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The implementation of ISO 9000 in Taiwan

TSUNG- HSING SHIEH

BSMI REP.OF CHINA

FORWORD

The Bureau of Standards, Metrology and Inspection (BSMI)
subordinated to MOEA is the highest national agency for drafting CNS. It
determines the national metrology policy and conducts commodity
inspection. For years it plays an important role in promoting export, which
in return earn a great deal of foreign exchange, and guarding public health
from unqualified product.

Furthermore, BSMI has been promoting the adoption of the ISO
9000, helping Taiwan follow the global trend of internationalization and
liberalization in economy. Many factories have made a leap in their
management after they had been assessed by BSMI. Particularly, the
service quality of some government agencies, assured by BSMI, have

presented an entirely different perspective.

PROMOTION OF ISO 9000 QUALITY ASSURANCE SYSTEM
(1989~PRESENT)
ISO9000 has become the national assurance system for many
advanced industrial countries since 1989. The renowned product marks of
many countries, such as British BSI. American UL, Japanese T mark,
Australian AS, and ectc . have gradually been replaced by ISO Quality

Assurance System. It is even more important for an export oriented country,



such as Taiwan, 1o adopt this system. In order to internationalize and raise
the level of our Quality Assurance System also to facilitate the negotiating
mutual recognition with other country in the near future, BSMI has actively
introduced ISO9000 Quality Assurance System since 1989 and started

accepting the domestic application ot ISO 9000 in January 1991.

Following are the current situation of ISO 9000 implementation in Taiwan:

(1) Existence of the CNS equivalence to the ISO 9000 series

ISO code | issued date | CNS code ]; issued date
8402 1994 ’ 12889 T 1095.02.16
190001 1994 T 12680-1 | 19950420
9000-2 1997 126802 1996.03.28
9000-3 1997 | 126803 1995.02.16
9000-4 | 1991 12680-4 | 1996.06.14
9001 1994 | 12681 19950104
9002 1994 12682 1995.01.26
9003 1994 | 12683 1995.08.31
9004-1 904 1 126841 | 1995.07.29
9004-2 1991 12684-2  ° 1994.11.02
90043 [ 1993 12684-3 . 1997.08.06
9004-4 1993 12684-4  1996.10.30
100053 1995 14177 19980625
10007 1995 ﬂ T3 19980831
10011-1 1990 1335141 1994.02.25
100112 091 | 133512 19940225
00115 T 1e9T b 133515 9930335 ]
100121 1991 13827 1997.03.10

IJ



10013 1995 | 13657 1996.04.15
Guide 2 1996 13606 1997.10.21
Guide 61 1996 ? 14119 1998.02.19

 Guide 62 1996 M 13285 1998.02.19

2. Certification Bodies in Taiwan
There are about 23 certification bodies to promote the ISO 9000

registration in Taiwan. The certification bodies are as follows:

BSMI AJA

SGS BQR

DNV TSC(Australia)

TUV Product Service }AQ:S-’-R(U Sy
RW TUV ‘OVQUMmﬂM
Cioyds Tes T

TUV Rheinland NEMKO(Norway)
BSI-QA QEC

BVQI OMI(Canada)

UL SE-ISR

Entela(U.S.) JETT

KEMA R B

The BSMI is the biggest certification body and the only one

authorized by the government in Taiwan.

3. Accreditation Body in Taiwan
The 1mportance of quality management and environment
management system certification has been widely recognized in the

Republic of China in recent vears. In view of the needs for ensuring



certification bodies continuously in compliance with the international
standards, the MOEA promulgated “The Implementation Rules for the
Chinese  Quality Management and Environmental Management
Accreditation System™ and “The Points for the Establishment of Chinese
National Accreditation Board” in March 1997. The Chinese National
Accreditation Board (CNAB) was established to undertake related
accreditation operations and began acceptling applications for accreditation
on July 30, 199&. The structure of the CNAB’s is shown in the Annex C.

The CNAB has accreditation programs for certification bodies or
training course providers as tollows:

-—-Quality Management System (QMS) Certification Bodies.
--Environmental Management System (EMS) Certification Bodies.
--QMS Auditor Training Course Providers.

--EMS Auditor Training Course Providers.

--Auditor Certification Bodies.

The accreditation operations of BSMI ISO9000 were formally
certified by CNAB on April 20, 2000. They include “*Chemicals, Chemicals
Products and Fibers”, ““Rubber and Plastic Products”, “Metal Products”,
“Machinery and Equipment”, “Electrical and Optical Equipment” five
categories. Nearly 70% of the ftactories have been certified and registered
by BSMI. 1120 factories will be designated with CNAB mark in their

certiticate.

4. Number of 1SO 9000 certified companies and from which business
sector
Manutfacturing and service industries may apply for 1SO 9000

1



registration. Until Aug. 31,2000, the BSMI has received 2285 applications
for registration and 1669 certifications have been granted in total, including
186 for ISO 9001 and 1483 for ISO 9002(see Figure 1).

Al present, the scope is confined to the manufacturing and service
industries. The statistic data shows that the industries most motivated to
seek ISO 9000 registration are the chemical industry, the machinery

industry, and the electronics industry (see Figure 2).

Figure 1
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ISO 9000 registration for Taiwanese companies before June 30, 1996. Now,
in according to the “Regulations for the Implementation of ISO 9000
Quality Assurance System Scheme™, the fecs of certification are as follows:

(1) Application fee: NT$ 10.000 per case;

(2) Assessment, reassessment, and surveillance fees: NT$ 7,000 per
man-day;

(3) Certificate fee (new or re-issued): NT$ 2,000 per case;

(4) Annual fee: NT§ 15,000 per case. When the registered products of an
organization are produced at different locations, the annual fee will
be applied to each location.

(5) Travelling and accommodation expenses of audits outsides the
country will be charged according to the “Travelling Expense Scales

for Business Trip Abroad™.

7. International cooperation
The import and export of commodities are closely related to the
Inspection system of the importing country.

Theretore international cooperation on product certification is an inevitable
trend - and 1t may prevent repcated inspection In view of this

The BSMI has promoted cooperation programs with famous certification
Bodies of various countries with the aim of assisting domestic manufacture
[n obtaining the product marks of the importing countries and in competing
more successfully nternational market.

The following international certification organizations have signed



Cooperative agreements or Memorandum of Understandings with the

BSMI.

