The initial error distvibution 1 m of the measuring equipment. :is
appropriate in this case, but it will eventually lead to the above
cconomic loss, when this equipment becomes less accurate. with the
frequency and duration of use and-when nsed in this condition without
calibration apd checking, Yet, if it 'is calibrated at regular
intervals of appropriate length, this loss can be prevented, thereby
making a substantial contribution to improving production cfficlency
and lowering production costs. But this is not all. It will also help:
the manufacturer establish a reputation Tor product reliability and

thus open up a potential for market expansion.

7.3 Benefits Expected at the National Level

It has already been pointed out that the implementation of f{his
plan will warrant significant hopes for major benefits to be achieved
from standardization and gquality control. The following are considered

to be the most important advantages for Chile:

(1) Benefit of standardization as making a contribution ta Chile's

cconomic development

The manufacturing industry is the leading scctor in the
development of the national economy. On both the demand (because
of the high resilience of demand depending'dh income, it follows
that the demand for industrial products will increase with
increase 1in national income) and supply (the effect on the other
industrial secctors is gignificant and the proportion of added
value is hign) sides, there is a significant correlation with
economic development.  For this reason, the brbportion of the
manufacturing industry's output in the gross national product can
be considered as one of the most important factors indicating the
cconomic development of the’codntry. in Chile, the manufacturing
industry has a roughly 20% share in the nation's gross national
product. This share has tended to stagnate for the 1ast ten

years.
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For -the development of Chile's industry, however, it is essential
to look for forcign markets since the domestic market is rather
small {with a population of only approximately 13 million people).
By - product category, it is clear that the major export item is
minerals, especially copper which account for a large share of
Chile's exports. By contrast, manufactured producis have a small
share In’' the naltion's exports. And even among Lhese so called
"manufactured - products,” it would be noted that agricultural,
forestry, and fishery products such as feed and paper/pulp account
for  the majority while the industrial products do not appeér 1o
expand their share position and are still at a rather low level.
Ggﬁerally, the trend has been for primary export items such as
.natural resources to cause the exchange rate to rise excessively
while - the nation’'s export competitiveness for industrial
manufactured products is dropping. In Chile, this phenomenon s
50 marked that it may be diagnosed as the "Dutch malaise” visiting
Chile, a trend seen in many developing countries. 1ln the case of
Chile, it remains to be analyzed to judge whelher this is true of
Chile or not, but it should be clear in any event that the
'echSSive reliance on raw materials/unatural resources exports with
their enormous price volatility is not desirable f{rom the
.viewpoint of achieving stable economic growith. Rather than raw
materials exports, the cssential task will be to diversify and
upgrade exports. the Chilean government fully recognizes the
essential need for diversifying the range of export products and
in particular expanding the export of high value-added products.
Towards this end, the government operates official incentive
schemes, including reinbursements for exporis of non-traditional

products.

1t is more important, however, to increase Lhe competitiveness for
mapufactured products in a more radical manner. This necessitates
the prometion of industrial standardization as the essential
'Drerequisite. There is much hope for the present plan also on the
bart of the Chilean government. Thus, the interviews with the
leading personalities of the MINECOM have demonstrated that while
the share of manufactured industrial products, that is, products

excepting the industrial products in Lhe former sense of Lhe
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export statistics -- namely products - from tﬁe'-agricultural,
fdrestry and flshery sector --, accounts for a mere. 18% at
present, the government is most anxlous to increase this share and
believes that industrial standardization may make a significant

contribution toward this objective.

to foster the development of a high- value-added industry. and
enhance its level, it is only too logical that "the prerequisite
condition for achieving these objective will be to -establish a
system of national standards for mefrology and diffuse this to the
industrial sector through the calibration of . thelr measuring

equipnent.

Tn 7.2, we have already dealt with the role of standardization . as
a contributery factor to the development of individual companies.
The role of standardization in contributing to:the development of
the national economy is even greater, because the companiesg . are
the main bearers of a nation's econamy. .Especially'in a country
like Chile which aims for a basic policy of a private sector-led
style free market economic policy, the: development of the national
economy can be interpreted as the projection of the development of
the nation’'s “companies. National standardization has a wuch
greater impact than the in-house standardization of individual
companies because it adjusts and coordinates the borders bhetween
the individual companies and industries. This demonstrates all
the more how much national standardization can contribute . to

economic development.

At present, Chile's industry is structurally much dependent on the
agricultural and mineral sectors. Yet, even so, it has maintained
a sound rate of econbmic growth so solid that it may be even.
considered as exceptional for South American countries: If this
plan is executed and industrial standardization promoted, Chile
will gain a more advanced industrial structure and transform
itself into an industrial nation capable of maintaining ' stable
high-rate economic . growth, a process that will be speed up by

industrial standardization,
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shown toward pollicy measures such as industrial

consumer - protection, environmental conservation, and a

Benefité in terms of enhancing health for the people of Chile and
contributing to the protection of life and welfare as well as o

the conservation of the environment

" This will not become possible until three conditions are jointly

fulfilled:' a) establishment of standards of a practical content
rsubStantiated by scientific data, b) consistent enforcement of the

appropriaté standards through the certification system, and ¢)

- measure with reliable measuring equipwent. In the case of Chile,

serious  atmospheric  pollution in big cities and water

‘contamination of the rivers and seas due to discharge of Tfactory

effluents_are noticed. These problems are largely due to the lack
of either of the above conditions.

Improﬁéd heaith, hygiene, the protection of life and property, and
the conservation of the natural environment are all issues
arousing worlﬁﬁide interest. Prodiucts of a guality not fulfilling
these benefits will not be welcomed by the market and, more than
this, will even do great damage to the image of Chile's exports in
general..'00nsequent1y, the increased export of products with the
quality features required to ensure that these problems will not
arise, will be essential since it will be the basis for the
nation's economic de?elopment. This underscores the importance of
promoting national standardization. TIn the case of Chile, the
food and allied industries, including fishery preducts and fruit,

'.occﬁpy a very important position and because of the high value of

exporis concerned, it will be of particularly great importance to

look for this kind of philosophy.

Behefit in terms of the contribution made by metrology system to

fair trade

'CorreCt. measurement are the basis for fair and correct trading.

This' goes for the general consumer as much as for companies., It

is ,theréfore most relevant also for the nation Lo atitenpt to

establish  a national metrology system as part of the cowmitment
development,

fair tax
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{4)

system.

Benefit in terms of the contribution made by metrology system to

research and development in the science and technology domain -

In the research and development area in’ all techrical fields
spanning the natural sciences and their application sectors, facts
and observation are taken in their pure scientific, ‘objective
context to create the basis for proving theories. - The
establishment of a metrology system and the provision of standards
of high accuracy will ultimately reduce the - elements - of
uncertainty surrounding the application of new techniques. It can
also make a contribution to the promotion of modernization for
production equipment and the deVeiopment-of products using. new

techniques.
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ANNEX 5-1
ORGANIZATIONAL STRUCTURE OF INN AS ACCREDITATION BODY
1,  Secretariat

1t is proposed that INN should establish the following
organizational structure to act as an accredltation entity:

genior Ixecutlve in Charge of

the Secretariat: 1 Executlve

Office Staff 2 Persons

office secretary cum typlst 1 Person

Total _ 4 Persons
2. Councll

This should be the Supreme Declslon-Making Organlzatlon for
acereditation of certiflcation bodles.

3. Evaluation Commlitee

The members of Lvaluation Committee should be selected by the
Council. This Committee should concentrate on assessment duties. The
Committee's members should be selected to ensure impartlality and
neutrality in the conduct of thelr dutles. Appolintment may be on tho
basis of extraordinary (ad hoc) task asslgnment, and a composition ol 5

- 6 members is consldered adequate.
4. Auditors Carrylng Out Audlt with a View to Accraeditation

These auditors should mect pre-determlned quallficatlon
requirements or should possess knowledge and/or experionce gqulvalent
or superlor thereto. Reglstratlon of the audltors should ba Tor
extraordinary task assignment only. The most realistic definition of
the qualification requirements would be to stipulate that persons will
be deemed qualified if they meet the registratlon requlrements Tor
Registered Audltors. It ls most desirable that Auditors should have a



lopg experience in the practical - tasks of examination woxk, with . d

sound reputation. 1t is. considered adequate that ‘the number of

qualified Auditors to be enlisted should initially be kept around 10
persons. The qualification loqullements for the Aud1L013 qhould best

be in accordance with Qualification criteria for Auditor laid down in

1SC 10011-2.

5. Financial Resources for Accreditation Entity

Accreditation fees and surveillance charges should be 1mposcd to
recover costs. The govelnment will have to step in with the p10v1510n
of aid until the Accreditation Service has been consolidated.

Organization Chart for INN Acting as an Accreditation Entity

Council

Registered : o ) : .
l suditors Evaluation committee

{10 persons)k {5 ~ 6 persons)¥

Officer {4 persons)

% Note: Appointment may be on an ad-hoc assignment basis.
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ANNEX 5-2
PROCEDURE FOR FOR ACCREDITATION OF CERTIFICATION BODIES

(EXAMPLE)

1. A certification body seeking INN accreditation to acquire INN-

approval certification service status shall lodge an application

for accreditation with INN and INN shall give consideration to the

application {examination of the application).

2. App'lica'nts'having been successful in step 1. above, may previously

be prescented with instructions to prepare a quality manual. These

instructions should contain specific conditions to be fulfilled by

the certification organization.

The examination procedures Tor 1. and 2. above shall he carried

out by qualified auditors of INN as Registered Auditors.

3. A site investigation visit shall be arranged to assess the

operating premises of the certification organizatiou having filed

the approval application (site investigation).

Such site investigation visits should be made only to the

organizations having cleared the quality manual evaluation

procedures. Normally, two qualified auditors will carry out the

investigation as a team. The auditing procedure shall be Lo

inspect whether or not the applicant implements qualily control as

described in his quality manual and whether or not

accreditation criteria are violated in some aspects.

applicant concerned should best be present during the site

investigation wherever possible so as to confirm the examination

conditions.

4. The auditors having carried out the sile inve
up their findiungs in a report for submission

Committee (submission of Site Investigation Report).

stigation shail sum

Lo the Evaluation



The Evaluation Committee should examine the above Report and any
or all other reports related thereto so as to assess whether or
not accreditation can be granted to the applicant and .submit a

report to the Council for its f_inal decision.

Based on the decision by the Counéil, the applicant shall be
admitted by INN for registration as an INN-Accredited
Certification Organizati.on and . INN _sh(_)uld make a _publ_i(:”s‘tatemenf
announcing the applicant as being ,INN-—regisi;ered. _(Re{;istration
and Announcement Accreditation). To ensure strict adh_erezj_ée to
the approval conditions, it is desirab.le that 'INN. should exchaﬁge
a contract with the applicant prior to confe_rring the

Accreditation Certificate upon the applicant,

INN shatl conduct surveillance on the ceértification organization'
in receipt of INN accreditation, in accordance with the specified

rules. ({Surveillance Service)



Accreditation Procedure for Certification Organization

Submission of Accreditation Applicalion to INN.

Examination of Application by INN

Rrésentation of Quality Manual.
Examination of Quality Manual by INN

Site luvestigation Visit by
Auditors' Team of INN

Submission of Site Investigation Report for Assessment
1o the Evaluation Committee by Auditors® Tean

Evaluation of Acereditation
by the Evaluation Committee

‘Decision by the Council for Accreditation J

Registration and Public Announcement of INN's
Accreditation of the Certification Organization

Surveillance by IN&i}
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ANNEX 5-3
JIS MARKING SYSTEM IN JAPAN
. General Description of the Marking S'ys.tem'

The JIS Marking System permits the display 'of‘ flle JI_S mark on
products subject to sald products' meeting the JIS'Stand'ards concerned
and subject to the quality control sjs__tein at the production factory
manufaclturing said products having b:eézi' x'ecbgnizé'tig".on "go'\:rern'mént
inspection and examination as being in éompliance with the government-
specified factory examination conditions and examination standards.
(The examination conditions consist of general cbndition$ applicable to
ail products and of Spe_cific examinat;ion cbﬁditibns varying ffom’

product to product.)

Compliance with the governmenbs‘peciﬁ'ed fac’tory ' e_xamin'at:ion'
conditions and examination standards implies the continued ability to
manufacture products meeting JIS standards, subject to the production

of said products under the quality control system applicable thereto.
2. Procedures for Obtaining Permission

The chart helow gives the flow for the grant 'of_p.erm_ission frofn

the application stage'to the grant of the Permission Certificate. -



PERMISSTON APPROVAL PROCEDURE FLOWCHART

Application
consultation
{AP<-->CB}

.

Application
{AP->CB)

1
Document
Examination

4

421

(CB)

Discussion with
Examination
{AP <--> CB)

Application cousultation

Checking the application forms ete.

Site examination is effected in the
month following the month in which

“the application was received

Site Examination
{CB -> AP)

-

No. of copies for presentation of
application: three-fold
{t original, 2 copies)

Government stamp must be affixed to
application '

Documents are examined by the
Examiner

The general rule is to have
discussion meetings on examination
progress 1 - 2 weeks prior to the
site examination.

