acceptance and ownership
necessary to secure the successful implementation of the
program.

Action:
2.1. Appoint a Quality Management Representative.
2.2. Set up the organization structure for the QMS.
2.3. Conduct QMS awareness training for selected trainor within
the organization.

2.3.1. Start raising awareness at all levels.

)

Industrial Initiatives for a Sustainable Development (lISE)...
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Quality & ISO 9000 Awareness Training

Phase 3. This phase develops and sets the relationship between the
Standard and the organization's Quality Policy.

Action:
3.1. Draft a Quality Manual to 1509000 standard.
3.2. Review the Quality Manual.
3.3. Incorporate the necessary changes to the Quality Manual.
3.4. Review of the Quality Manual by the Certification Body, if required
3.5. Incorporate Quality Manual changes requested by the Certification Body.

Phase 4. This phase involves the development of the Quality
documentation, progressive implementation and on-going compliance
aUditing of the procedures required to meet the requirements of the
Standard.

Action:
4.1. Develop the system documentation.
4.2. Establish a document control system.
4.3. Prepare appropriate procedures and work instructions.
4.4. Write the appropriate Quality Plan.
4.5. Implement the system and operating procedures progressively.
4.6. Nominate and train the first batch of auditors.
4.7. Carry out the first round of audits.
4.8. Perform post-audit benchmarking audit of system.
4.9. Prepare and implement the audit program.

Industrial Initiatives for a Sustainable Development (lISE)
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.. Quality & ISO 9000 Awareness Training

Phase 5. This phase is intended to ensure that the procedures are both
fully implemented and effective, and that sufficient evidence has been
gathered to prove the credibility of the system to the satisfaction of the
Certification Body.

Action:
5.1. Implement the procedures in full for a nominated period.
5.2. Final review and benchmark audit of the QMS against the Standard.
5.3. Perform necessary corrective action.

5.3.1. Revise necessary proceduresl documentation.
5.4. Improve the system.
5.5. Manage the interface the the Certification Body.

5.4.1. Arrange certification visit by Certification Body.
5.4.2. Certification Visit.

Policies --~

Quality policies are located in the Quality Manual. Policies address our
quality objectives and identify the authority and responsible parties. They
address the ISO 9000 requirements & identify the implementing
procedures.

Processes -
Processes are activities we perform to yield desired outcomes.
They are not part of the QMS document hierarchy. They are the core
functions our document hierarchy is designed to support.

Procedures·
Procedures are used to document our processes. They describe who.
what. when. where and how we carry out our processes. Procedures
may have a Center wide scope or their scope may be limited to a
particular Directorate, Division, Branch, or Department. They may be
tiered such that a lower level procedure provides greater definition as to
how an u er level rocedure is im lemented.

Industrial Initiatives for a Sustainable Development (liSE)

Sept. 23-24, /999



Quality & ISO 9000 Awareness Training Sept. 23-24, 1999

Inputs
Process

Outputs ..

Examples:
Invoice
Clinical device
Banking service
Intermediate product

A value-adding
transformation

involving people
and other resources

Examples:
Raw materials
Data
Method
Equipment settings

All work is accomplished by a process.

What's the difference between Policies, Processes, Procedures,
Work Instructions, and Records?

Work Instructions·
Work instructions are short, precise. step-by-step instructions of a how a
particular task is carried out. They are typically applicable to an individual or
group of individuals, Work instructions are used when necessary to provide
greater detail about a particular task identified within a procedure. They are
used to minimize the length of the procedures themselves.

Records -
Records are documents or data items that furnish objective evidence of
activities performed or results achieved. Quality records provide
traceability and measures for preventive and corrective actions. All quality
records associated with a process must be identified in its associated
procedure,

Industrial Initiatives for a Sustainable Development (lISE) 15



.. Quality & ISO 9000 Awareness Training Sept. 23-24, 1999

...

...
The IS09001/2/3 Certification/Registration
Process has three major phases:

o Quality system document review

@ On-site audit

ED Assessment analysis and report

.~~ft lonp..._....'!'gl.:'~. )-~~:-\:'Ll" . H • , , , t ;:.r-"'~:i~ I
_~~-~-v .111 IU••...,._~_.