Foreign organization

|
Quality and Environmental management/ISO14001 Environmental Management

(DQS)

o

The British Standards Institution (BSI)

Cooperation Program

System
1809000 Quality Assurance

AIB-VINCOTTE Inter Belgium (AVI)

[SO9000 Quality Assurance

S

[tilian Certification S?S_ﬁppliers Quality!

Systems (CISQ)

[SO9000 Quality Assurance

The French Association form(_')uality

Assurance (AFAQ)

[SO9000 Quality Assurance

The Austrian Association for the

assessment and Certification of Quality

Systems (QQS)

[SO9000 Quality Assurance

9. The  Singapore  Productivity  and

. Underwriters Laboratorics Inc.U.S.A

(UL)

The Quality Managemem [nStitU'[eg e

'
I

Canada (QMI)

[SO9%000 Quality Assurance

[SO9000 Quality Assurance

Standard Board (PSB)

[SO9000 Quality Assurance

10.SIRIM Berhad Malaysia (SIRIM)

[SO9000 Quality Assurance

11.The south African Bureau of Standards:

(SABS)

ISO9000 Quality Assurance




Conclusion (The FUTURE PERSPECTIVE)

L.

12

LI

Widening the bilateral mutual recognition agreement with foreign
certificate agencies, in order that the foreign factories will be able to
apply BSMI ISO9000 certificate from the local certificate agency,
which had signed cooperative agreements with BSMI, directly. Tt will
not be necessary for BSMI to assign its person to go abroad for

assessments and surveillance.

. Carrying out successively the “ISO9000 training”, “Uniformity

assessment trading”, “Assessing technique training”, so as to enhance
the professional knowledge of BSMI's inspectors to maintain the
uniformity of assessing ability.

Projecting the assignments of senior inspectors to understand the
adjustment of local factories to the 1ISO9000 2000 version, provide aids
in time and ensure all the factories to complete their transfer into new
version before 2003,

Although BSMI has conducted the approval of all the manufacturing
industrials’ applications of 1SO9000 certificate, it will extend the

certificate business to service industrial, government agencies and mass

transportation gradually.

9
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SO 9000 CLAUSES INTERPRETATION
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Part 1

Part 2

Introduction to the change
Details of the changes

Guidance for the transition
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Revision currently being
undertaken by ISO/TC 176.

“Quality Management and
Quality Assurance”

TC 176 formed in 1979.
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ISO INTERNATIONAL ORGANIZATION FOR '
'TANDARDIZATION

. World-wide@of National Standards
bodies with Secretariat in Geneva.

-2

- Malaysia member since 1970s; represeﬁted by
Dept of Standards Malaysia (DSM) since 1996.

- Standards prepared by ISO Technical Committees

- Every member body has right to be represented
in the Technical Committees

; &.,M . Productivity Drives Nanonal Development L <1

L ALLR M) N
RGOSVl et 7416615 3 2000

‘ WHAT DO WE MEAN BY YEAR 2000
Co T REVISION?- . .. - ...

- Revision to current ISO 9001:1994, ISO 9002:1994
and ISO 9003 : 1994

- Revision to 1SO 8402 : 1994 and ISO 9000-1
(Clause 4 & 5); replaced by ISO 9000: 2000

- Revision to 1SO 10011:1994 (part 1, 2 and 3}

- Reviewing and deciding on fate of existing
documents in the 1SO 9000 family

- Work is currently being undertaken by ISO/TC
176 its Sub-committees.

Productyvity Drives Natonal Development | LI I i ) -
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- WHAT IS THE CURRENT ISO 9000 FAMILY

;;QF STANDARD‘P

ISO 8402 ISO 9004-3

ISO 9000-1 ISO 9004-4

ISO 9000-2 ISO 10005

ISO 9000-3 ISO 10007

ISO 9000-4 1SO 10011-1

ISO 9001, 1SO 10011-2

ISO 9002/g,=. { ISO 10011-3

ISO 9003/ ISO 10012-1

ISO 9004-1 1SO 10013

1ISO 9004-2 1SO 9000 for Small Business

Productivity Drives National Development m

i1 n A LTS

COCHCE YA Somrana1 163153 000

_ MAIN REASON FOR REVISION .

1. Under ISO protocols, all international standards shall
be reviewed at least once in five years
V_h“-—xh__,_‘t__‘\m

2. Result of review will determine whether to-reconfim,
revise or withdraw a standard

3. In 1990, ISO/TC 176 adopted two-phase revision
process:

- First phase, with limited change, resulted in
publication of ISO 9000 : 1994 series

4. In 1996, ISO/TC 176 geaffirmed the two-phase process
and began work on phase two, which is currently on-
going

r-\@/.‘qw Productivity Drives National Development m
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{I "'{‘,:j,}?f‘{fY-z'oQo REVISION PLAN . - ﬂ

4 Key standards to be developed/revised

1. 1SO 9000 - Quality Management Systems
(Concepts and Vocabulary)

2. 1SO 9001 - Quality Management Systems
(Requirements)

3. 150 9004 - Quality Managerment Systems
(Guidance for Performance Improvement)

4. 180 19011 - Guidelines for Auditing Management
Systems

Ta be supported by a number of Technical Reports.

Productivity Drives National Development k L

M,
S e insn reoRTT R
CACHTEYA Y Surrarerr3 106153 2000

TO ENSURE USER NEEDS TAKEN INTO ACCOUNT, ||
GLOBAL SURVEY OF USERS AND CUSTOMERS B E
CARRIED OUT. IN 1997 BY ISO/TC 176 ‘

Questionnaire covered :
- Attitudes towards existing standards
- Requirements for revised standards

- Relationship of the Quality Management System
Standards to the Environmental Management
System Standards
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- ANALYSIS OF SURVEY FINDINGS REVEALED

. FOLLOWING USER AND CUSTOMER NEEDS: ||

Increased compatibility with ISO 14000 series of EMS standards

Revised standard should have common structure based on
process mode|

Provision should be made for “tailoring” of ISO 9001 requirements
to omit requirements that do not apply to an arganization

1S0 9001 requirements should include demonstration of
continuous improvement and prevention of non conformity.

IS0 9001 should address effectiveness while 1SO 9004
should address both efficiency and effectiveness.

CRCYOETAwSarrermrea? 1475 3 2000
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- 180 9004 should help achieve benefits for all parties,
i.e. customers, owners, employees, supplier and
society.

- The revised standards should be simple to use,
easy to understand and use clear language and
terminology.