Improvement Repofz_]

(AP -> CB) ,

(cB)

Submission: of

improvement

- report

Note:
. AP: Applicant

CB: Certification Body

6 Adjudication Session
(CB)
7
Permission . Permission Permission
| suspended granted not granted
' (CB) (CB)

(including withdrawal of application}

Presentation of
Permigsion Certificate
{CB -> AP)



3. Document Checking and Examination

Document checking and examination (3) implles that the documents
presented by the applicant in accordance with 2 above are che_cked'for
conformity of the applicant _t‘actoi'y's. quaiity ‘control system, quality
control implementation and pmdﬁc’t to the standards concerned, and this
on the bhasis of the documents presented by the applicant on the
app'lication forms specified by the_(lertifié'zition Body. Thus, in
addition to checking all documents appe_nded' to the application form_and
the details contained therein, the document examination also includes
the requirement that the. information giiren must be sufficiently
extensive to enable to appropriate assessment and judgement to be made.
(1t should be noted tha_t'the required entries and details are listed on
the form.) The following are. the main entries and details tb be

completed by the applicant. -
(1) Location of factory, arrangement/layout plan, organization chart

{2) Production records for the product(s) concerned for the. most

recenl six months
(3) Overview chart of company standards
{4} Process diagram for t{he manufaclure of the product(s) concerned

(5} Mcthod(s) of quality assurance for the main materials used for

manufacture

(68) Implementation of quality contrel in the manufacturing process for

the product(s) concerned
(7) Quality characteristics for the p‘roduct(s) concerned

(8) Status of main production facilities, main testing and inspection

equipment and status of guality control for the same

(8) Assignment of subcontract orders. and controtl procedurés for

subcontracting orders



(10) Procedures Tor dealing with complaints

(11) Qualifications of officers responsible for the promotion of

| industrial standardization and quality control, practical
éj{periénce with respect to industrial standardization and quality
-¢control, practical experience with respect to the technology
required for the manufacture of the produci{s) concerned.

4, Site Examination

In the event that the applicant has cleared the documentary
examination procedures in accordance with 3) above, a site examination
is carried out after discussion and consultation with the applicant

about the manner in which the site examination shall take place.
(1) Site examination procedure

The site examination shall be carried out in order to establish
whether or not the applicant's factory has, at the time of
‘examination, the production capability for the manufacture of the
specified product(s) and possesses the appropriate quality control
system. In the event that the application Is made for or by a
JIS-certified factory, the site examination shall be designed to
assess whether or not the applicant will be capable of maintaining
and/or upgrading his quality control system in keeping with his
atatus as a JIS-certified factory in the future. Based on the
{general) examination items, examination standards, and specific
examination items, the examination procedures shall, in general,

be carried out as follows,

1} General items:
Outline of company, outline of faclory, management

(control) policy
Status of in-house standardization, quality control

(quality assurance)
© Examination of general specifications/regulations
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(2)

Availability, keeping, amendment, general recognition
of company standards : ' '
Organizational system, -task division and assignment,
task definition and -demarcation

Committee system for quality

Education, training, etc..

Staff responsible for the p.romotion of industrial
standardization and quality control: :
Quality assurance system (system for handling

complaints, lot tracing)

2) Conformity to product standards and JIS standards

3) Factory examination (raw materials, process, equipment,:

inspection, products, etc,

4) On-the-spot (site) testing

5} - Specific items:

Product

Material --- Checking for conformity to product standards
and JIS standards |

Production process --- Checking of standards, quality

control conditions, records
Equipment {(manufacture - testing)

Subcontract orders

NDetails of site examination based on the specific examination

items [Details given in parentheses ( . ) shall be verified on

site.]

1} Product standards and product quality

(1)

Quality characteristics for products equivalent to JIS are
specifically prescribed and the examination Is to check
whether their quality characteristics meet ‘the JIS

standards or not (product standards).
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2)

3y

(2)

Product checking/inspection standards, inspection
conditions, inspection system (product inspection

standards, “inspection specifications, Inspection records,

- practical implementation for inspection procedures

3

keeping and using of inspection records)

Measures for dealing with down-grade products/lots

(Product inspection standards, inspection records,

precedents)

{4) Product storage conditions

(1

(2)

(3)

(4)

‘Control of materials

Standard: for material purchases (Materials purchasing

standards, acceptance records, criteria for selecting

operators/forwarders for materials deliveries)

Acceptance inspection conditions (Inspection standards,

acceptance inspection records)

conditions for materials storage (Materials storasge
standards, material storage conditions, material shipment

system)

Measures for dealing with down-grade products/lots
{(Materials purchasing standards, acceptance records,

precedents)

Control of production process

(1

@

operating conditions (Process contr

Reasons for deciding the production conditions and

verification records for same (Technical standards

documents)

State of standardization of production conditions,
ol standards,

manufacturing standards, production records, state of
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4)

5)

(3)

(4)

(5}

(6)

process control, -status of operations, operating

environment, conditions for Improvement) .

Conformity of process to the control standards (production

standards, operating. standards, status of  operation)

Process inspection standards (Process inspection

_gpecifications, inspection standards, state of Inspection

procedures, inspection records, use of statistical methods

and their practical utilization)

Status of measures for dealihg ‘with down-grade

products/lots (inspection records).

Measures taken if abnormalitiés occur in. the process,

remedial measures and measures (o prevent re-occurrence

Control of production equipment/plant and inspection

facilities

(1)

(2)

(3)

Standards fTor equipment/plant control (Sp'e'cific&tions for

equipment/plant control)

Status of maintenance, inspéction and service

(Service/inspection records)

Past records of service (Logbooks kept for service

control)

Site testing

{1) Sampling

(2) Product quality testing, ete.

These shall generally be covered in the site ‘examination cﬁar'ried

out by a team of two examiners visiting the location (factory) for

one day.
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ANNEX 5-4

CONDITIONS FOR SETTING UP AN ACCREDITATION SYSTEM
FOR TESTING AND INSPECTING ORGANIZATION

Whien setting up an accreditation system for testing and inspecting

organizations for introduction of a unified certification system, the

following ~conditions must be studied and fixed.

1. Cohditibns for. accrediting testing and inspecting organizations
 (Criteria)

2, Duties o_f ‘the testing and inspecting organizations

3. - Qualification and registration of personnel responsible for

implementation of testing and inspection

1. Conditions for accrediting testing and inspecting organizations

(Criteria)

{1) Organizations

1}

2)

- 3)

4}

5)

8

The. legal position must have been established.

Partition of jobs among all related staff must have been

¢larified in documents.
The organizations must have been run systematically.

The organization must be able to insure that the staff will
not be put under illegal pressure or incentives which may glve
influences over determination of the staff or results of their

jobs.

To insure ownership and protection of secrel information, the

organization must have enough rules and means for security.

On_'e ‘representative of the organization, responsible for all

quality control jobs, must be registered.
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{2)

(3)

7

8)

9)

One representative of the organizalion, responsible for all

technical jobs, must be registered.

Procedures for guality control must have been clearly
defined, and the rules concerning the procedure must correclly

reflect the latest circumstances in this field.

The organization must review their quality control activities
periodically or according to the necessity to assure that

effective operation of the organization can be maintained.

Staff

1

2}

3

4)

The staff must have participated in education and tralning for
their jobs, and have necessary knowledge and ‘experience in the

job field.

Education and training for staff must be provided to the staff

appropriately.

The organization must have alternative staff sorthat, even if
a responsible person is absent, no trouble will occur to

operation of the organizations as a testjng facility.

Information concerning training of staff and their experience
must have been accumulated, maintained and controliled

accurately.

Profiles of objectives for testing and equfipment used for testing

i)

2)

The organization must be able to clarify profiles of
objectives lor lesting, requirements and rules for the

testing.

The organization must be able Lo have equipnient required for
testing including software (called "Test equipment”
hereinafter) and clarify procedures and rules for use of the

test equipment.
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(4) Tdentification of function ol test equipment

1)

3)

4).

5)

When introducing any test equipment, it must be checked and

jidentified that the test equipment has enough lunciions to

correctly test the objectives for the testing.

The organization must check and identify, periodically or
according to the necessity, that functions of the test

equipment have been correctly maintained.

If it is determined that functions of the test equipment have
not been maintained correctly, the organization must be able

to improve the equipment.

Records concerning management of test eguipment must he under

" -correct management.

The organization must be able to carry out works for checking

furictions of the test equipment in inspection.

{(5)  Testing method and procedure

1)

3)

The organization must have instructions for a method for
implementation of testing, procedure, a method for using the
test equipment and preparation of reports on testing. At the
same time, the instructions must be reviewed periodically and

the contents must be communicated to staff thoroughly.

If a testing method or procedure not standardized yect is

required to be employed, the contents must have been clearly

-desc_rihed in documents.

In r.elation to addition of new objectives to be tested or

policy for improvement, a long term plan for implementation of

testing services must have been described as clearly as

possible.

A - 15



(7

(8}

conditions and environment for works

1)

2)

3)

The organization must prépare devices required for monitoring

the environment.

Appropriate policies for improvement'of the environment must

have been established correctly.

Restrictions to inhibit access of outsides wust have been

clearly defined.

Treatment of products to be tested and systems in which products

1)

2)

3)

to be tested are incorporated

Necessary records must have been maintained for object
products to be tested .in each testing item and products in
which object products to be tested are incorporated . (Called

"In_corporated product”).

The organization must carefully store and protect incorporated
products. Also necessary measures must be taken so that the

incorporated products will not be broken.

The organization must have clear rules for deposition and
return of incorporated products, which the organization

accepted for testing, after testing is performed.

Records concerning implementation of testing

1}

2)

Restrictions for storing records of testing and others must be
introduced, and the records must be stored for a. specified

period.

Secret of an client in relation to testing must be kept. The
restrictions must include such items as that concerning

disclosure of results of testing.
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(1

(2)

(3)

(4)

(5)

(6)

(7}

(8} .

Test Report

1) Results of testing performed and other related information
must clearly be described in this report.

puties of Accredited Testing/Inspecting Organizations

When tesling or inspection is requested, the organization can not
refuse the request within any reasonable reason, and must start

the testing or inspection as soon as possible.

When carrying out the testing or inspection, the organization must
use testing equipment and other facilities satisfying the
cdnditions for the above-described accreditation, and at the same
time the tesﬂng or inspection must be carried out by personnel

having the qualification as described above.

If {t is necessary Lo change a site of the facility where the

testing or inspection is conducted, or if the organization hopes

to change the site, a notification must be made to INN by 2 weeks

before the change is actually made.

Job rules for testing must be decided, and the rules must be

authorized by INN.

items related to job rules are decided by INN (according to a

decree by the Ministry of Economy)

'All or a portion of jobs for testing must not be abolished or

halted without acquiring authorization by INN.

A program of activities and a budget must be prepared In even

fiscal year before the program is started.

A work report and a balance sheet must be prepared and presented

to INN every year within 3 months after the end of a fiscal

- Year,
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(10)

(1)

(2)

(3)

Any appointment or dismissal of executives without authorization

by INN is invalid.

Notes must bhe prepared to write In ‘data éonce’rniﬁg" items for
testing and inspection specified by INN (a decree by the Ministry
of Economy). Also the notes must be stored as specified by INN (a

decree by the Ministry of Economy).

Qualification and Conditions of Personnel Responsible: for

Implementation of Testing and Inspection and their Registration

The organization must employ personnel having full qualification
and conditions for testing and Inspection.. Of them, a specified
number of staff must have ever pafticipated"in' training for
quality control and other practical jobs for testing and
inspection. One or more executives must be designated to-control
the inspecting organization when the technical manager is

absent.

Executive staff responsible for the original recommendations in
relation to authorization of a guality control system in a
manufacturer of a specific product must satisfy the following

conditions.
1) The staff must have a qualification Iin the field.

2) The staff must have practical experience in the fields ~ of
quality control, inspection technique and production method

for at least 2 year.

If executive staff controlled by the above staff and _responsibie_
for wonitoring quality control in manufacturers are not qualified
as specialists, nor have any sclentific and technologicai
wnowledge in the related fields, the staff must be put under
control by the above-described executive staff, and the conditions
described in (2) above must be satisfited by the staff. The ration
of the above executive staff and qualified staff should be in a

range where any consigned job can be carried out smoothly.
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(4 All of the executive stafl must be well aware of (heir

responsibility and its limit.
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ANNEX 5-b

POLICIES FOR ENHANCEMENT AND PROMOTION OF TESTING
~ CAPABILITY OF TESTING/INSPECTION ORGANIZATIONS

1. General

The current situation of and problems concerning the
testing/inspection organization are deseribed..in 3.5, it is necessary
to enhance and promote testing/inspection organizations' capability for

testing and inspection.

It is recommended to implement the following pollicies_ for
enhancement and promotion of capability of testing/inspection

organizations.

{A) To set up an organization for education and training, prepare a
program for educational courses, employ, educate and train
engineers for testing and inspection in spacial fTields

periodically and systematically.

(B) To periodically update equipment and facilities for testing and
inspection in the existing private testing/inspection -
organizations and those in universities and introduce new
equipment and facilities which can satisfy new teéhnological
demands, standards and requirements. Note that these equipment and
facilities must be calibrated rperiodically to make higher the

reliability of results. of testing and inspection.

(C) To update equipment and facilities for testing and inspection, or
in other words to update eguipment and facilities to the latest
ones and improve them qualitatively and in terms of. thelr

application fields.

(D) To Acquire the capabilities for repaifing- equipment and facilities

of testing and inspection and for insuring high precisidn.
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() - To carry out calibration of measurement equipment and establish a
traceability system.

(F) - To establish organizations flor calibration of measurement

equipment and consolidate a network of the organizations.