Functions -of Key Organizations Involved in the IS09000 Certification Process

Accreditation Bodies
- RAB -UKAS -RvC' -DAR -PAB -others

ACC t DITS ACe j? DITS
I,- , 7

Cert. / Regist
Audit Certifiers/Registrars

Bodies

E~P~YS c~es c1ts

Auditors Auditors Training Course
Providers

c~~s

Organizations

I

,J

Industrial Initiatives for a Sustainable Development (lISE) 16



Quality & ISO 9000 Awareness Training

Achieving Certification / Registration - It's not Magic

• Most companies already have a system in
place.

• Beneficial to those who do not think it is
applicable.

• Clarify Focus.
• It's a Process not a Project.
• Team Effort; not Quality Only.

--
More benefits that ISO-certified companies report are:

Sept. 23-24, 1999 ••

Internally:
Better use of time and resources
Increased efficiency
Less duplication of work
Fewer errors
Less waste
Cost saving
Better motivated employees
Improved communications
Continuous improvements

Externally:
Wider market opportunities
Improved customer confidence
Increased customer satisfaction
Increased competitiveness
Increased market share

Industrial Initiatives for a Sustainable Development (lISE) 17



... Quality & ISO 9000 Awareness Training

....

IlIllSloUI
liSCllSulall

DeCision on IS09000 developmenUimpfementation

Sept. 23-24, 1999

00-11-Yourself

Sources: BPS
WebSite
Standards
Training Courses

Use Consultant

How do I sel t a consultant
that will meet yorganization's
needs?

Certification I Registration ~

ndustrial Initiatives for a Sustainable Development (USE)
iii
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Quality & ISO 9000 Awareness Training

Guidance on how to select a OMS Consultant:

> A. START

> A 1. State clearly the OBJECTIVE of the consultancy.
> A2. State the SCOPE.

> A3. Select the IS09000 Standard (9004/1/2/3)

> B. Develop a Request for Proposal. Use the following criteria:

> 81. General Criteria / Commercial Viability

>Length of time in the business
>No. of employees

>No. of clients

> Company structure
>Locations

> Communications

".1.
G~idance on how to select a OMS Consultant:

> 82. Specific Criteria
>Sector-specific experience

>Auditor Capability (or access to registered aUditors)

>Competence as demonstrated by:

>Education level

> Work experience

> Training

>Continuing Professional Development
(Also look for collective competence)

}> B3. PLAN - Performance-based Contract

>Syslematic

>Realistic timelines

>Covers all stages in the process

>Identifies re uired resources

Industrial Initiatives for a Sustainable Development (lISE)

Sept. 23-24, 1999
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,"" Quality & ISO 9000 Awareness Training

Guidance on how to select a Certification/Registration Body:

* Use the same guidance (for Consultants) but keep in mind that the
following questions must also be addressed:

* Is the Cert/Reg Body recognized and accepted by my customers?
Is it accredited by a recognized Accreditation Body?

* Is the number ofaudit man-days comprehensive enough to cover
al1 my operations?

-.

Some feedback
from ISO users...

•il

*'Industrial Initiatives for a Sustainable Development (lISE)

Sept. 23-24, 1999
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Quality & ISO 9000 Awareness Training

ISO 9000 user feedback •

Sept. 23-24, 1999

..,

...,

ISO 9000 user feedback •

)

Each dollar invested
generates at least a four
fold return if the standard
is implemented well.

The aspect of ISO 9000
which appeals to me most
is its emphasis on
continuous improvement.

.
ESCAP has recognized ISO
9000 as the instrument to
help speed economic,
technological and social
progress in the developing
Asia-Pacific countries.

Our home delivery service
has improved so much that
the complaints have
dropped to a mere 0.06%
of the total copies
distributed.

Robert Dore,
Coordinator for Service
Quality, Municipality of
Saint-Agustin-de
Desmaures, Canada

Francisco C. Eizmendi,
Jr., President & COO,
San Miguel Corporation,
Phils.