- The revised standards should facilitate self evaluation

- The revised standards should be suitable for all
sizes of organization, operating in any economic or
industrial sector and the manufacturing orientation
of current standard should be revised.
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- TO ENSURE USER AND CUSTOMERS NEEDS ARE
. MET, A VALIDATION PROCESS HAS BEEN
IMPLEMENTED

- Allows for direct user and customer feedback at
key milestones

- To determine how well the identified needs are
being met

\140 identify opportunities for improvement

ﬁwm s ) Productivity Drives National Development m
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. SURVEY TO DETERMINE USER NEEDS 1120
'PARTICIPANTS FROM 40 COUNTRIES

1-14 N employees 12%
50 - 249 employees 24%
15 - 49 employees 8%
250 - 499 employees 14%
> 500 employees 42%
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SURVEYED ORGAN IZATIONS/ USER
. CATEGORIES '

1. Product and Service

2.  Public Service
e 3. VAccreditation Body
)7-)) 4. VCertification Body
5. Standardization Body
6. Others
W,,,mm. Productivity Drives Nationa! Development m
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..’ "USE OF ISO 9004 : 2000

- IS0 9001 : 2000 and 1SO 9004 : 2000 are being developed
as a \m pair, wnt of the classes.

- ltis notintended to be a guide to the implementation
of ISO 9001 ; 2000

- Organizations are encouraged to use 1SO 9004 : 2000
for the purpose of developing and enhancing systems
beyond their immediate certification needs

- Title of ISO 9004 : 2000 has be revised to “Guidelines
for performance improvement”

i e
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~WILL A FULL REASSESSMENT BE CARRIED
OUT FOR THE PURPOSE OF UPGRADING
i THE CERTIFICATE'-" :

- At this point, CBs have not made a decision

- Currently TC 176 is in discussion with IAF
and CASCO

%CBS will have to follow accreditation body
guidance on this

QQ T — Productivity Drives National Developr2nt m
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. WHATDOYOUHAVETODO? |

- Study draft to be ready in time
- Prepare to meet the new requirements
- unless you want to, do not change the

structure of your QMS Manual to match the
layout of the revised standard
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1Q 1998
2Q1998
3Q1998

1Q 1999

4 Q1999

3 Q2000
4 Q 2000

Working Draft - for information
Working Draft - for information

Committee Draft (CD 1)
- Comment by members of TC 176

Committee Draft (CD 2)
- Comment & vote by members

Draft Intl Standards (DIS)
- Comment & vote by members

Final DIS - Vote by members

Revised standard published

Productivity Drives National Development I\ <«
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- “NEW ROLE FOR IS0 9004 *

Based on 8 quality management principles

Title revised to “QMS guidance for performance
improvement”

Towards “business excellence”

Structure consistent with ISO 9001, but content not
intended as a guide to its implementation

To achieve benefits for all interested parties through
sustained customers satisfaction
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EIGHT PRINCIPLES ON WHICH NEW,
- - 'STANDARDS ARE BASED

- Leadership

- Involvement of people

- Process approach

- System approach to management

- Continual improvement

- Factual approach to decision making
- Mutually beneficial supplier relationship

Y AL T Productivity Drives National Development i
o fnlad ddvitr ook p
s P, h

Ak TSR
CAC/CEVw Surerbrra 743730 200

i - CUSTOMER-FOCUSED.ORGANISATION = |/

Organisations depend on their customers and

therefore should understand current and

future customers’ needs,\meet customer

@quirements)and strive to exceed customer

expectation.
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. +KEY BENEFITS: . -

- Increased revenues and market shares
obtained through flexible and fast responses

to market opportunities.

- Improved customer loyalty leading to repeat

business and referrals

Productivity Drives National Development m

LT ST

S .APPLYING THE PRINCIPLE OF CUSTOMERS—
- .-_4FOCUSED ORGA.NISATION TYPICALLY LEADS
R - TO'THE FOLLOWING ACTIONS. -

- Understanding customers needs and expectations.

- Ensuring goals and fargets of the organisation are linked to
customers needs and expectations.

- Ensuring customer needs and expectations are
communicated throughout the organisation.

- ) Measuring customer satisfactié?u’and acting on results

- Managing customer relationships

- Ensuring a balanced approach among customers and
other interested parties.

Productvity Drives Nattonal Development m
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Leaders establish unity of purpose and direction
of the organisation. They should create and
maintain the internal environment in which people
can become fully involved in achieving the

organisation’s objectives.

Productivity Drives National Development l k{ | ] 1 -
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- People will understand and be motivated

towards the organisation’s goals and objectives

- Activities are evaluatednd

implemented in a unified way

- Leading by example thereby enabling

continual improvement.

-
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) PPLYING THE PRINCIPLE OF LEADERSHIP TYPICALLY ;
LEADS TO THE FOLLOW"!NG ACTIONS'

- Considering the needs of all interested parties including customers,
owners, people, suppliers, local communities and society at large

-  Establishing a clear vision of the organisation’s future
- Setting challenging goals and targets

- Creating and sustaining shared values and ethical role
models at all levels of the organisation

- Establishing trust and eliminating fear

- Providing people with required resources, training and
freedom to act with responsibility and accountability

- Inspiring, encouraging and recognising people’s contributions.

Productivity Drives National Development m
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. . PRINCIPLE: '
.- INVOLVEMENT OF PEOPLE

People at all levels are the essence of an
organisation and their full involvement enables
their abilities to be used for the organisation’s

benefits.
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_ “KEY BENEFITS: - -

- Motivated, communicated and involved people

- People feel accountable for their own
performance

- People eager to participate and contribute
tc continual improvement.

Productivity Drives National Development l g | | X =
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“APPLYING THE PRINCIPLE OF INVOLVEMENT OF |
|~ PEOPLE TYPICALLY LEADS TO THE FOLLOWING "~ |’

.- ACTIONS:

- Understanding the importance of their contribution and role
in the organisation

- ldentifying constraints to their performance
- Accepting ownership and responsibility to solve problems

- Evaluating their performance against own personal goals and
objectives

- Actively seeking opportunities to enhance their competencies,
knowledge and experience

- Freely sharing knowledge and experience

P
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S0 PRINCIPLEA S om0 f K
~'. 7 - PROCESS APPROACH .. "~

A desired result is achieved more efficiently
when related resources and activities are

managed as a process,

Productiviry Drives National Development ] kl I ) L
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- Ability to lower costs and shorten cycle times

though effective use of resources.
- Improved, consistent and predictable results

- Allows improvement opportunities to be

focussed and prioritised.