(G} To utilize private testing/inspection organizations such as CESMEC
‘and - testing organizations of universities such as DICTUC and
IDIEM

(H) To set up a central testing center for implementation of testing

for certification and standards conformity.

By.carrying _o'ut this program, it can be expected Lo solve such
problems. as piling up of works for evaluation, shortage and aging of
equipment and facilities for testing, inconsistency between contents of
required testing and capacity of cquipment and facilities for testing,
low precision an accuracy of equipment and facilities for testing, poor
service of equipment and facilities for testing, shortage of technical
documents, poot maintenance, management and calibration of equipment
and facilities for testing, a.nd shortage of testing engineers and

researchers.

_Even if capability of private testing/inspection organization and
those in universities for testing and inspection are enhanced according
to the proposals (A) and (B) above, each organization has not way but
to run theilr jobs putting a highest priority in their own roles and
assignmellts; and they can not easy respond to needs of testing and
inspection based on the unified certification system, and for this
reason it is desired that a central testing center for carrying out

testing for ‘certification and standards conformity proposed in (1.

Also consolidation of a central organization for calibrating
measurement equipment proposed in (E) and (F) is very important in
Chile to im'prove the technological level, and it is recommended that a
priority should be placed on this objective. This problem is described
more detailedly later in the section concerning a metrological

system.



In addition, as an effect of cari‘ying out the programs (G} and
(H), it can be expected that installing expensive equipment and
facilitics for testing and inspection or specific ones not used 8O
frequently at a specific site is advantageous to- raise their
availabi]i‘ty. it will improve the economical ef.t‘éct, and uniformed and
uneven results in testing and inspection due to dif{’erence-bf equipmeht
and inspection as well as of capability of technical engineers between
organizations for testing and inspection will be reduced, and at the
same time reproducibility of results of testing and accurate coutrol by

grasping progress of testing jobs can be maintained.

If a function to bring up engineers for testing and measurement is
added to the organizations described in (F} and (H);, bringing up
engineers for testing and measurement. now short in- Chile can be

performed systematically, taking into considerations the demand.
2. Required Equipment and Facilities for Testing

The main types of industry falling within the scope of the Unified
Certification System are believed to include the following sectors:
agriculture, pasture-farming/cattle-raising, fisheries, processing: of
agricultural, Tfisheries, and cattle-farming produce, forestry/timber
production, processed wood products, ores and mining output, gas, water
supply, building equipment and materials, processed metal - products,
machinery, electric power, electronics, chemistry, textile fiber,r
leather, the environmental and testing equipment calibration. Needless
to add that the testing equipment required for certification will need-
to be determined in strict compliance with the appropriate national
standards (NCh). The present level to which NCh standards have been
established for the above types of industry is as described below.
Since many of the national standards have been drawn up on the basis
of, or by citing, the corresponding international and/or-for'eigri
standards, we have here also presented these standards for

reference.



products ‘in mining:
NCh 122, 1389 - 1397. ete,
Cited standard: IS0, JIS, ASTM

Gas, water"supplyz
NCh 74, 75, 76, 77, 409, 411, 1620, ete.
Cites standard: ANSI/ASTM, IS0, AWWA, DIN

Construction eguipment:
-NCh 162, 164, 167, 1019, etc.
Cited standard: ASTM, COPANT, 1S0

Metal manufacturing:
NCh 197, 198, 199, 233, etc.
Cited standard: IS0, COPANT

Machine :
NCh 461, 766, 1515 - 1515, etc.
Cited standard: IS0, COPANT, MIL, ASTM, UL,

Electric, electronic:
NCh 910 - 919, 1558, 2008, 2019, etc.
Cited standard: IS0, NF, IEC, VDE

Chemicals:
NCh 147, 531, 1224, 1238, eic.
Cited standard: 1S0, COPANT, ITINTEC, IS

Textile, leather:
NCh 138, 139, 315, 317, 325, 553, 622 - 0629, 1167, 1197, etc.
Cited standard: ASTM, IS0, COPANT, BS, NF, UNE

Environment:

‘Not consolidated yet as NCh. Foreign standards should be

Iintroduced into the current certification system
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Calibration of measurement cquipment: .
Not consolidated yet as NCh. Forelgn standards should be

introduced into the current certification system -

NCh standards now being used for certification in each field are
based on international standards such as. lEC and IS0 or national
standards such as ANS{/ASTM, Survey on contents of: the standards shows
that equipment and facilities for testing in several organi_zations
including CESMEC are still inappropriate. - What types of equipment for '
testing are required, where they should: be installed, and ‘how many
testing staflf are required ar_e-described ‘below depending on estimations

of required works for certification.

The certification field is largely divided to the 3 fields;
chemical, electric/electronic and machine, and 'ét_]uipment‘_ and facilities
required for testing and inspection in each field are described

below.
(1) Chemical

As for chemical, as described in 3.5, such organizations .as
CESMEC,INTEC,IDIEM, SGS, and - FUNDACION-CHILE -has most advanced
equipment and facilities for analysis -and testing, and these
organizations can provide servlices for segregation.and
quantitative analysis of known eclements of organic or inorgnaic
compounds, and furthérmore the organizations can perform
gualitative analysis . of organic com_pounds,-_ - and
qualitative/quantitative analysi_s by means of str_uctui-a_l analysis
and mass analysis. For this reason, equipment and facilities for
testing in these organizations are fully available for analysis
and testing of agricultural/stock farming :.prmiuc'_ts_, marine
products, processed agricultural/stock farming and marine (food)

products, gas, and water,

For this reason, when considering a consolidation plan-program for. '
new testing and analysis equipment in the field of chemica’l field,
the necessity to improving or updating the equipmént and
facilities in these organizations can not be r’ecognizéd. '

A~ 24



(2)

It cannot be sald that equipment for analysis of air pollution and
water pgllution are enough, but Japanese expert is performing
technological transfer in CIMM, and appropriate equipment will be
installed there as accompanied equipwent for cxpert in the latter
half of 1_991.

Eleetric and electronic fields

In electric and electronic fields, such organizations as CESMEC,
IDIEM, DICTUC and IDIC can carry out a portion of performance
{est, jendu‘r_ance[life test, weathering test and safety test, which

are some of items reqguired in certification, but the

organizations do not have equipment and facilities for testing to

certify conformity to national standards such as IEC standards.

Representative equipment and facilitics not installed yet in these
organizations are as described below. Note that measuring
equipment such as testers to measure basic factors such as voltage
and current and common facilities such as a constant voltage power

supply are omitted here.
Performance test

Capacity measuring tester Wind rate meter/tester,
heat efficiency tester, ete.

Noise tester . Acoustic room, noise level meter
Acoustic tester Shield room ctc.

r.p.m tester Tacho meter, stroboscope, etc.
-Transmission meter_/testerl Optical bench, etc.

A1l .light.; beam. meter/tester gpheroidal light beam meter

{integraled sphere), standard

electric lamp, eLc.



Safety tfest

Insulation te?ter

Overload tester

Temperature incrcase tester
Arc tester

Burning tester

Endurance/life tester

Temperature/humidity

condition setter/tester

I.Life tester

Weather resistance tester

lleat resistance/humidity

resistance tester

Thermal expansion tester

Water-proof capabilily lester’

Acid resistance fester

Insulation resister, Dielectric

withstand tester, etc.

Thermal shock test device, short-

circult test device, ete.

Recording thermometer, contact

resistance tester

Arc tracking resistance tester,

arc resistance tester, etc.

Burning tester, etc.

Low temperature constant

temperature/constant humidity
bath, etc.

Cord bending tester, vibration

tester, etc.

Constant temperature bath, water
bath, ¢il bath, etc.

Constant temperature/constant

humidity bath, etc.
Rainfall tester, etc.

Salt water spray'testef; ete.
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(3)

Ozone resistance tester Ozone resistance tester, ete.
In machine field

in the fleld of machine, such private orgaunizations as CESMEC,
IDIEM,-Engineering department of Chile University, and other
univéfsﬂjes and Army have equipment and facilities for testing
respectively, but generally they are rather obsolete, Most of the

equipment and facilities are for testing strength of materials for

“econstruction such as steel bars and concrete blocks, and there are

few. testing eguipment for precision machines.
Basic test
Measurement equipment . Three-dimensional meters

Strength tester Hardness tester, versatile

precision tester

Performance/safety test

Spring characteristics tester Aufomatic spring tester, leaf

spring tester etc.

Non-destructive tester Radiation transmission testing

device, ultra-sonic flaw detector/

tester
Noise tester Noise level metler etc.
Leakage tester High pressure pump, pressuve

resistance tester

Shock absorbance tester Shock absorbance tester, head rest

shock tester, ete.
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Penciration resistance tester

Tyre strength tester

Destruction/pressure

resistance tester

Endurance/wear resistance test

Bending tester

Endurance tester

High speed endurance tester

Wear resistance tester

Weather resistance tesier

Heat resistance/humidity

resistance tester

Thermal expansion tester

Water-proof capability tester

Acid resistance tester

Ozone resistance tester

Penetration resiétance_testing.
machine, Human head wmodel set,

ete.

Bead unseating testing device, .:

cte.

Cylinder expapsion testing .
device, high pressure pump

Vibration tester, etc.

Head rest resistance tester, etc.

Tyre endurance tester, etc.

Constant wearing charscteristics

tester, etc.

Constant temperature bath, water
bath, oil bath, electric furnace,

etc.

Constant temperature/constant
humidity bath, etc.

Rainfall tester; etc.
Salt water spray tester, etc.

Ozone resistance tester, ete.

The measurement law as a national law has not been Introduced, nor

a traceability system has not been consolidated in-Chile;-so that-
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_C_a_lil__)r.ationﬂof measurement equipment are still not enough.

Problems concerning measurcment were described in a section on a

 plan to consolidate a framework for measuvement system, so

description on it is not made here.

It is indispensable, however, to prepare equipment for calibration

.of measurement equipment which can insure higher precision than

that of equipment in the testing facility, and maintenance and

. management of - the equipment are very important.

Plan and _Organizati_on for Implementation

Outline of cost required for equipment and facilities, and a site

for cph.struction of a testing center which plays a central role are

described below. -

(1)

(2}

it is reco.mmended to set up a testing center having a series of
equipmein't' for testing in Santiago city, which accredits private
organizatiohs .in each certification field so that private festing
o_rgani'zations such as CESMEC and INTEC and those in universities

including Chile University can efficiently be utilized.

Also it is recommended to sel up a testing center having a series
of testing equipment in Concepcion city, which accredits private
testing organizations including Concepcion university in each

certification field to satisfy the needs.

'Probably around 1.5 billion yen will be required only to procure

necessary equipment and facilitles. It is desired that the capability

of 'each-organizatioh for testing and inspection is enhanced step by

step, but in the initial stage the recognition on the necessity of a

new unified.ciertification system to be introduced according to the
proposals as described above must be diffused through PR activities,

and t_he_._needs can be covered by only supplementing the current shortage

of required equipment and facilities in private testin

g organizations.

This initial period will continue for 3 years.

A - 20



In the latter half of this initial “stage, efforts to bring up
engincers for testing must be made to Tespond . to 'g‘i‘owth of industries
in the country, a program for cducation and training must be introduced
for that purpose. 2 years will be required for ‘this. For’ '_'t}iese
reasons, the second stage will start in 5 years ‘after start of the

initial stage.

it is expected that a quantity of works will rapidly in this
stage, but if it can be assumed that the growlh rate of works for
testing will be within 3% a year, the growing demands (:aﬂ be satisfiled
by expanding a range for enliancement of testing équipment in the

private testing organizations a little.
However, if the growth rate is more than 5% a year, it would be

necessary to set up tlesting centers In Santiago and Concepcioh'aé

described above.
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ANNEX 5-6

1.

- CERTIFICATION PROCEDURES

Preparations Prior to the Filing of an Application for the Grant
of Product or Quality System Certification

(1) Prior meetings and discussions

(2)

Before leging a formal application for certification by the

" certification organization, the applicant should first arrange for

preliminary discussions so that the certification body can obtain
a clear idea of the conditions and realities (including the status
of implementation of quality control at the applicant's
Ifactory/factories) of the company intending to file the
application. For the applicant, in turn, such prior discussions
serve td gather all relevant information concerning the conditions

and formalities required for obtaining certification permission.
Carrying oil_t of a preliminary investigation

When the applicant has decided to file the application after the
above consultation meetings, the applicant concerned will be sent
a Provisional “Inquiry Form (Questionnaire) by the Certification
Body.w‘it‘h: the request to complete the relevant items the
A‘ccr_editation Body may refer to for the purposes of the subsequent
certification Assessment and to return the form to the
Ceftizf‘icatibn.Body. Upon request, the Certification Auditor{s)
lﬁay conduct a preliminary site investigation and specify any arcas

which may require improvement.
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2. Submission of Application for. t;he'_Grant'of Certitication Approval.
and Examination/Scrutiny. and Evaluation by the Certification Body

of the Docu’me_m:s' Submitted by the Applicant.

The application for. cer-tifi'rc'a}_;ion shall be submitted to the
Certification Body by suppliers desiring to obtain certification
approval. The following shall be considered an example of the

documentary formalities required for this purpose..
{1} Certification approval appl_icat_io_n_,

1) Name and dddI‘OS.‘: of suppller o )
' 2)  Name of officer to be contacted and hls/hez p051L10n in the
- companhy _ '
3) Location. of factory . L o _
4) Name of person to bhe contacted at the factory. and. his/her

position in the company

(2) Nature (types) of products for which certification is sought,

manufacturing and finishing process(es) or nature of services

(3) Documents relating to qu&li_ty (control) system and quality manual
(written statement explalpning the guallty. cont_r_o_:i sys,tem in
operation at the factory u_ndér application and.giv_ilig the extent
to which the practical status of imp_lemen_t'atio.n can be

inspected).