Sohrab, principal
consultant to the U.N.
on the status of ISO
9000 among the
countries of the
Economic and Social
Commission for Asia &
the Pacific (ESCAP)

Antonio Carlos Macarini,
Industrial & Circulation
Director, Fohla de

• Londrina, Brazil

...
Industrial Initiatives for a Sustainable Development (lISE) 21



Quality & ISO 9000 Awareness Training

ISO 14000 user feedback •

Sept. 23-24, 1999

Baxter Healthcare's
adherence to ISO 14001
will definitely help to
sustain our long-tenn
competitiveness, as
discerning customers
around the world are
becoming more
environmentally conscious.

Jay Rajangam, Sr.
Environmental Engineer,
(Singapore unit ot)
Baxter Healthcare, USA

ISO 14000 user feedback
-. •

)

It makes good business sense
to implement an
environmental management
system in our plant. In the
long run, it will give rise to
many benefits. These
include protection of the
environment and cost
savings for the company.

Takeo Kaji, Managing
Director, (Singapore unit
ot) Sony Display Device,
Japan

Industrial Initiatives for a Sustainable Development (liSE) 22



~.. Quality & ISO 9000 Awareness Training

ISO 14000 user feedback •

Sept. 23-24, 1999

..

:"
.,

Conformity to ISO 14001
requirements is being
maintained without any
special effort, as the
implemented procedures
seem so natural. The
continuous improvement
concept, which the standard
intends to encourage, has
been taken on board and is
showing clear results.

Bernard Daloz,
Environmental
Programmes Coordinator,
and Philippi Dumoulin,
Quality and Operations
Support Manager,
(French unit of) Lexmark
International, USA

Industrial Initiatives for a Sustainable Development (liSE)
I.
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,storvol';EnvironmenI81'0Manauement:
~v.stlJms·

Managementsvstems gave rise to gualill
managementsystems which, in turn, gave rise to
environmental management svstems .

.;{ ~~~ - "OMS"; "EMS"; "JOEM"
• Environmental management svstems are private

sector-led
• All EMS programs worldwide have been

intentionallv designed and implemented hvand
Ilor industrv
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structure, planning activities,
responsibilities, practices, procedures,
processes and resources for developing,
implementing, achieving, reviewing and
maintaining the environmental policv."
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"om·ponentsofan Environmental'"
'ManagementSvstem

• ,I,.,.

~ • Programslhal address company
environmental policies, statements and
procedures:

,• Environmental policv statements, bv-Iaws
and codes of behavior of professional and
trade associations that aicompanv or an
emplovee is amember of:



···coIIIRoneik.~ri EnUlronmental
il: Malia-I,mOnl System
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·[\·.·••·········.·.·Regulalorv.aud;;IDga.llrackin·g··systems;
.. ' ... ,... ' -, ',' -",

•.OrganizatiOna~slr·uoture within the
companl: ,

• Environmental relationships with
subsidiaries and other plants: . .

• Environmental relationships with
suppliers, vendors and subcontractors;

.'. - ',' .
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fI~I~II'I'I!«I~mq~i~alili'fpb
descriptions lor all personnel with I
responsibilities related to environmental
affairs;

• Plans lor implementation 01 corrective
action procedures in cases 01 procedural
breakdown; ,

• All environmental training programs:
~
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1 •. CommunilV,citizen,·and non-governmental
organization outreach programs:

• Emergencv response planning and
procedures:

• Records retention policies and policies:
• Procedures which address qualitv

assurance and qualitv control of analvtical
data.,

't, .,,'.. ; " >:. ,~~:,
'1 ' A'~~'
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-- FOl1U81ion 0'/10·201
:~~'~~11Development QIISO 140QO Series

- 14001/4: Environmental Management Systems
- 14010-12:EnvironmentaIAuditing
- 14020: Environmental labeling
- 14031: Environmental Performance Evaluation,

- 14040: life Cycle Analysis
37
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- Based on the results of the IER,
organizations that implement QMS (ISO
9000) prior to EMS (ISO 14000) are
identified,

• "2..step" EMS approach

'",' ,,:'" .'. I.

quali.1&E~.l.Onmenlal
Managemenl'slstem Einkages

Comp;onent
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• ·fl1-st:ep"EM5·iapPfaach forarganizations that
are already-rSO 9()OO certified or aligned or
have been identified to be ready to implement
EMS even without 1509000

- Provides linkage to ISO 14000
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