Y A 2. Productivity Drives Natonal Development |h‘ |I l -
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APPLYING THE PRINCIPLE OF PROCESS APPROACH
““TYPICALLY LEADS TO THE FOLLOWING ACTIONS

Using structured method to define the key activities necessary
to obtain a desired result

Establishing clear responsibility and accountability for managing
key activities

Understanding and measurement of the capability of key activities

Identifying the interfaces of key activities within and among the
functions of the organisation

Management focus on factors, such as resources, methods,
and materials, that will improve key activities of the organisation,

Evaluating risks, consequences and impacts on customers,
suppliers and other interested parties.

Productivity Drives National Development | E&l | x =

PRINCIPLE 5
SYSTEM APPROACH TO MANAGEMENT

Identifying, understanding and managing a
system of interrelated processes for a given
objective improves the organisation’s

effectiveness and efficiency.
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- Alignment of the processes which will best
achieve the desired results

- The ability to focus effort on the processes that
matter

- Provides confidence to key interested parties of
the effectiveness and efficiency of the
organisation.

Productivity Drives National Development l hl | I 1 =
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(APPLYING THE PRINCIPLE OF SY_STEM APPROACH TO
‘ LL LEAD TO THE FOLDOWI G

- Structuring a system to achieve the organisations
objectives In the most efficient way

- Understanding the interdependencies among the
process of the system

- Targeting and defining how specific activities within
the system should operate

- Continually improving the system through measurement
and evaluation

?&L‘:‘Mm_ Produciivity Drives National Development I kl l a -
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2 . NPRINCIPLE 6 o
.- :CONTINUAL IMPROVEMENT

Continual improvement should be a

permanent objective of the organisation.

2 Mot e Producnrvity Drives National Development o
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 KEYBENEFITS: l‘

- Increased competitive advantage improved

organisation capabilities

- Flexibility to react quickly to opportunities
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.'APPLYING- THE PR.!NCIPLE QF, CONTINUAL IMPROVEMEN'I‘ :
_YPICALLY LEADS TO THE FOLLOWING ACTIONS: ".f

- Employing a consistent organisation-wide approach to
continual improvement

- Providing people with training in the methods and tools
of continual improvement

- Making continual improvement of product, processes and
systems an objective for every individual in the organisation.

- Establishing goals to'guide and measures 1o track continual
improvements

- Recognising and acknowledging improvements,

Productivity Drives National Development m
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 PRINCIPLE 7 i, -0 ... |
FACTUAL APPROACH TO DECISION' b
L MAKING N

Effective decisions are based on the

analysis of data/information

Productivity Drives National Development m




" KEY BENEFITS:

- Informed decisions

- An ability to demonstrate the effectiveness of
past decisions through reference to factual
histories

- Ability to review, challenge and change opinions
and decisions.
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PPLYING TI-IE PRINCIPLE ‘OF FACTUAL" APPROACH R
DEC SION MAKING TYPICALLY LEADS TO .
; THE FOLLOWING ACTIONS: + i7" i

- Ensuring, by analysis, that data and information are
sufficiently accurate and reliable.

- Having data accessible to those who need it

- Making decisions and taking action based factual
analysis balanced with experience and intuition.
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An organisation and its suppliers are interde-
pendent and a mutually beneficial relationship

enhances the ability of both to create value.

Productivity Drives National Development | ki I 1 L
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. “KEY BENEFITS:

- Increase ability to create value for both parties

- Flexibility and speed of agreed joint responses
to changing markets

- Optimisation of costs and resources.
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“APPLYING THE PRINCIPLE OF MUTUALLY BENEFICIAL e
SUPPLIER RELATIONSHIPS TYPICALLY I_,EADS TO
St . ‘THE FOLLOW'ING ACTIONS : :

Identifying and selecting key suppliets

Establishing relationship that balance short-term gains
with long-term considerations

Pooling of expertise and resources with key partners
Creating clear and open communications
Establishing joint improvement activities

Inspiring, encouraging and recognising improvements
and achievemnents.

Productivity Drives National Development -&
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-:INPUT. FOR TC 176/SC2 MEETING IN. SAN' L
" FRANCISCO (SEPT. 1999) * -

- CD2 released in March 1999
- Positive ballot by P-members of TC 176

- 4600 comments received from member
organizations

- Results of\Validation)exercise involvin

organizations.
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**FROM.COMMENTS AND. VALIDATION -
RESULTS FO LOWING CRITICAL REVISION 2
ISSUES WERE IDENTIFIED. o :

1.  Clarify relationship between ISO 9001 and ISO 8004;
2.  Clarify documentation requirements;

3. Ensure consistency of definitions and usage in
standards;

4.  Clarify “reduction in scope”;
5. Ensure compatibility with ISO 14001;

6. Consider measurement of customer satisfaction
requirement
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-Deta.ils of the chan‘gesd »
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71509002000 (1)

Scope (Clause 1.1)
It has been enhanced to specify that it is aimed at:

“achieving customers satisfaction through the effective
application of the system, including the prevention
of non-conformity and processes for
continual improvement.”

1SO 9001:1994 requirements are aimed primarily at achieving
customer satisfaction through prevention of non-conformity.

Productivity Drives National Development m
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. SCOPE (CLAUSE 1.1 'GENERAL) R

1SO 9001:2000 allows for certain requirements to be
excluded in particular situations.

1S0 9001:1994, 1SO 9002:1994 and ISO 9003 have different
scopes clearly identifying particular situations where each
standard applies.
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"7 SCOPE (CLAUSE 1.2 .;,_»}:ﬂzfgtf T S
~ PERMISSIBLE EXCLUSIONS)Y, & - »5:

Organizations may exclude requirements specified in ISO
9001: 2000 if the requirements are inappropriate due to:

(1) The related processes not being performed by the
organization as applicable to the product and/or
service requirements or;

(2}  The nature of the product and/or service or;

(3) The customers’ ou:\pplicable regulator} requirements
2. .P,p, .
C

Lotk |
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. - . SCOPE (CLAUSE 1.2-- - ..
~i % PERMISSIBLE EXCLUSIONS) "

Exclusion permitted only of requirements that:

(\)/ Do not affect the organization’s ability, or absolve
it from its responsibility, to provide product that
meets customers and applicable regulatory
requirements

(2) Are within Clause 7 of the standard: “Product and/
or service realization”

(3) Justified in the organization’s quality manual.
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©*(CLAUSE 2 - NORMATIVE REFERENCE) - . |

Reference made to ISO 9000 : 2000 Quality
Management System - Fundamentals and
Vocabulary

This replaces reference to ISO 8402 : 1994
QM and QA - Vocabulary

Productivity Drives National Development m

PORALLALS T R G

. “(CLAUSE 3 - TERM'AND DEFINITIONS) . |

Term used to describe supply chain have been changed.to
to reflect current vocabulary used by organizations

1SO 9000 : {supplier — —-» Customer

2000

15O 9000 : {subcontractor —> — Customer
1994
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Organization shall establish, document, implement, maintain
and continuously improve quality management system

- Identify and manage processes for QMS

- Deterrnine sequence and interaction of these processes

- Determine criteria and methods for effective operation
and control

- Measure, monitor, analyze process and implement action
to achieve planned result and continual improvement

- Ensure availability of information to support effective
operation and monitoring of processes.