{4} Statement by the applmant pledgmg strict obsorVdnce to the rules
and standards - laid down for the cerLlflchmn system and/or
conditions and a formal undertaking to make payment of the costs

and fees laid down for the Lertification procedures.
(5} Applicant's signature and date of application
{lpon receipt of the application docume’n_tation, the certiffcation

body will scrutinize the documents concerned to assess whether

they are acceptable or not.
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3..

Carrying out of a Site Examination

If the Certification Body, having examined the application

docu'ment_s' under 2, above, feels that the applicant meets the conditions

required for certification approval, it will make the following

arrangement for a site examination visit.

(I)

(2)

)

8)

. The site examipation team shall prepare an examination vepor

in accordance with the report document specifi

I«_‘i,fc_ing_ the schedule for the site investigation (on the basis of
mutual consultation with the applicant).

The .Certification Body will appoints a site investigation team

composed of members capable of making a sound assessment of the
status of implementation of quality control at the applicant's

'fact&o__ry.

At the same time, a checklist shall be prepared for use in the

site examination..
Execu_tion of* the site examination. fFor the examination,
arrangements shall be made by the applicant to appoint a member of

his factory étaff_ to witness the examinatfion.

The site examipation shall be carried out by checking against the

. entriés' made in the application form.

_The site examination team shall draw up a document specifying the

items checked and verified during the site examination and hold a
confirmatory meeting with the applicant's appointed [flactory

examination witness to agree on the findings as part of the

~examination schedule.

t of

the site eXalmination. The form and format of this report shall be
rdance ed by the

Certification Body.
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(1) The site examination team shall explain to the factory
representatives the detalls of sald report (6) and invite comments

for the records.

(8) The site examination report document ‘shall be submitted to an

assessment and evaluation committee.

The Certification Body will need to lay down specific examination
items or criteria and establish examination and inspection
specifications including these. This will be essential to ellminate

the risk of personal bias on the part of the examiners.

It is deemed desivable that for the execution of the examination
procedures carried out by the certification body on behalf of the
Applicant notably for the auditing of quality systéms, said procedures
should be based on, or comply with, the Guidelines for auditing qu-ality
systems laid down in TS0 10011. o

4. Evaluation by the Evaluation Committee
The Evaluation Committee shall carefully assess:

(1) The test and inspection reports relating to the conformity of the
applicant's products to the standards and specl‘fication concerned

in case of product certification
(2) The site examination report referred to above 3.

The decision to grant certification permission approval will nade,
if Lhe Committee is satisfied that the products concerned have Been
found, by model or sample testing, to meet the standards and the
applicant has been recognized as having a steady manuf’actufing
capability to produce the products concerned to a standard meeting the
specification requirements of the factory concerned as ' stated in(2)

abovce.
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5. Exchange of Certification Certificate

when the decision to grant certification approval has been made

subject to the provisions of 4. above, and

(1) An agreement has been concluded by the applicant (grantee) with
the certification body (grantor) in which the grantee pledges
strict adherence to the certification conditions required by the
certjficatioh body.

(2)  The grantee has made payment of all relevant charges and fees in

connection with the certification and the registration,

certificati_on‘permis’sion will be granted to the applicant so that
the applicant can register the certified factory/factories, or
product{s). It may also be desirable to adopt a certification approval
systenm in which the use of the certification body's mark (symbol) or

logo is approvec_l.

6. Surveillance Inspections by the Certification Body after

Cei‘tification Approval

After certification approval has been granted, it will be
desirable to adopt suitable measures to monitor the certified
supplier's adherence to the approval conditions. For this purpose, the

following provisions may be made:

(1) Compulsory submission by the certified supplier of regular reports

on the state of quality system maintenance and control

(2) Compul.’sofy submission by the certified supplier of an application
form for modificatioun(s) in the event that the quality system is

~ to be modified or changed.
{3)  Compulsory submission by the certified supplier of a report
document on modification(s) in the event that the quality system

has been modified or changed.



(4)

(5)

(1)

(2)

{3

(6)

(1)

(8)

Implementation of witnessed inspection visits to -the '_certit‘ied

factory by the (:e_rt.ification hody. .

Carvying out of tests and inspections on the products manufeictured

at the certified factory.

Miscellaneous

Procedures should also be defined for the f_o_llowing:_

Compilation and official publication of documents such as a list

of the registered factorics ahd a product list. _
Secrecy pledge uhdertaken by the c_ertifica’c_ion hody

Implementation of countermeasures against the misuse of

registration by the supplier

Suspension/discontinuation of registration

Corrections and amendments

Cancellation of registration.

Measures to be taken when the ce_rtif_j_cétion system is modified
Provisions for dealing with disputés and .rul.es bf .app_.ea{l.

For details relating to quality systems, reference should be made

to ANNEX 5-7 "Auditing of Quality Systems.”
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CERTIFICATION PROCEDURE FLOWCIHART

_ Certification stage Actions

preliminary | —— — . 1. Assessment of actual conditions at
phase = - Preliminary meeting the factory under application
. (CB -> Factory)

: 1. Sending of provisional
First stage questionnaire (CB -» Factory)
(Preliminary 5 R X
Fxamination) .. Response from factory
. {Factory -> CB)

3. Carrying out of a preliminary site
examination on request
{CB -> Factory)

certifica- 7 Second stage (with attached reference

1tion (Document scrutiny} documentation on quality system,
application quality manuals eic.)

{Factory -> CB)

Formal : ' ‘ 1. Submission of application document

2. Documwent examination and evaluation
by the certification body (CB}

Third stage (CB - Company)

(Site examination)

2. Appointing the examination team

l 1. Drawing up of schedules

3. Preparation of check list for site
examination (CB)

4. Site examination {(Confirmation on
site) (CB}

Confirmatory meeting about actual
conditions with faclory
representatives (CB - Factory)

w

6. Preparation of report by the
examination team {CB)

7. Inquiry meeting to invite comments
from factory representatives on
the above (report) {Factory - CB)
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Certification stage

"Actions

Decision of
grant/
refusal of
certifica-
tion

Presenta-
tion of
certifica-
tion
approval

Followup
procedure

Fourth stage -
(Evaluation by the
evaluation
committee and
decision by the
Council)

Provisions laid
down by agrecment

. Fvaluation of test/inspectlion

. Evaluation of site examination

‘result (CB). ,
. Final judgment for grant/refusal

Presentation of certi-

fication approval
certificate,
permission to use the
certification mark
(symbol) and logo for
the certified factory
and products.

. Execution of followup inSpection/

. Submission of reports

report concerning the compliance
of the applied-for products with
the standards concerned‘ih case of
product certification (CB). = -

report based on the stage 3

of certification based on 1. and
2. above. ' '

investigation (CB -> Factory)

{(Factory -> CB)

= Note: CB
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ANNEX 5-7
AUDITING OF QUALITY SYSTEMS (FXAMPLE)

Certification bodies, too, have witnessed a growing demand for the
auditing_"of quality systems, It is self-evident that while great
importance' has widely been aftached to the evaluation of quality
systems ‘as part of the certification systems operated by the various
nations of the world, there is no uniformity in the manner in which
quality systems are evaluated as the inspection (auditing) and/or
evaluétion specifications differ from system to system. With the
worldwide expaﬁs_ion of trade, however, there is a greater need for
establishing Qor_limon'criteria and a unificd certification system. At
t;!le"é;ame}':.t_ime. the qualit_y assurance requirements for products and
services have intensified. In view of this, international standards
‘are being prepared for duality assurance. In an attempt to unify the
implementat_idn of these standards, international standards have already
bee_n-made publiic concerning the quality system auditing methods,
qualification requirements for auditors and the control of assessment
p'rogra'ms."ln' addition_ to thesc existing standards, some proposals for

international standards have been made.

Based on these current conditions, the following suggestions will

be made.

1. inspection Items and Circumstances for Auditing Quality Systems

Auditing procedures may generally be carried out on the basis of
the aspects listed in 1SO 9001 and 9002, These standards give the
following items:

(1} Management responsibility

1) Quality policies

- 2) Organization

3) Management review

(2)  Quality system
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(3) Confirmation of contract clauses (in case of contract)

(4) Design control

1) General _
'2) Design & development plans
3 Inputs for desig‘n

4) Outputs from design

5) Confirmation of design

6) Design modification
(3) Document control

1) Approval and issue of document.

2) Modification and amendment of document

{6} Purchasing
1) General
9} Evaluation of sub contractors
3) Purchasing data
4) Confirmation of purchased products
(7} Purchaser supplied product
(8) Product identification and traceability (only where applicable)

(9) Process control

1) General

2} Special processes

(10) Inspection and testing
1) Acceptable inspection and testing
2) In-process inspection and testing

3) Final inspection and testing

4) Inspection and testing records
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(11) Inspection, measuring, and test equipment
(12) Inspection and test status
(13) Control of non-conforming products

1) Non-conformity review and disposition
(14) Corrective action
(15) Handling, storage, packaging, and delivery

1} General

2) Handling

3} Storage.

-.4)  Packaging

5) Delivery
(16) Quality records. -
(17) Internal quality audits
(18) Training
(19) Servicing
(20} Statistical techniques

The above items have been presented for the case that 1S0 9001 is
used. - Since the specifications are given in the case of product
certification, the itemization may be according to 180 9002, which is
the equivalent with item 4 [Design Control] having been left out. For
actual audit, however, it is necessary to have a suitable degree of

flexibi_lit;y 0 as to make ad-hoc adaptations in the itemization to suit

the type and nature of the industry concerned.
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2.

Quality System Auditing Methods

After presentation of the application to the certification body,

the certification body may proceed with the auditing in the Tollowing

manner.

(1)

{3}

(4)

(8)

Prior to the commencement of the auditing, a meei:lng_élxall be
organized with the applicant -to agree' the necessary

arrangements,

After the cousent of the applicant, a prellminairy- visit to the
gite shall be arranged to gather the information necessary for the
fuli-scale site examination. Such information may include data on
the scale/size of the factory under application, production

conditions, type of technology, etc..

The applicant will be required to submit the documentation
necessary for guality system evaluation of the factory concérn’ed.
This documentation shall be examined prior to the full-scale site
auditing and the applicant may be requested to amend t'he documents

if and where required.
The following documents will be required for submission:

1) Documentation specifyving the quality system(s) for the factory

under applications (including quality manual)

2) Documentation specifying the current status of implementation

of the quality system(s).

The site auditing team shall be appointed. The auditors shall
possess the qualifications entitling them for 'fegistratidn:ivith’
the registration authorities. The team should best consist of two
or more than two members. One membér sh:'ould act as - the Lead

Auditor to guide and contrel the auditing.

Before the site examination is gtarted at the iocation, the

auditing tecam shall hold a meeting with the mahag'ers'o{-’ the

A - 42



(6)

(8

(9)

(10)

applicant concerned,

1) - to reach a mutual understanding about the execcution procedure
for the examination

2) to establish the communication channels.

3) to reach a prior understanding, whercver possible, about

matters involving secrecy and similar problems.

_T'he'site auditing shall be carried out on the basis of tLhe

previously prepared c_hecklist and the quality system documentation

and quality manual submitted by the applicant to permit a detailed

‘evaluation of the actual facilities and conditions provided for

the quality system at the factory under application. For this
purpose, it will be necessary to verify the practical existence of
the details presented in the document so as to prove the

truthfulness of the applicant's statements.

On completion_of the site auditing, the auditing team shall sum up

the findings and confer on the resulis.

The auditing team shall present the findings Lo the managers
and/or representatives of the applicant. The Lead Auditor on the

team shall give a verbal resume of the audit results.

If improvement is considered neccssary., the certilication body
shall serve notice therecof upon the applicant by stating the time

limit (dea'dline) to be observed.

If the applicant has presented a reply indicating that he has made
the apprbpriate improvement, the certilication body shall, if

required.
1) re-conduct a compiete, full-scale site auditing.

9) .and/or conduct a partial repeat auditing concerning only the

improvement areas
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(11)

3) and/or confirm the improvement in the course of the followup

audits.

The certification body qhall make Its deczsmn on Lhe appr oval of
certification based on the advice af the auditing team and SelVQ
notice thereof upon the applicant so that the latter may arr ange
for the registration of the. facl,oly concerned. For the final
adjudication, it is best to appoint an. evaluation ‘committee and

have it examine the matter most carefully.

It is also advisable to arrange for an 'agreemgnt to - be: signed

between the certification body. and the grantee at the fti_me_. of

presentation of the certification approval certificate -to -the

applicant, so as lo ensure that the certified items are really.

implemented.
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ANNEX 5-8

of

GUIDELINE FOR THE ACCREDITATION BODY IN CONDUCTING ACCREDITATION
_ OF AUDITORS FOR QUALITY SYSTEM CERTIFICATION (KXAMPLE)

It would be desirable that an accreditation body for accreditation

auditors is' established satisfying the following conditions. In

addition, At should have a sound financial basis and be operated fairly

impartially.