Productivity Drives National Development k <«
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4.1 General documentation requirements

Extent of QMS dependent upon

(a) Size and type of organization
(b) Complexity and interaction of processes
(c) Skills and training of personnel
4.2 General documentation requirement "

QMS shall include:

(a)
(b)

Documented procedures required by the standard
Documentation required by organization for:-

- Describing sequence and interaction of the
processes

- Ensuring effective operation and control of
processes
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TRANSITION GUIDE ‘,INE FOR CURRENT USERS

To facilitate a smooth transition, key areas to be
addressed are :-

- Internal Quality Auditor training focused on the relation
between the versions and the new requirements

-~ Management awareness focused on structure of new version
and the management role

- General staff awareness program

- Understanding of process management

- Clear understanding of the term “permissible exclusion” if
you intend to exclude some requirements.

ORIV Semnana 1 446415 3 2000
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 TRANSITION GUIDELINE FOR NEW USERS |

- In establishing your system, consider structuring based on
new requirements

- Address new requirements based on ISO/DIS:2000
- Anticipated that a system based on ISO/DIS:2000 will also
fully comply with I1ISO 9000:1994

{except for some documented procedures)

- If ready for certification before publication of new standard,
audit will be to the current standard

- If ready for certification after publication of new standard,
audit will be to new standard
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SSUES FOR CERTIFICATION BODIES *_ ||

To achieve a smooth transition, the following
should be considered :

- Timing of audit and certification activities based on
1SO 9001:2000

- Arrangement of audit schedule for each organization
- Training of auditors

- Protocol for encouraging users to adopt 1ISO
9001:2000 at their earliest convenience

- Timely administration of upgrade certification
certificates

Productivity Drives National Development m
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WHAT WILL HAPPEN.TO 1S0/9002:1994 7 .}
ERTIFIED'ORGANIZATION?. :

If design is required to demonstrate your capability to
meet customer requirements, then this must be included
in the scope of the ISO 9001:2000 certification

If design is not required, this can be excluded under the
“permissible exclusions” provision ; however; reasons
for exclusion should be indicated.
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Quality Management System
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- New structure of Standards should not oblige
organizations to revise their systems
documentation to match

- System documentation is unique to each
organization
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CAN. ORGANIZATION CONTINUE TO BE
CERTIFIED TO 1S0. 9001 1994 OR o
- e ijSO 9002 1994° s e T

- There will be a transition period (proposed 3 years)
after the standard is published during which the
old standard will continue to remain valid.

- Effectively, this means certification to the old
standards will be valid until the end of the transition
period

- At the end of the transition period, any certificate not
upgraded to ISQ 9001 : 2000 will be withdrawn

Productivity Drives National Development m

NTERPRETATIONS OF THE NEW STANDARD

1SO TC 176 has set up a mechanism for providing
interpretations; a group has been formed to examine and
validate interpretations

Request should go through NSBs (National Standards
Bodies)

Will only be implemented after the publication of the new
standard

Some countries not in favour of this because of the
expected volume of work
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Productivity Drives National Development m
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TRANSITION PLANNING

— ISQ/TC 176 has established a Task Group to
prepare a guidance document concerning transitional
issues by different user groups.

— Toidentify and provide guidance conceming
transitional issues by different user groups.

— Database on frequently asked questions (FAQs)
available on ISO/TC 176/SC2 open Web site
(hitp:/fwww.bsi.org.uk/iso-tc176-sc2)

’Elél{“m s Productivity Drives Nanonal Development m
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'TRANSITION GUIDANCE'

The following users groups have been identified:
— Current Users - Standard

— Current Users - Supplemental

— Transitional/Intermediate Users

-~ New Users

Productivity Drives National Development | Ll | I x L
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~Current-Users ...

User category that has completed implementation of ISO
9001:1994, 1SO 9002; 1994 or ISO 9003, whether
certified or not.
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II-}*T-C‘:llrrent User- Sﬁpplemen'ted_';

User group that has adopted 1SO 9001:1894, ISO
9002:1994 or ISO 9003:1994 and included additional
requirements to form a set of criteria that can either be
certified or accredited under the guidelines of a particular
sector scheme e.g QS-8000.

Productivity Drives National Development
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- User group that in the process of implementing 1SO
9001:1994, ISO 9002:1994 or ISO 9003:1994 and
have not yet reached full implementation of the

standards requirements.

— This group may be in the process of implementing a

system based on the CD or DIS version.

— This group may be seeking certification in the near

future.
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. Generalissues on transitio;

- Certification Bodies world-wide implemented own

transition arrangement afier the 1994 revision.

~ Effort being made by all concerned parties to ensure
uniform transition arrangements are applied all over
the world.

- Uniform transition is very important given the number
of ISO 9000 certificates that have already been
issued (~270,000 as at Dec 1998)
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- Latest development on transition

- Certification Bodies will be guided by transition plans
adopted by the International Accreditation Federation
(IAF).

— ISOfTC 176 is working with IAF and CASCO on the
adoption on proposals prepared by TC 176.

— LatestIAF proposal recommends three year transition
period beginning from date of publication of the
standard.

— Al certificates will have to be upgraded to be 1SO
9000:2000 by the end of the transition period.

— Both versions of the standard will continue to be valid
during the transition period.
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.Transition guidance for current useérs

(certified companies) ~~* .

To facilitate a smooth transition, key areas to be addressed are:

— Internal Quality Auditor training focused on the relation
between the versions and the new requirements.

- Management awareness focused on structure of new
version and the management role.

— General staff awareness program
— Understanding of process management.

— Clear understanding of the term “permissible exclusion”
if you intend to exclude some requirements.

Productvity Drives National Development I_m
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Top management shall demonstrate commitment by :

- Communicating importance of customer and legal/regulatory
requirements.

- Establishing quality policy and objectives.
- Performing management reviews.