L.
(1)

(2}

(1)

{2)

(1)

(2)

{3

(4}

Creation of a Management Structure

Establishment: of a cou.ncil

Appolintment of high-level managerial staff assigned to the council
Clear. Définition of thé Power of the council
'Esta;bl_ishi.ng rlﬁanagementloperating plans for the Accreditation Body
Monitorin.g; _the practical implementation of the above policies
Prloﬁitoring the financial situation

Establishment of committees as necessary

_Estab’lis:h.ment of Organizational Structure

Organizational chart (with clear indication of responsibilities,

reporting hierarchy, and assessment/accreditation functions)
Drawing up of financial resource measures

Stat_emé_nt of principle concerning the accreditation system,

inclu_ding rules and procedures for accreditation

_Establishment of legal status
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4, Accreditation Officers

(1) Qualification requirements

{2) Training and experience

(3) Responsibilﬂieé and authority

(4) Conditions for subcontracting accreditation tasks

Document and Control

o

(1} Document allocation
(2) Arrangements for modifications and amendments
(3) Arrangement of old documents

(4) Notification of accreditation approval and changes for the

appropriate accreditation scheme usefs
6. Records
{1) Record maintenance systiem
{2) Accreditation procedures
(3} Keeping of records
7. Accreditation and Surveillance Procedures

(1) Facilities required for personnel accreditation and documentation

procedures

(2) Regular surveillance for persons having been granted accreditation

permission
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at

(1)

{2)

(3)

(4)

()

(6)

(7

pacilities Required for Accreditation and Surveillance
Facilities required from the viewpoint of the accreditalion
officers and facilities required for acecreditation for applicants
(including subcontracting of accreditation tasks)

conditions for subcontracting cxternal organizations to act on
pehalf of the accreditation body in conducting inspection audits
and surveillance and cooperation with proxy organization

Quality Maﬁual

preparation of quality manual and documented procedures, including

least the foliowing:

Quality policy statement
Legal status of the accreditation body

Accreditation body's organization stalement, including the council
and its composition, authorities and powers of the board members,

and operation statutes

Names of senior managers in charge of the affairs of the councii
and of accreditation officers, their qualifications, experience

and authorities (including outside equivalents)
Training for accreditation officers

Organizational chart showing the command hierarchy from the senior
managers in charge of the affairs of the council, the distribution

and division of responsibilities and functions
Documented procedures for inspectling/auditing of applicants

Documented procedures for surveillance carricd out to monitor

acereditees.
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(9)

Documented procedures for checking and monitoring the
subcontractors' lists and the subcontractors' functions

(10} Appeal procedures

10.

11,

(1)

(2)

13.

14.

Obligation of Secrecy

Public Announcement

List of accreditees and scope of accréditation
Accreditation system

Appeal Procedures

Internal Audit and Periodic Review

Measures against the Misuse of Certificates of Competence
Dealing with Complaints

Withdrawal of Accreditation Certificates
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ANNEX 5-9
AUDIT os TRAINING PROGRAM FOR QUALITY SYSTEM CERTIFICATION (EXAMPLE)
1. 1n C_asé' of a Five-day Course:

F irst .day

1) . Explanations concerning quality assurance and quality
assurance standards

2} Explanations concerning the historical background of the 180
9000 Series and requirements

'3) Case stu.dies. and statement of results

Second da.y :

1) _ Practical methods for conducting auditing and assessment
2) Questioning procedures for auditors

3) Case studies and statement of results

Thifd da_').f.

1) Expl.a,nation concernibg the ways in preparations should be made

for auditing
'2) ‘Method of drawing up documents
3) Methods of communication

4) Case studies and statement of results
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Fourth day

1} - Nature of quality assurance '(:Ollfracts

2) Methods for preparing quality plans

3) Approach to conducting discussions/meetings
4) Case studies and presentation of results

5} Examination (held in the form of guestions and submitting of

reports)
Fifth day
1) Case studies and critical evaluation
2) Summing up
I.ﬁ Case of a Four-day Course:
First day

1) General points such as the purpose of training course and the

background of qualily assurance
2) Principles and practice of quality. assurance
Second day
1} introduction to auditing
2}  Audit planning and preparation
3) Workshop for audit planning

4) Methods for carrying out audi.t tasks



5) \t’ofksimp for audit implementation

8) Mét;hods -of ."au.dit reporting and followup
7) T;aining-and qtlélifigation requirements for auditors
8)- Case studies

'}‘ﬁird déy

1) | -Quraii.tyr assut'ance stan.dards

2 Case stﬁdiés

3 \_Voricshop

4} Audit meeting role-play

I?ourth day

1} Repeating the -méin points

2) | Audlt role-play

3} Audit meei;ing role-play

4) GQGraduation examination
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ANNEX 5-10

TEACHING MATERIALS USED FOR TIE TRAINTNG OF - AUDITORS FOR
QUALITY SYSTEM CERTIFICATION

Teaching materials should be compiled including the following

aspects.

Title : . Main Contents
1. Purpose of the 1) Conveying the basic knowl édge about auditing
Training Course 2) Explaining the various types and nethods for
auditing

3) Clear statement that the purpose of the training
is to acquire the skills needed for audit
planning, implementation, reporting and followup.

2. Background of 1) Correct uhderstanding of quality assurance
Quality o
Assurance 2) Customer-supplier relations so far

3) Objective verification of quality

4) Required means

5) Inclusion of text pointing to the need for
audit and review .

3. Principle and 1} Principle of quality assurance
Practice of 2) Practice of quality assurance:
Quality 3} Quality system standards
Assurance 4} Inclusion of text referring to 1mp1ementat10n
standards and measurenent :
4. The Organization T 1) Mechanisms’
of Quality 2) Responsibility
3) Role of quality assurance functions
4} Inclusion of text explaining the p051L10n1ng of
quality assurance functions
5. Economics of 1) Development costs
Quality 2} Operating costs
Assurance 3) Inclusion of text rPfEIIIHg to. matters such as
benefits
6. Quality 1} Meaning of auditing
Auditing and 2) Reason for auditing
Assessment 3} Extent of auditing

4) Scope of auditing

5) Types of auditing

6) Procedures for auditing’

7) Quality auditing and quality assessment
4) Qualification requirements for auditors
9) Characteristics of auditors

10) Auditing site
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Main Contents

7. Implovement
_Requests.

B. Quality Manual
for the Company
{Example)

9. Check list for
Quality
Assurance
Auditing

11) Tools available to the auditors

- 12} Inclusion of text referring to the conduct of
auditors

1) ‘The instluctlon material shall include
information about the way in which auditors shoutd
point out that certain items have been found
unsatisfactory in an audit and that these

. points need improving.

1) Company policy
(1) Stalement of policy
{2} Authority and responsibility

2) Dutline of system elements
(1) Contract review
{2} Design conirol
:{3) Change control
(4) Identification and fcllowup control
(5) Document control
(6) Control of purchascd product
{7} Control of special processes
(8) Control of non-conformity products
{9) Corrective action
(10) Testing and inspection status
{11) Inspection, measurement and testing

equipment control
{12) Handling and storing
{13) Storing, packaging, and delivery
(14) Acceptance testing and inspection
{15) In-process testing and inspection
{16} Final testing and inspection
{17) Quality records
(18} Internal quality audit
{19) Training
(20) Servicing
(21) Statistical technigues

3. Indices of procedures etc. should be
prepared so that they can serve the company as
reference in preparing its qnallty manual.
Preparation of checklist to suit 130 9001, 9002,
and 9003, respectively. These shall be prepared on
the basis of the items given in 8 above.
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Titic

Main Contents

10,

Qualifications
and -
Registration
of Auditors
and Lead
Auditors

2)
3)

4}
5)

6)

7)

‘Qualifications ‘and experience of lead auditors

Qualifidations and ‘expériénce of -auditors -

Score point system for assessing qualifications
and experience of auditors and lead auditors
Registration procedures R .
Regigtration of auditors and 1l¢ad auditors
Certificate - -

Text referring to the code of practice

of auditors and lead auditors




THE INTERPRETATION OF
180 9002

= —QUALITY SYSTEM [MPLEMENTATION GUIDE-



4.1.1

(A)

Quality Policy

Does the supplier! mauagement define and dooument its~ IJOllCY and

objectives for, and commitment to,’ quality"

See an example of "Quality Policy Statement®.

Quality Policy Statement

One of the important concerns of corpor ate management 1s to

produce good quahty products through the quahty ma‘n&gemont

1, as a managing 'director:'of this company, have established
and implemented the qualit},'-"systerh.'program, for the quality
management, which refers to latest revision of IS0 9002, as set

out in this Quality System Manual.

I have made continued effort to maintain/improve the quality
systems through sincere taking of corrective actions whenever

nonconformity to the quality systems occurs.

1 have placed the personnel/organization in charge of the
quality management activities such as quality assurance, product
designing, production scheduling, production, in-process quality
control, gquality cost control, inspection/test, maintenanée of
production facilities, calibration, nonconformity control “and

corrective actions, and others stated in this Quality System

Manual.

The personnel said above ig required to fully implement their

assigned duties as described in this Quality System Manual.

1 take the responsibility for all métters relating to
implementation of the quality 'systéms and 'corr_'e'ct_ifve ac'tions
whenever nonconformity to the guality systems. occ",u_'rs,. and
authorized the Quality Assurance Manager to carry'dut the

matiers,
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on the basis of this, 1 hereby address this Quality Policy

‘Statement and that products/services fully In compliance with all
the applicable specifications/standards are produced at this

company.

Signature

Title

The impo"rtant matters should be stated in the quality policy

statement are that what adequate measures are there fo achieve the

 pollcy, objectives for, and commitment to quality from view point

of "customers”, not from “"suppliers”, and these are as follows;

-(a)

(b)

©

(d)

(e}

_The Quality Assurance Manager who i

The "quality" shall be one of the most important concerns of

‘the supplier from the view point of customer.

Quality cost reduction and raising productivity made by the
. suppliers are .not so attractive selling point to the

customers as far as they do not bring merit to the

customers.

That the ;Quality Systems Manual lis not self-conceited but

referred to ISO 9002 should be clearly stated.

The responsibility of top management for the control of

‘ponconformities to the qualitly systems and its corrective

actions should be clearly stated.

_Dispo_s_ition of personnel in charge of the activities stated

in 'the' Qﬂality' Systems Manual should be clearly stated.

g authorized to take an

inifiative to perform the Quality Systems Manual by top

‘management should be clearly stated.
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() Does the supplier ensure that this policy is understood at all

levels in the organization?

See 4.17 Training.

(C) Does the supplier ensure that this policy is implemented and

maintained at all levels in the organization?
See 4.1.3 Management review.

4.1.2.1 QResponsibility and Authority

(A) Are the responsibility, authority and the interrelation of all
personuel who manage, perform and verify the work stated in a) -

e) affecting quality defined?
See an example of Functional Chart.

The important matter in making the functional chart such as the
example is that it should be made from view point of the jobs which
affect quality, not from view point of the organization or the

personnel allocation in present.

(B (Continued from question above), and particularly for personnel
who need the organizational freedom and authority to perform the

a}) - e)?
See an example of Organization: Chart.

The organization chart should say that to whom the ‘respective
organization shall report. ' '

in this example of organization char{ says lnspectlion Sec.,
Quallty Assurance Sec. and Manufacturing Depts. are in organizational
freedom to each other and authority to perform a) - e) above, and these

activities are monitored by QA personnel.:

Different configuration of ot*gani.zat;ioh._chart may exist ac'cording
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subjects

————— e e

Check Items

5

Appraisal

Grade

—

fr—————————

—
41 3)2

13. Training -
and

quatification

of personnel

5)

1.

2)

3)
4}

“Are.the training on quality policy,

quality systems manual dnd in-house

"standards’ concerned executed?

Are pevsonnel in charge of quality
assurance, inspection/test, in-
process control and quality system
audit qualified?

Are training records maintained?

Are qualification records main-

tained?

Are ré~tra1n1ng and re-certify
executed?

HiA

Remarks

14. Internal
quality audit

1)
2}
37)

4)
5)

Does internal audit cover all
elements provided in the quality
system manual?

Are the audit made on present
personnel {managerial, staff and
engineer, operator}, material
{product, raw material and etc.)
and document using check 1ist?

Are audit records sent to direct-
ing manager for his reviewing?

Are auditors qualified?

Are all the items found unsatis-
factory as a result of the audit
subjected to corrective actions
and re-audit?
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to the enterprise’s size, but functions stated in functiohal chart

should be clearly ldentified,
4.1.2.2 Verification Resources and Personnel .

(A\) Does the supplier I[dentify in-house verifi'c_atiéh © requirements,
provide adeguate resources and assign trained personnel for

verification activities?
See an example of Quality Assurance Flow Diagram.

(B) Does the verification activities include inspectio’n, test and

monitoring of production and installation process' and/or

product?
See an cxample of Quality Assurance Flow Diagram.

Different types of quality assurance f!ow diagram may exi'st' except
for this, the important thing is that they should c3how clearly how
"vertical” and "horizontal” aspects of quahty aqsurance ‘such as shown

below are implemented in the diagram.

The "vertical” one shows the aspect from order entry to shipping
on respective transaction, and “"horizontal”™ one shows the aspect of
gquality systems which support good implementation of the "vertical”

aspects of quality assurance.

The quality assurance flow diagram-shall identifies in-house

verification trequirements such as;

» Tstablishment of Production Standard,
¥ In-Process Quality Control,

# Inspection and Test Control,

#+ Nonconformity Control,

¥ Quality Systiem Audit

(C) Does suppller provide training system for personnel for

verification activities?
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See 4'.17- Training.
Are audits of quality systems, process and/or product carried out
by personnel independent of those having direct responsibility for

the work being performed? -

See the example of Organization Chart and Quality Assurance Flow

Diagram.