- Ensuring availability of resources.
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Organization shall ensure customer needs and
expectations are determined and converted
into requirements. Related legal/regulatory

requirements should also be considered.

\/{ocumented Procedure: No requirement
IS0 9001: 1994 : No corresponding requirements

& 23T >
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32 Quality Policy . .

Quality policy shall:

Be appropriate to the purpose of the organization

— Includes commitment fo meeting requirements and continual
improvement, ’

— Provides framework for establishing and reviewing quality
Objectives.

- Be communicated and understood at relevant levels in the
©  organization.

—~ Is reviewed for continuing suitability

“V’Documcntcd procedurce: No requirement
1SO 9001:1994: Clausc 4.1.1
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Quality objectives:

— Shall be established at relevant functions and leveis

— Shall be measurable and consistent with QP -
%%
~ Shall include objectives needed to meet requirements of
product

Documented procedure: No requirement
ISO 9001:1994: Clause 4.1.1

Productivity Drives National Development m
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“ Clause 5.4 = Quality Planning =~ "

-~ Processes and resources needed to achieve quality
objectives shall be identified and planned.

— Results of planning shall be documented

i ani e i

RYA% Productivity Drives National Development -
\&WTL—H‘:‘:‘T‘ ty National Develapme N




.o o7 Clause 5.5; Quality'?lanning

Quality Planning shall include:
1) Required processes of the QMS
2) Operational processes and resources

3) Verification & validation activities, acceptance criteria and records
to be maintained.

4) Continual improvement

Change shall be conducted in a controlled manner and system
integrity shall be maintained during this process

Documented Procedure: No requirement
1SO 9001:1994: Clause 4.2.3
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" Clause 5.5 ~ Administration -~ .= "

Functions and interretations within the organization, including
responsibility and authorities, shall be defined and

communicated.

Documented Procedure: No requirement
1S0O 9001:1994: Clause 4.1.2.1
(specifics defined and documented)
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Management Représentative

Responsibility enhanced to include reporting on needs for
improvement and promoting awareness of customer

requirements throughout the organization.

Documented Procedure: No requirement
ISO 9001:1994: Clause 4.1.2.3

Productivity Drives National Development m
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- Clause 5.5:4 Internal Communication

New requirement to ensure adequate communication between
various levels/ffunctions regarding processes of QMS and their

effectiveness.

Documented Procedure: No requirement
ISO 9001:1994: No corresponding requirement
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Clause 5.5.5 -

Quality Manual shall include:

Scope of quality management system (including reason for
permissible exclusions)

Description of processes of the QMS & their interaction.

Documented procedures or reference thereto

IS0 9001:1994: Clause 4.2.1

VA w et T4/12. 2000
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‘Clause 5.5.6 —Control of Documents .., ©..

Quality records considered as documents but different requirements
specified for quality records.

Gontrol of documents “required by the quality management system”

Control shall over:

approved prior to issue

reviewed, updated as necessary and reproved

relevant versions of applicable documents at all points of use
legible, readily identifiable and retrievable

documents of external origin given identification and distribution.
obsolete documents to prevent unintended use and suitably
identified if retained.

Documented procedure: Yes
150 9001:1994: Clause 4.2.1
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- Clause 8.5.7 = Gontrol of Quality Records .

Control shall cover “records required by the quality
management system”

Records maintained to provide evidence of conformance and
effective operation of the quality management system.

Requirements include: identification, storage, retrieval,

protection, retention time and disposition.

bDocumented Procedure: Yes
ISO 9001:1994: Clause 4.16

Productivity Drives National Development l Ll l | l <1

: Clause 5 6 ManagementRewew _

Top management shall review QMS at planned intervals.

Purpose of review: To ensure its continuing suitability, adequacy
and effectiveness.

Review inputs shall cover current performance and improvement
opportunities related to:

— result of audits

— customer feedback

— process peiformance and product and/or service conformance
— status of corrective and preventive actions

— follow-up actions from earlier management reviews,

— changes affecting QMS
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“related to:

~’Review output shall include actions -~ -

— Improvement of QMS
— Process, product and/or service audits
— Resource needs

Records of reviews shall be maintained

Documented procedure: No requirement
IS0 9001:1994: Clause 4.1.3
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" Clause 6.1'= Provision of Resources . "

Provision of resources: Resources needed to establish, -
maintain and improve QMS and to achieve customer
satisfaction shall be determined and provided in a timely

manner.

i
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Human Resource

Personnel assigned responsibilities shall be competent on the basis

of applicable education, training, skills and experience.

Training, awareness and competence shall include:

~ Determine competency needs for personnel
— Provide training
— Evaluate effectiveness of training

— Awareness relating to importance of activities and contribution

to achievement of quality objectives.

— Records of education training, qualification & experience

Documented procedure: No requirement
150 9001:1994: Clause 4.1.8, 4.1.2.2

Productivity Drives National Development
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Define, provide & maintain facilities needed to achieve

conformity of product of service.
This shall cover:

— Workspace and associated facilities
- Equipment, hardware and software
— Supporting services

Documented Procedure: No requirement
ISO 9001:1994:  No corresponding clause
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Clause 6.4 ~Work en‘\_(_iquhmén-t

— Define and manage the human and physical factors of the
work environment

— Specific reference to health & safety conditions, work
methods, work ethics & ambient working conditions have

been removed

- Supporting services

Documented Procedure: No requirement
ISO 9001:1994: No corresponding
requirement

Productivity Drives National Development I g | ] ) a
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Clause 7.1 — Planning of Realization Process

Planning of sequence of processes needed to identify customer
needs and expectations, converting them into requirements and
realizing of the product and/or service shall be documented.

Process/service realization processes shall:
— Operate under controlled conditions

— Produce output which meet defined requirements.

Documented Procedure: No requirement
ISO 9001:1994: Clause 4.2
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mer-related processes. '}

Customer related processes involve:

-~ Identification of customer requirements (7.2.1)

— Review of product/services requirement (7.2.2)

—~ Customer communication (7.2.3)

Documented Procedure: No requirement
IS0 9001:1994: Clause 4.3 (expanded)

Productivity Drives National Development -
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ause 7.2.1= Identification of - .

- customer requirements .+

Identification of customer requirements shall include: ' .
-~ Customer requirement for availability, delivery and support
- Requirements necessary for intended/specified use

— Regulatory and legal requirements

wgpv{“w.,fd Productivity Drives National Development I ll | a -
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I Clause 7.2:2:— Rewew of productl
Ly Servrce requlrements :

Before commitment to supply, organization shall ensure:
~ Product/service requirements are defined

~ Where no documented statement of requirement, confirm
requirement before acceptance

~ Conflicting/ambiguous requirements resolved

~ Ability to meet requirements

Revision to requirements shall result in amendment to relevant
documentation and communicated to personnel in organization.

'ﬁé&'ﬂ:"»&’é Productivity Drives National Development [—M
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: Q!aus_e'f_7.2.3,ﬂ— Customer Commumcatlon w

Communication to customer relating to following shall be
defined and implemented:

— product / service Information

~ enquiry / order handling

~ customer feedback, including complaints

1SO 9001:1994:  (No equivalent requirement)
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.. .Clause 7.3 ~ Design and Development . -

Covers:

— Design and development planning

— Design development inputs

— Design and development outputs

— Design and development review

- Design and development verification
— Design and development validation

— Control of changes

Documented procedure: No requirement
IS0 9001:1994: Clause 4.4 (expanded)

Productivity Drives National Development m
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"{Clause 7 3. 1 - Design-and Development
B : Planning’. - e

— Stages of the design/development process : !
- Required review, verification and validation activities

— Responsibilities & Authorities for design/development

planning

IS0 9001:1994:  Clause 4.4.3
(No signilicant change)
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Clause 7322 Des;gn and Development

lnputs PR

Product/service requirement shall be defined and documented,
including:

— Functional and performance requirements

—~ Applicable regulatory/legal requirements

-~ Information derived from previous similar designs

— Qther requirements essential for design/development.
Requirement shall be reviewed for adequacy.

Incomplete, ambiguous or conflicting requirements shall be
resolved.

150 9001:1994: Clause 4.4.4
(Enhanced with minor change)

BY A7y Productivity Drives National Development N\ -
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Clause 7 3 3 Desxgn and Development
- Output ) :

Outputs of design/development process shall be documented.

Design output shall:

— Meet design input requirements

— Provide information for production/service operations.

— Contain or reference product/service acceptance criteria.

— Define characteristics of product/service essential for safe
and proper use.

Design/development documents approved prior to release

ISO 9001:1994: Clause 4.4.5
(Minor enhancement)
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d Development -

Review shall be conducted at suitable stages to:
— Evaluate capability to fulfill requirements
~ Identify problems and propose follow-up action

Result of review and follow-up actions shall be documented.

IS0 9001:1994: Clause 4.4.6
(No significant change except purpose of review explained)

Productivity Drives National Development I kl I ﬁx <
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3.5~ Desigh and Developrment
~-.\.‘Veriﬁcati'<_':m e

i

— Verification shall be performed to ensure output meets input
requirements.

— Results of verification and subsequent follow-up action shall
be recorded (documented?)

150 9001:1994:  Clause 4.4.7
(Almost identical except typical methods for design
verjfication not given)
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Clause 7. 3 G Desngn and Development
R - “Validation

— Design validation shall be carried out to confirm resuitant
produclt/service capable of meeting requirements of
intended use.

— Partial validation may be done if full validation not practical
prior to delivery of product or implementation of service.

— Results of validation and follow-up action shall be recorded

150 9001:1994: Clause 4.4.8
(No. significant change)
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77" "Clause 7.3.7 - Control of Changes™ ...

— Design/development changes shall be identified, documented
and controlled. ’

— Evaluation of effects of changes on components parts and
delivered products/services required.

— Changes shall be verified, validated and approved before
implementation.

ISO 9001:1994: Clause 4.4.9
(Requirement has been enhanced)
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Clause 7.4 - Purchasing .~

7.4.1 Purchasing Control
7.4.2 Purchasing information

7.4.3 Verification of purchased product/service

Documented Procediire: No requirement
IS0 5001: 1994 Clause: 4.6
(main ‘requirements not significantly changed)

w.. . Productivity Drives National Development m
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Clause7.41

“EUiféha's;,irjg"Contr'_Ql, R o

— Purchasing processes shall be controlied to ensure
purchased product conforms to organization requirements,

— Types and extent of control dependent on effect on delivered
product,

— Evaluation and selection of suppliers shall be carried out.

- Cdt;ﬂaic@ection and periodic evaluation shall be
defined.
—T——

ISO 9001:1994:  Clause 4.4.9
(Requirement has been enhanced)
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 Clause 7.4.2 ~ Purchasing Information

Purchasing documents shall contain information describing
product/service ordered, including:

— Requirements for approval or qualification of product/service
—- Quality management systems requirements.

- Adequacy of specified requirement in documents shall be
ensured prior to release.

IS0 9001:1994: Clause 4.6.3
(Requirement not significantly different)
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Clause 7 4 3 Venﬂcatlon of Purchased
“Product/service . - -

— Activities necessary for verification of purchased

product/service shall be determined and implemented.

—~ Supplier shall be informed through purchasing information
of intended verification by organization or customer at

supplier's premises.

ISO 9001:1994: Clause 4.6.4.1, 4.6.4.2 and 4.10.2

Productivity Drives National Development m




Clause 7.5 — Production and Service -
ST Opérations|

Production and service operation covers:
— Operation control (7.5,1)

— ldentification and tractability (7.5.2)
— Customer property (7.7.3)

— Preservation of product ant/or service (7.5.4)

Productivity Drives National Development m
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Clause 7.5.1 < Operation Control - ;'-_';---'-:‘_j;H

Production/service operation controlled through:

— Availability of information that specifies characteristics of
product/service.

— Availability of work instruction, where necessary. ’ s
— Use and maintenance of suitable equipment.

— Availability and use of suitable measuring and monitoring
devices.

~  Implementation of suitable monitoring activities.

— Suitable methods for release, delivery and applicable
post-delivery. '
SIS0 9001:1994: Clause 4.9
(Requircment gencrully quite similar with part of the
Process Coatrol Requirement)
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déntification-and
ceability

Wherq‘appropn'atg, product/serve shall be identified at all

stages of production/service operations.

Status of product/services with respect to measurement

and monitoring requirement.

Control and record unique identification of product/service
if traceability required.
ISO 9001:1994: Clause 4.8 and 4.12

(Generally similar except inspection and test status
Requirements are less prescriptive)

AV v w e 11416713 3T
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- Clause 763 -

Care shall be exercised with customer property when
under organization’s control or being used by it.

Customer property shall be identified, verified, protected
and maintained.

Record and report to customer if lost, damaged or
unsuitable for use.

May include intellectual property.