As the above chart/diagram said, audits of quality system, process

and/or product shall be carried out by QA sec./QA personnel, which are
jnglependent'of' those having direct responsibiiity for the work being

audited.

1.1.2.3 Management Representative

(A Does the supplier appoint a management representatives who,
irrespective of other responsibility, shall have defined authority
and l'e'sponsibllity for ensuring that the requirements of this
International Standard are impilemented and maintained?
See 4.1.1 Quality Policy, 4.1.21 Responsibility and authority,
Organization Chart, 4.16 Internal Quality Audits.

4.1.3 Manélgement Review

(A} Are the quality system adopted to satisfy the requirements of this
international Standard reviewed at appropriale interval by the
supplier's management to ensure itls continuing suitability and
effectiveness?
See 4,16 In_te_t‘ﬁal Quality Audits.

(B) "Are record of such reviews maintained?

See 4.16 Internal Quality Audits.
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Factory
manager
(Manager)

}—o

General affairs
depariment

Manufacturing
department

|-—

Quality
assurance
department

[Notel: a,b,c and & in the figure
below correspond to a),
“b),c) and &} in 4.1.2.1.

—1 Sales division

division

L~ General affalrs

Purébase '
division

Manufacturing
division

~ﬂr1hspecting
"1 division

-
Technology

division
L

L]

Person
responsible for
promotion of
quality control

Quality
L mssurance
division
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making”
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judicial
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Separation
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three
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QUALITY ASSURANCE SYSTEM
M

s systen looks like a system which has respective independs
s . .

ﬂg inistration™, "legislation™ and "judicature”.

uam

nce of three povers of

"LEGISLATIO8™

Incoupany Audit

PRODUCT TECHNOLOGICAL
CONTROL sk,

{ouaLiry DESIGH)

"JUDICATURE "
GERERAL

VORKS HAMAGER
DEPUTY GEHERAL
VORKS MARAGER

Instruction of
Incompany Audit

Productjon 1 struction
Report o0 |—— 21 20structio

QUALITY SYSTEY SEC,
( INCOHPARY Aunzr)

"ADMINISTRATION -

HAHLFACTURING,
IHSPECTION AND TEST
HAHUFACIURIHG,J
QUALITY CONTRG

INCOMPANY
EDUCATION ARD
TRAIRING. SEC,

HATNTEHANCE SHop

—
“"““\\\\/,f””—‘.’ﬁ—w

QUALITY SSURANCE SYSTEM

i i 5 " ity System” and is
This systen is called as Uual} )
( provided in the foim of "Quality Assurance Program,
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(Example)
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4.9 Quality System

(A)

poes the supplier establish and waintain a documented (uality

system as a means of ensuring that product conforms to specified

reéquirements? -

See an example of Quality System Manual Control Rule.

The Quality System Control Rule

The Quality System Manual describing the quality system

program at the enterprise shall be established and controlled as

follows;

(a)

The Scope of the Manual

The Manual sets forth the requirements of the quality system

program used for manufacturing of products at this company.

" The Manual has a position of "Control Standard" in the in-

company standard, numbered as QM-XXXX.

The Manual describes the quality system program which is
necessary to thoroughly ensure the customer that the products
manufactured are in complete conformance with Lhe

requirements of 150 9002,

Unless otherwise specified by the customer, quality assurance
activities at this company shall be based on the program &#s

described in the Manual.

By carrying out the guality assurapnce program as described in
the Manual, the quality design, reliability, manufaciuring
technique and manufacturing control for the products can be

well balanced and maintained at this company.

The quality system program, as described in each scction ol
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(b)

the Manual, consists of individual controi systems relating
to quallty assurance, each requirement of which satisfles the

requirements of 1S0 9002.

The Manual shall become effective only when the . Quality
Assurance Manager of this company. approves to. release and
only for copies of the Manual registered the'ir-dIStributi'on

list by the Quality Assurance Department.

Other copies of the Manual are invalid.-

{c)

Positioning of the Qual_ity System Manual

From a viewpolnt of controlrsysl:em, the Qu'ality' System Manual
is considered as an in-company standard describing basic
requirements and control methods necessary for quality

control and production control.

Therefore, the Manual is positioned as a Control Standard,
thereby there shall not exist any in-company standards,
gpecifications, or other prmibmns in. contradmtion to the

provisions of the Quahty System Manual,

Contents of Quality System Manual

The feollowing contents shall be included in the _Quality_

System Manual.

*» Policy statement by management

% Revision history sheet of the 'Manual
+ Table of contents of the Manual
% Glossary |

%+ Scope

» Control of the Manual

* Organization of the company

* Personnel qualification.

* Document control

* Manufacturing control and statistical process control
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1dentification control

»*

-+ Control of inspection and testing, and its status

* Control_' of nonconformities/customersg' complainis and
_éd}zré'ct"'ive actions

"« flandling; storage, packaging and delivery

» Production/quality records

* Calibration

« Control of manufacturing facilities

# Control of subcontracted services/purchasing

* In—-company audits and corrective actions

« Indoctrination and training

_'I‘hé exbressio‘ns ‘of contents above may be changeable from the
provision which stated in I1SO 9002 to meet with respective

enterprises' quality performances.

Control of manufacturing facilities should be inciuded in the

'¢0htents s¢0 that facilities used to manufacture products
provide constani and uniform quality level of products even
though IS0 9002 does not refer to that.

(d) Classification of Quality System Manuai
The Quality System Manuai shall be classified into two types
by the Quality Assurance Section; i.e., "Controlted Copy” and
"Uncontrolled Copy".
The "Controlled Copy" of the Manual shall be identified as
such on the cover sheet, however, "Uncontirolled Copy” shall
bear no identification.
'-Ol'i.giﬁal' copy of the Manual shall be retained by Quality
_Ass_urance Section.

{e)"

Controlied Manual

.'Cﬂpies 01" the controlied Manual shall he issued to the

related sections within the company, customers and other
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outside organizations, upon-request, by Qualit)j:r}\ssuranée

Section.

The controlled Manual shall be (‘.urren‘t. at r't_he__time of issue,
and shall be maintained up-to-date by issuing all revisions

thereof to the holders of controlled copies.

The Quality Agsulance %ecuon Shclll document distubutlon

thereof on the Manual Holdexs List of controlled copy.

Uncontrolled Mannal

(£
Copies of uncontrolled Manual Is. cut*rent__at_ the time of
distribution thereof, however, shall not be maintained up-to-
date thereafter. '
The Quality Assurance Section shall document distrib‘utlon
thereof on the Manual Holders List of uncontrolled copy.
(g) ILstablishment and Revision of Quality System Manlial

The Quality System Manual shall be established and become
valid after approval of the Quality Assurance Section

Manager.

Name change of the enterprises’ organizations and expreassion
change of sentences in the Manual are not the subjects of the

Manual's revision control.

When revising the Quality System Manu_al,o'ccurs, the revision
contents is summarized on the Revision Histdry -Sheet, and a
triangular mark shall be identified in the left hand marginal

place adjacent to the revised portion.
When an entire page is revised, ' a statement "enﬁifé page

revised" is written on the right hand top of the app]icable

page in place of a Lridnguld,l mark
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4.3

)

~Only the latest revisions shall be Identified either by the
triangular mark .or the statement.

. When :the whole Manual is revised, no revision marking shall
be ldentified.

{h) -Maintenance of Quality System Manual

The Quality Assurance Section shall periodically, usually in
eyery-November, review the Quality System Manual to see
- whether -or -pot it is maintained up-to-date and satisfies

current requirements of the rules ete. concerned.

(i) ‘T.raining_'_a_nd Indoctrination of Quality Systems Manual

See 4.17 Training.

Contract Review

Does the supplier establish and maintain procedures for contract

review and for the coordination of these activities?
See an example of in-company rule "Order Entry".

Such in-company rule in charge of "Order Entry” as sajd under

should be establje}hed:

.-distribute it to Quality Design Sec., QA Scc.

" In-Company Rules of Order Entry

Scope; - This in-company rule covers the activities of order

entry.

Order Entry Rule;
| 3""'B[?0n' receipt of an Inguiry from a customer,

Sales Sec. shail

and the other

sections in charge.
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4.4

(A)

The Quality Design Sec. shall review the customer's spec. In
consultation with Production Scheduling Sec., In-Process
Production Control Sec., and -[nspection/’i‘est Sec., and. determine

acceptability for production.

Any items requiring clarification on the'custo'r'ne'rfs ‘spec., if

any, shall be transmitted to the customer via Sales Sec.

When all the parties, i.e., the customer,’ thé Sales Sec.,
Quality Design Sec. and so forth reaéh to a mutual agreemenl on
all terms and conditions of the spec., Sales Sec. gsummarizes it
into formal Products/Services Sp'ééification for approval of
customer, then the customer's order shall be accepted by Sales

Sec.

These documents concerned shall be added ID number and kept

in accordance with in-company document control rule.

Does the supplier review each contract to ensure ‘the items shown

in A) - C)?

See above (A).

Are records of such contract reviews maintained?

See above (A).

Document. Control

Does the supplier establish and maintain procedures to control 'a]'l'
documents and data that relate to the requlrements Of..thiS

International Standard?

Such jn-company rule in charge of "Document Control” as stated

under should be established.
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CIn-Company Rule of Document Control

scope;  This 1‘:'1116 provides that all the latest in-company
standards and related documents arc being properly used
for production, inspection/test, calibration, quality
assurance and all other activities related to the

imple_m_entations of the guality system manual.

In-Company Standard Classification

‘Next table shows classification, contents and responsibility

of the in-company standard (only quality-related ones are shown).

Making, Revision and Abolition of In-Company Standard

When a request for making of an in-company standard is made
from a section, the responsible section as specilied in the table
said .shall develop an initial in-company standard, and obtain

approval_.- of the section manager.

When a need is occurred to revise or abolish the In-company
standard throughout a daily work, the section responsible For the

standard shall proceed it.

fn this case, the reasous of revision/abolition shall be

clearly shown on the Notice of Standardization.

Additionally, the seetion responsible for preparation of in-
company standards shall review all their in-compaby standards in
every November and proceed to revise/abolish in-company standards,

when deemed necessary.

ThL numbering system shall be followed as specified in the
_ In-Company Standard Control Standard for identilication of the in-

company standard.

When Process Control Sheets, Manufacturing Procedures ot
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Ingpection/Test Procedures, which are prepared in consuitation
with the customer. and submitted to. the customer, and- which are
required the customer's consent in any i'evi_si_on/'abolition_s
thereof, the revision/abolition of ,t_he'-in—companyj-st'anda:rd
identified on such documents also may be reguired the customer's

consent.

Distribution and Retrieval of- In-Comp'ahy Standard

The Document ‘Control Section. shall immediately distribute
new/revised in-company standard using the In-Company Standard
Transmittal Sheet, to related organizations, and at the same time

retrieve obsolete. ones,:

The Distribution List shall be documented and- attached to the

in-company standard to be distr_ibuted.

The section responsible for initiation of an in-company
standard shall show on the In-Company Standard Transmittal Sheet
the applicable in-company standard number, including revision
number, and number of copies to be distributed-and to be retrieved

to ensure proper distribution and retrieval.

The recipient shall verify the Information on the In=Company
Standard Transmittal Sheet of the receiired in-company standard
with sign-off and date, and return the In-Company Transmittal
Sheet together with obsolete in-company standard, if any, to the

pocument Control Section.
Retrieved Iln-company standard shall be incinerated.
However, the section responsible for Initiation’ of:an in-
company standard shall retain the original coples of obsolete ones

for at least 10 yeays.

The table under summarizes establishment, revision, abolition,

distribution and retrieval procedures of In-company standards.

A - 76



() p-epueag

10J3U0) B 5B PRUOIZISOd S] 10J3UDD UDIIDONPOJA pue
jusmageuer L1][enb.Jol AJI2SS302U SPOYISE JOJIU0D DUE
$3usWaJINbas DISBY BUIPLACLd JRRURK BDUBJINSSY A1T[EN)

syJtop Q9 ul se awes se

|
(HA) ~s9do
Ul 3[ny ueyiezipJIepuess |

| _

5
M

"p1g SHJOH
PO-D (3-2) (%) (L% F {a%)
TPIg UOL3ddSR] “pIT 1ORUdDRRL P15 Ho113nn0.1)

_ “vdg | ®|JATRH [3mds AuseydIn,

{

L |

w , ]

(H%)
P35 18dIue]

"
-

T

_

(M) Sy-den g

Ul a{ny YoljgzIpJepuEys

|

_

(1 (OH

“pag JERiuUY3DL

“3adg 1anpady

M IRLBIER A

] —

- {HH)

pIs Jedueg

!