1SO 9001:1994: Clause 4.7 (Requirements almost identical)
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lause 7.5,4'= Preservation of:’
Product/services -

Conformity to customer requirement shall be preserved during
internal processing and final delivery to intended destination.

Where applicable, it shall include: identification, handling,
packaging, storage and protection.

Applicable to parts or component of product or elements of
service.

150 9001:1994: Clause 4.15
(Requirements almost identical but less prescriptive)
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Clauss 7.5.5

- Validation of Processes .~ .|

Production/service processes where output it not verified by
subsequent measurement or monitoring shall be identified.

Such process shall be validated

Validation arrangement shall include, as applicable:
— qualification of processes prior, to use

— qualification of equipment and/or personnel.

— use of specific procedures

-~ Revalidation, when applicable

IS0 2001:1994: Clause 4,15
(Requircments almost identicnl but Jess prescriptive)
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Clause 7.6~ Control of Measuring and Monitoring Devices]

— Measurements to be made and measuring and monitoring device
required shall be defined.

—  Measuring and monitoring devices shall be used in @ manner that
ensure measurements are consistent with measurement
requirements.

—  Software shall be validated before use.

— Calibration at specified intervals or before use, with traceability to
nationalfinternational standards.

— Safeguard against adjustments

— Provide methods of handling, maintenance, preservation and
storage to protect from damage/deterioration.

—  Assess validity of previous results when equipment is found to be
out of calibration and take appropriate action.

IS0 9001:1994: ause 4.11(Almost similar but lé éreﬁcr‘iétivef
. ——
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\/Clause_B Measurement, analySIS
5 -'.i'andtmprovement '

Measurement, analysis and improvement covers:

Planning (8.1)

— Measurement and monitoring (8.2)
— Control of non-conformity (8.3)

~ Analysis of data (8.4)

— Improvement (8.5)

72 [l strat regeen Productivity Drives National Development \ -
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.. /Clause81-Planning = il

Define, plan and implement measuring and monitoring

activities.

Includes determination of need for and use of applicable

methodologies and statistical techniques

AD B
1SO 9001: 1994 Clause: 4.10.1, 4.2.3 and 4.20

Productivity Drives National Development m
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Measurement and monitoring covers:

Customer satisfaction (8.2.1)
Internal audit (8.2.2)
Processes (8.2.3)
Product/service (8.2.4)

ISO 9001: 1994 Clause: 4.10.1,4.2.3 and 4.20

Productivity Drives Nattonal Development m
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. .1(3-'3?3943:2-'1 - CUQFO'méf:_{?qéti_éﬁcation '

— Monitor information on customer
satisfaction/dissatisfaction

— Define methods for obtaining and utilizing such
information

1SO 9001: 1994 Clause: 4.10.1, 4.2.3 and 4.20

Productivity Drives National Development m
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-~ Clause 8.2.2 - Internal Quality Audits

Periodic internal audits to determine if QMS
- Conforms to requirements of this international standard
— Has been effectively implemented and maintained

Audits planned based on (i) status and importance of activities
and (i) results of previous audits.

Audits performed by personnel other then those who performed
work being audited.

Procedure covering responsibilities and requirements, recording
results and reporting, audit scope, frequency and methodologies
shall be defined.

Dacumented procedure: Yes
1850 9001: 1994 Clituse: 4.17
(almost {dentienl except procedure needs to be more detailed)
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C|ause 8.2.3 Measurement and Momtonng,
: ~ o of Processes '

Suitable methods shall be applied for measurement and

monitoring of product/service realization processes.

IS0 9001: 1994 Clause: 4.9
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. Clause 8.2. 4 Measurement and Momtonng
. of Product/service -

Product/service characteristics shall be measured and
menitored measurement and monitoring shall be carried out at
various stages. Evidence of conformance with acceptance
criteria shall be recorded. Authority responsible for release of

product/service shall be indicated in records.

1SO 9001: 1994  Clause: 4.9 (d) and 4.10

Productivity Drives Natonal Development l kl | a -

[P

60



“Clause 8.3 Control of nonconformity

Not-conforming product/service shall be identified and

controlled to prevent unintended use:
Non-conforming product shall be dispositioned and reverified

Appropriate action to be taken if non-conforming

product/service is detected after delivering or use has started.

Proposed use of non-conforming product/service shall be
reported to customers for concession.

ISO 9001: 1994 Clause: 4.13
(requirement has been slightly enhanced)
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'Clausé 8.4 Analysis of Data i

— Collect and analyze appropriate data

— Data analysis to be used for determining suitability and
effectiveness of QMS and for identifying areas for
improvement.

— Data to be analyzed may include those from measuring
and monitoring activities.

Data analysis to provide information on:

- Customer satisfaction/dissatisfaction;

— Conformance to customer requirements;

— Characteristics of processes/products services:

- suppliers
IS0 9001: 1994 Clause: No correspanding requirement
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Clause 8.5 Improvement

Improvement covers:
— Planning for continual improvement
—  Corrective Action

— Preventive Action

ISO 9001: 1994 Clause: 4.14
(Contains additional requirements)
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Clause 8.5.1 Planning for Contmual , I
~Improvement - By

Processes necessary for continual improvement of QMS shall
be ptanned and managed.

Continual improvement shall be facilitated through use of:
1) Quality Policy

2) Quality Objectives

3) Audit Result

4) Analysis of data
5) Correction/Preventive Action
6) Management Review

IS0 9001: 1994 (No. equivalent requirement)
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Clause 8.5.2 Corrective Action -J

— To eliminate cause of non-conformance to prevent
recurrence

— Shall be appropriate to the magnitude and impact of
problems.

Procedure to cover:

—~ ldentification of non-conformities (including customer
compiaints)

— Detemnination of causes of non-conformities
— Evaluation of need for actions to prevent recurrence
— Determine and implement corrective action needed
— Review of corrective action taken

D¥oocumented procedure: Yes

150 9001: 1994 Clause 4.14.2
(Almost identical — emphasis on action to prevent recurrence)
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Clause 8.5.3 Preventive Action - lL]
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~ To eliminate cause of potential non-conformities to prevent
occurrence.

—  Shall be appropriate to the magnitude and impact of
problems encountered.

Procedure to cover:

— Identification of potential non-conformities
— Determination of potential causes

— Determination of preventive action needed
— Implementation of preventive actions

- Review of preventive action taken

2> Documented procedure: Yes
150 9001: 1994 Clause 4.14.3 (Requirement is slmost [dentical
with clear cutplunsis on prevention of potentlal non-conformities)
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