TR TuoiSIALg (9eas

Ur siny uoyjeziplepuRsg

“Al( ¥OI3DNIISUO) ©tAIQ 8JngdIAg

pue SujJseuisuy . - pUE BUIPTINQAIYS

L

ST — |

- [(5po5 s3emcdang) IR (043007 F3ITeng $38008003]

“SKOT]0) SB S WeYSAS vknvmm»m m».mhou i Y

Jo u01jRIN31JUOD [BIIYIJIRIR]Y]

"drony Y Ul we3sSAS UOIIBZIPpLIBPUEBIS-—_JOp

v

Z 214

A-T7



)

Tt31aT]0jUCD DITEWCINE DUE ‘STLUn (eulwidy J18Yy) PUE sSainduod
STupIyoR]d JO SPOUYIaW [OJJUOD PUBR SIUITaIInbal {elaual seWljag

S Lo ) L o otonel
PI214 Ly17enb 30@jjE 07 SWoyl pUR 'STUBWSIIADIT PRIRLIOSSR puUR
' suotyeingal pue soynI JBRA] AJSI7ES OF ST ] Jyuna|den g

“$31711192] jJO TPOYISW [OXIUCD pUe. §3UIWSIINDAL. (28U83 SIUTJA(

(OWX)  pampuer S
OO0 SBITI{I90 4

-piqe ], Bpon  pue 2IqE ), 83T 2aandwe) Jo

*up17170QR PUR ‘UGISTARI *JUBRUSTIARISS wmazaa.snmaﬂaamm
S : : w3 SES

azanduon JO SpousL (GIIU0D puR sjvawaainbal (2I9Usd saLTjA(g

RIS+ o NEN .
. plepury S . [eljuoeln)
SWHISAS IANdmO D

.+ "393png Joj sBNTea-pIEpUR)S Jo SuoljRimd[ED pue
CjuryJodal -torjemieut L3ijend tRuivued uoijRadde ‘syipee
{Ruazj UL ‘weldold BDUEINSSE A7 ijend savtfag] tjvavalddng
- - s1agjo pre Suirnyoejnuew *A7]1iEnbd Jsysivluge

07 palInbal SHOYIAW 102JU0D pUR SIUBmAILAbIS DISTg SBUlja(]

(Vi) ,
©opleguey g joenued
Juranyoejnuey JA311EnD

{300y QEVORYLS 0ULROD

, “gletlajen SuiBexoed
pue xIew Buirddiys ‘oy4)s Suileyoed Auypnidul
‘repio D1f1dads Jo7 syuawarinbal Juifexded serijeQ (Q

: *s1etaaren Jutdmioed, pue yiew Uiddiys 'aidys
mcmwmxumaun.mvﬁuﬁ..ﬂcsamu,..sguunmmmxuaﬁmuucuwmmuﬂmmﬁn

() QUVORYIS ONIDYROvd

*dI¥ pue YIX Ul PBULHp BJ¢ S10np0Ld PAYSiUL]-Iuas
JO SUOTIISOASTID pUR BLISY 127 FIUR DR, pUY ‘IayjRe [RDIUYIL;
Jo SPO1aM [02JUO7 DUE SULL1S0dSIp ‘RIIDY I jusTiUeLS
"syonpead o A717ERD (RUTI AUy SIINSSE YS1ym Sucliisodsip
pU2 ‘E1I3} 112 IDURICADOR ‘SPOUYAM WRIIdadEvY SAulieQy

{IX) ouyoRvLs
NGILOB4SRI 1oR00Ud

(U340] ©F PUB UOT31SOCwOD [20TWHYD 'SIDUBMCTIR [EUOISUIWIp
'saljladosd FEDTURYIRY) BYASITIS ) 1{ERD Saulje(Tiyusuaiddng
*§oanpodd Joj patinbaJ eliayiad A31lend sauljagy

() Q8VARYVLS: 1InGoyd ﬁ

AQ pancaddy

Aq. patedaa g

§103u0 D)

joQUAS  pUR BuBH _

(umoys
sSPIRPURIS AuRduc)d-UT

3X2 SPIRPURLS AURdWOD-UT PI3BT3I A3TTeEnD ATUO)
10 A3TTTOTSuUOdSaY PUBR SIUSIUCD ‘UCIABRDTITSSDTD

A ~--78



538345 111w jo Burssavodd ‘Butsseuys sajduexy
‘SISATRUE DUR ueTyaedsul jo
RIoM 1291310 207 SPOYJAY 10JjU0D PUR FJUSRAIINDAL seelja(] (P

sJoalay] SUOTITSOOTID '2ULINgAYRS WO
-1onpoad Jo) Spoyjaw jogjued pue sjudwalinbal [elaual sauljag (¢

e o

e

*joausyy
SUSTY TSOUSIP PUR SPOYIEW [6IJUGD pUB ‘voidadsunt
pue ZutInjoejnuen JOJ BILIILID JEOTUNDRY [RISUAT SAULIR(Y {4

“gyonposd peysIvli-twat pur Teul] Jo
£311end 3onpodd Joj B1A8)1ID [B2T1ULDR] TRIIUIT AULJIC (e

‘51onpodd puT ‘SUOlIDICsUl ‘Buiinpayss volianpesd ‘Sujanjdelnusw SUIUIITUCD TIUBWRIINDHI 1RIDUAE SAUIJID VIX

1

{(¥1X) piepumg
jestuyss ], [RIsuBRD

{Ix) DHYONVLS TWIINROEL

|
|
|
|

—

-Japlo j0dF B 20 Spoyjaw BuTInjoeinuey saulie(y { P
‘uotgealJizeds S1710ads B Qo] spoyjew BuilxzmoPinuen Ssulag (7
: ‘s1pip peiERlRd 20) SpoYlaw BUlinjoEIRuvEw FAULJRQ (4

) "UQ1}TIL} 10945 yonpod
yoea £7sI7ES Q) Spoyjaw JUIIN]DEInUYL DIEPURLS SBUIJA( (®

4

(oY) QBYOHYLS NOILORODWS

ORI

- +239 SUGLISREENS 970312 4R 0] ELIA31AD UOTJRR|EAR PUT ‘Splepums
Auedwosul jo BYIFILID (0JIUCT ‘SBTPOQ/SUCTIETIVERIO 3PISINO

wea] -s{eavddde JUT21nDoP J07-B1I33TID [02JU07) 1qUawaiddn § TSjuUdjed
pue UclieziplepueT ‘suelysaing 210112 Of'STeacadde Burinjdeynuew
< BurItndoe o SPOYIAY 1011403 DR STUNAIINLAL RIAUAR SRLLIN(

(TX)
plgpuel §  [eivoD
FuoTysaIEN S BIOI1D OB
SaopamREpivpunl §

~ *+32% ‘poyaom ¥payd Suprdwvs (STRIIEITW
ARI Fo ATvausaut CRIIVIFID UOTASRASWY PutaTISoy ITYAWE[ddng
) : Tl : "SleliIjEY

{30 -
piEpuEIg  1e3uon

ME1 JO SPOYISW joJyuOl puR SiuIWAIINBAL [wiauad saut)a(]

ezl ..w:a ‘UOT3EHIISa 1502 easET @orad IUr] yuswadeng
. oo *$1012
.Eu:oun:wgo.ﬁccu.ﬂmnoﬁmaﬂnmﬂamemhmsguﬁhuﬁmqmc:ma

TTRIIBIRIN HBY

(X)) piepuel g
[eaguol) FuiiveLjuodgn g

1

~ A panoaddy

Ag paredazyg

1.}\ CoosjuRue

loqud s puz aweN

PanUTIUOD

A-T9



227 531UN 1PUTRAD] II1ndwoD

Jo ButjpuTy puT '1JIYS Jo $59201d 'dodS yoPw 10 S3aXlom 4Q
pewicyied g O3 Sulyseys puz uorjzlade Jdoj IS} 1.3 sAULTa(]
‘plepue; §  TRRIUUIRYL By UG PASRY jILU0D 3IoM

70 GOTTRIIPISUOD UL ST{ NS [EDTNYDE] - SIaNJON SuawAlddng

=

{SX) " CI¥ANYIS XdoM-

e

: LR wuuuvaucka CeTITAQTITY .au>oa
pTPT4 PuUT \Sﬁanav < fagoedes FUTINISEIRUTE WAGITUR WETIUTEA
03 DA0QF PTES SIUC unu mo aﬂhoudpu uunncuuﬁﬂmm ijusmatddag
. TEuRySAS Joyndwed

pue quaq_.:am ..umﬁﬁ.muﬂ Ml Snoeub.ava mu:mcﬂ‘ iew saulJRy

(TN :
-pIEpuEl Q@ TESIUYREL
FOUTUIIUTRY $317 11190,

“sU-
011891 1123ds §4%8 .“o SPO;BY UDI1ISRIISUT SR piepues §
Ya0$ '$3InpRB0IE IUTSTIN0I Aljua IAQI() AUy Ipa0 |y

*TIT SIORPOIE PRYSIUTI-TuRT

ﬂnm mﬁmﬂﬁma J3a0-343] Jolvsn txy o N :
~JUTTNpsyDs JuBud IS plepum § 3wl

vﬂm mﬁnwuuohn Jo eriay Lo 18828&. -NpEYT S - 5FR00J |

‘S1UBWAIINbAL 51550 PUT ‘YeIT2ITddR 'uo1R
I1}108d§ JIPI0 JO URTIRIIPITUCD UL LOT LSO :
‘dwod [Edlmayl BUR'SAR{RA 759 (ED1UTUdaw’ prepuey g
adeys ‘soueleadde [enSia Jo PIIaYleD uflsag wolyseesu ] | 7

*932 wpeid TRIINITW Al

76 JUBuURTSTY pUR ‘UOT3EIL]Ldads
d9ple o) splepueis F[qest{ddy :xg ?.mﬂcﬂ g
_...cw.wmmv jonpoad 70 sUImIIINbRL mmumEuu..r udrsag jonpoad | 1

"VIX BT PeUiyep 83 suedy 2eeyn o3 (BuURITTY SIUIWORTNDYR TTIILES

-3vmpoxd [RUIf UTIsap 07 Erisyad JudIjRlado pue Tedruyoay sauiia(

{(dIX) prepumig
18219y 1, jonpord

N Uo13InI; 5T mcﬁs._uﬁnuma pue Futuuzid STAO0I4 iajdwexd
‘STRIF}ew sseooad-ul jo Furipuey urm
ueiyedado juerd 10J 21193110 3UI{Rpayas uom.unnoun sautye(l {Q

“Butddyys pue

3521 /uotavadsut 232ye syvnpoxd Jo uorloszcad Jo Lea
pue .sanbTuuday ButBUTIS ‘santiuyney) uolydadsul ‘uoiytadsut
£5300.dUT ‘paads . AUnsSaad . ANy Rradud) TRUOTIRIRd () aldwexy

< £aRaTTeD puz 3duroas Jurrpuey Juuuxaoﬂuuunar 'voltelade jueid vo

M FUOTITSOSID pUT SPOYIAW [BJIUGY 'R1e31I0 (ediUNsa) ssuilag (=T

"SE83014 BUO UTYITH S[RIIFIEW G UGIRITOCSTR PUR 105000 ‘BUITPURL PUR ‘SUDTIRIZCO Jo) $IUBWAIIADAL SAuijag

{0TX) paepuny g
IRRlEY3a ],  (eueIjRIed(

A0 paaciddy

[

|

AQ patedsig

_ $IUITUD )

[oqud S puR  amepN ;_

pPenUTIVOD

A - 80



(52}

‘539w07TRD JO7 1IApOIH {0 TUQ]ITIIIITAST SMja(

VOTIEDI;INRE Y 1UNPOI ¢

2oy udwuns 210w PIIDEIIUOBONT JO SUOTED} 19T SAUT T (9

steidagow
34y 3o Buijpuey
pue futataney

.MLUJ.VO..:H RITIPUWITIUVT 20T SITIALD

PRITIRI~ATIITAY | PRIDRIIUOIGRS JO ucoﬁmufg,uu? ..a..:éa (q

eI ew
Qyy jo Juijpuey
pue Buisiada g

phely]: BT
PRNSIUL]-1UDS PUC paOTIjOwoD 10] 53VlalaS !
paIp|al-A11[en(y | PRISEIIUODANT JO SUOLIEDTIIDBGE SRWIIE ﬁm;

M
,P
|

(0S¥} venyeaizioedg
Jutzsenueageg

"yyde) o5 pue FIio JUiEdLIQR] 'SELIREm JIRdE ) liuswmaicun g
“fdom FUTLIYDEY PUT JIRMRD TSIULIBIRE
Je-quansanoold Jo; sUoilesijioads savljeq (4

Jiedes SRiiT(i2

sTs{eiIsew (Piveds Jaypo ‘sEny Buryyrl ‘sapys apind ‘sanid
'SasTuY 2UBYS ‘SPIoOW 'sJeg [alpuew 'S]{0l Jui[jol ‘sievJajew
.._5.,9__ pue uﬁmﬁuwn .ﬂﬁma .ﬂmﬂﬂme uljR0 S Emsﬂa%m

. "svolyelado pue

01390p0ad *5}2npold ME sTetiaien Jo jUamaadetd SRR (¢

(T1a0posd 3n2d7eyed)
$300pold [eDiJaumeod (7)
syonpozd pIzIpITpuULIS (T)
2107 patudaxd
ST UCLIEDI7ID9ds OpN
uawatddng

- (uax)
aosmuﬁﬂué S {eLivIE

.wouuuru.wvoﬁua uaT1a9450T PUY PIIITTID UTIDILSUT pud
‘sTelaEey Med Jo 3013380 pur jusmaInzeld $3VIjRQ {a

"SIBLI3)RYW MeS JO JU1908I PUR UBWSIAZ0XC SBUTIS(Y (€

() uoiyesljisadg
STerioteN_ mey
SROIL SEPRm

4 panvIgdy

£g pazecas g

fogui s pUR  Suenf

sILajue D)

PRnuUTIIoD

A - 81



4.4.2

A

Maintenance of ln-Company Standard al Each Section/Plant.

Ea(:h scetion/plant shall establish i:he"f‘et:hnical Standard
provided in—compmiy standards handling procedure incluoding -
duplicated ones, such as numbering, ‘distribution and retrieval,.
filing, location of files, and training and implementation thereof

within the sectibn/pl ant.

kach section/plant shall assign and In-Company Standavds
Controller and a clerk to properly control the in-company

standards within the section/plant.
A file of in-company standards shall be clearly identified as
"In-Company Standards” on its back cover to segregate it from

other document files.

Indoctrination and Training of In-Company Standards

_ Indoctrination and training of in—company-stahdards’ w_ﬁich _'are
distributed to the In-Company Standards Controller, '-as"soc'iatled
with implementation of QS Manual, and strict adherence to the
requiremcnts'of’ such in-company standards aré .of the

responsibility of the In-Company Standard Controller,

The method to train to adhere strictly to the in-company
gtandards inciude training seminars by internal lectui‘ers,:c'lfiss—
room Lype in-company standards reading meetings, and small scale

of in-company standards discussion mectings.

Format of In~Company Standard

The formats used in in-company standard control are shown in

next several pages.
Document. Changes/Modification

Are changes (o documents reviewed and approved by the same

functions/organizations that performed the original review and
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(B)

©

(D)

(£

4.5

(A)

4.5.2

{A)

approval unless specifically designated otherwise?

See an example of Incompany Document Control Rules.

Does the designated Qrganizations shall have access to pertinent

pbackground information upon which to base their review and

appr()&'fll?
See an example of Incompany Document Control Rules.

Is the nature of the change, where practicable, identified in the

document or the appropriate attachment?

See an examplé of Incompany Standard Notice Form of Incompany
Document Control Rules,

Is a master list or equivalent document control procedure

_e_stabli_shéd_ to identify the current revision of documents in order

to preclude-the use of non-applicable document?
See an example of current Incompany Standard List.

Are documents re-issued after a practical number ol changes have

been made?
See an example of Incompany Document Control Rules.
General

Does the supplier ensure that purchased product conforms to

specified reguirements?
See below and the rest.
Assessment of Sub-Contractors

Does the supplier select sub-contraclors on the basis of their

ability to meet sub-contract reguirements, ipctluding  quality
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Format No. XXXX

| [3.Makfng .

1 Entire revision
partial revision
() Abolition

Incompany Standard

Classification

" Confidential |

-;Classificatibn'No;

Hotice ‘\*'“Makﬁngfréviseélyéév

. L SR
Approved \Beviewed

_ : ]
Prepared by

XXXX Company LTD.

Technical Standard

Title

XXXXXXX

\incompany
Standard

Making/Rev. / No. of pages to be

ReQ; No. 6f pages

New revision No,

Abolition date revised to be revised. :
. s : 2-1-
1985+ 10 1 5-3 2 -0 e
— Execution date
Reason of Making/Revision/Abolition; ) DU :
1985+ 10 -+ 1
| (1-1) |
,f*/’/ffggg; No. of the Notice = = '~
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Confidential

———e

T _
Format No._xXXX_
XXXX Comﬁahy LTD. /,Iechnica] Standard Incompany
- ' DA Standard
Title ~ -+ | XT - 000
S /XXXXXXX 1985)
‘ 12’//;:;351f1cat10h Making/revised year
Classification No.
Rev. No,
— —- _
1983+ 9+« 1+ Making
1985+ 8@'10'; Entire rev. XXXX Company LTD. 2 -1
1985+ 10+ 1- Partial rev,
(5-1)
,/f/ﬂ No. of pages
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 Confidential
Format No. XXXX ' S

| iIncpmpany'StanQ§ﬁg,xT—000

: Classification
/NO.

1983+ 9- 1- Making

1985+ 8-+ 10+ Entire rev. XXXX Company L7D.

/2"‘1
1985+ 10+ 1 - partial rev. _ S

o2

_—"No. of pages  Rev; N0.
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Format No. XXXX

8 August, 1989
: XXXX Company LTD.
Tos - . _ DOC. Control Sec.

Incompany Standards Transmitta? S1ipl

We_distfibute the incompany standards 1isted below
this Transmittal S1ip together with the obsolete s
above sec. with the signature of recipient within

to you. Please send
tandards back to the
7 days.

List of Incompany Standards

. Distribution Obsolete versions
Incompany
Standards Title The num-
Number Rev, No. ! ber of Yes No.
' copies
Remarks;

Recipient Signature

NOTE If there is a shortage in the number of obsolete version(s)
to be replaced, you are requested to write the reason
and trace the missing one(s).
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Format No, XXXX

Distribution List

standard Wo. Rev. No. The Total of Copiles
Title Maker of 1ist
Distributer
The | The | ! The
Distribute to | number [ Return| Distribute to fumber | Return | Distribute to | number | Retury
of Check of Check of Check
copies copies ' -copies |
e
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s

A - 89

- B
Format No. XXXX
Current Incompany Standards List
checkad date
PIncompany Title | Rev. Making/ Rev. | Revision | Rev. | Revision
standard No. Ro. | revision | No. date No. | date
date
L.
—




Identif fcation of Incompany Standard Fil e

Confidential L
_—~@ No. of incompany
® _® Classification of

- incompany standard
filed ' o

® Identification of
/ f11ing grade
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requirements? -

See an example of.in«company rule of "Control of Sub-Contractors"

under.

- In-Company Rule of Control of Sub-Contractors
Scope; This rule provides that control of purchasing and sub-
contracted services when part of manufacturing processes is

sub-contracted.

Qualification of Sub-Contractors

Prior to contract of purchasing/sub-contracted services, the
Quality Assurance Sec. shall determine the control method to the

sub-contractor on the basis of direct controt or indirect

control.

Control of _Sub—Contractor which is directly

controlled by our company.

For the corntrol of sub-contractor which is dircctly
controlled by our company, QA Sec. shall witness the performance
éoncérned iﬁ the sub-contractor, if nccessary, and shall assure
the well implementation of production, identification and
calibration -ete.. in accordance with purchasing/sub-contracted

survive specification.

Control of Sub-Contractor which is indirectly

controlled by our company.

.. For the control of sub-contractor which is indirectly
controlled by our company. QA Sec. shall get quality system manual

of the sub-contractor as specified under and review whether it is

satisfactory or not.
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The Sub-Contractor's Quality System _Manual.

The sub-contraclor's quality system manual- préferably

includes the following items.

¥ Management policy statement'conc"erning_.Qﬁality j_ass'urance
# Quality assurance organi'zatton-

# Standardization and document control

s Manufacturing control

# Identification control

#+ Control of éxamination, inspection and Itest
» Nonconformance control

# Calibration : _

» Maintenance of manufacturing facilities .

# Personnel qualification

» Control of his sub-contractors

% Quality audits

+ Indoctrination and training

gurvey and Audit of Sub-Contractors

The QA manager shall survey the 'implem_ent;atibn of the sub-

contractor's quality system manual before its gualification.

After the qualification, the  qualified sub-contractor shall
be audited at least periodically once in a year and additionally

as needed to maintain and lmprove their quality system.

The survey and audit shall be carried out using the check

list shown in next page as an example.
The check list to be used to survey and audit sub-

contractor's quality system program shall cover -all the iﬁems of

the quality system manual submitted by the sub-contractor.
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(B)

Survey and Audil Method

The survey and audit team consists of QA manager as icam

# Product Design Sec. manager or his chief staff

¢ Inspection/Test Sec. manager or his chief staf(

After survey/audit, the team has a meeting to get a result by

the team members basing the member's observations and make a
resilt report using the form shown in nextv page. ltems found

ansatisfactory on survey/audil and items required to take

(1) - Survey and. Audit Team

leader, and following members.

corrective actions are subjected to re-audit.
(2)° Corrective Actions and Re-Audit

The Quality Assurance Sec. Manager/Product Design Sec.
Manager shall require the sub-contractor to take appropriate
corrective actions for the items found unsatisfactory at the
audit or other items found unsatisfactory in daily

manufacturing activities.

When such request is made, the sub-contractor’s quality
assurance manager shall decide corrective actions to be taken
and report to the Quality Assurance Se¢. Manager for his

approval.

Re-audit shali be made to verify the implementation of these

proposed corrective action.

Are the selcetion of sub-contractors, and the type and extent of

control exercised by supplier dependent upon the Lypo

and, where appropriate, on records of sub-contractors’

of product

previously

demonstrated capability and performance?
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See the answer for (B) above.
{(C} Does supplier ensure that quality system controls are effecti\fe?

See the answer for (B) above.
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VENDOR AUDIT CHECKLIST

Date: October 24, 1985

vendor's Name - B. Corp.
Audit: Date September [8-19, 1985

Premium Threading Operations

subject

[. General Comment (opinions, required corrective actions)

Findings through the audit by A. Corp. dated at September 18 - 19,
1985 are as foliows;

1. QA Manual

(L

(2)

®)

Following new procedure manuals are needed to add into the

existing manual file.

{(a) In-company education & training system and
administration system for QC (QA) personnel

(b) Maintenance of manufacturing & inspection facilities

(¢} Control of vendor & subcontractor
i. Purchasing of chaser, phosphating material and
thread protectorvr

ii. Zinc plating

Following forms are nceded to add into the existing manual
file.

i. . Form (QC 100, 101, 102, 103, 104)

iI. All other documents and forms stated in the

~manual

Job descriptions are needed to add into the organization

chart in the existing manual in the form of functional

.chart. -
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2. In-Company Audit

In-company audits for QA system lmplementation _by' QA section

are requested.

QA manager s requested Ito-condu’ct 1_n—dep'(:'h' internal audit: to
assure further effective implementation of the QA manuals which
might not be appraised by the short time survey conducted by A.

Corp.

Those Tindings are requested to be corrected on or before October

31, 1985.

II. Appraisal
Appraisal Grade
Grade 5 ... Very good

. Good, higher level

4
3 ... Falr, normal level

2 ... Further improvementis needed - .
1

... Radical reform needed
N/A ... Not applicable -~

1. Control of QA Manuals

(1) Do the QA manuals describe the control system for 'quality
assurance of products appropriately and adequately? (4)

See the comments 1-(1), -(2), -(3) on the Geneial Comment

above-mentloned.

(2) Are the QA manuals reviewed and .approv_ed'by personnel in

charge? (3)
The existing QA manuals are ‘only approved bv Piant

Manager, and those will be approved by QA Manager and the

other personnel in charge hereafter.
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(3)

(4)

‘provide control of QA procedure, and the Log w

Is the distribution of the QA manuals to the related

-organizations controlled? (4)

Para, ViI-3, Sec. L 11. 0 of the QA manuals says that

" the Log.of all holders of the QA manuals is kept to

as reviewod
by the NKK audit Ceam.

Are. the IndocCrination and training of the Qa manusls
performed? (3)

No records are kept.

9. Organization

(1)

(2}

(3)

s the job assignment clearly defined, and arc the
responsibility and authority of QA section established?
(4)

The job assignmeni of personnel in charge are shown in

each section of the QA manuals.

Is. the QA personnel able to negotiale with the top

management directly?. (4)

_ The organization chart in the QA manuals says that the QA

Manager reports to V.P. Operations.

Is the organizational chart provided? (4}

The job descriptions are needed to add into the

organization chart in the existing manuats in the form of

~functional (_:hart,

‘3. Document Control

W
'-prbduction and examination and test? (5)

'Are-there Incompany Standards or Work [ostructions for
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"product Inspection Requirements Form (QC 103)" Is

igsued.

{(2) Does the QA section check the customér's gpecifications?

(3)

The customer's specifications are usually checked by
Inventory Control Personnel except for new specifications

which shall be checked by QA section.

(3) Is the distribution of Iincompany Standards controlled?

(3)

The distribution o_f Incompany Standards documented in the
form of QA manuals are controlled in accordance with the
provision of Para. VII-3, Sec.” L. 10. 0 of the QA

manuals.
{4) Is there a provision for document custody? (4)

Sec. 1. 14. 0 "Quality Assurance Record’ Procedure" is
issued and. its implementation was checked by NKK audit
team and il was well implemented as far as production

record.

(5) s the system established that the documents reguired for

processes are checked by the QA section? (3)

The documents are checked by production personnel, not by

QA.

4., Control of Production Processes

(1) Do the Work Insﬁructions-specify'_th'e cri_tferia;and

specifications applicable to the processes? = (5)

"Product Inspection Requirements Form (QC 103)" is issued
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(2)

(3) |

(4)

(5)

- (N/3)

and it specifies the criteria and specifications

applicable to the processes.

Is there the established rule for revision of the
instructions? (4)

Sec. I 11. 0 "Quality Assurance Revision Procedure" of
the QA manuals is established for above.

Do they use¢ a table sheet in order to control processes?
(N/A) '
Does the table contain enough information?

The table sheet is not used.

Is there the established rule for shipment?
{5)

Filling out the document of "Completion Notice™ for ali
good- pipe is performed before shipment and its

implementation was reviewed by audit team.
Are the manufacturing equipment properly maintained? (3)

Sec the comment 1-(1)-(b) on the General Comment above-

mentioned.

5. Control of Examinations and Tests

(1)

Is the system established that the documents required for
examinations and tests are properly transmitted Lo the

personnel in charge? (5)

The Sections from [-1-0 to 1-8-0 of the QA manuals
br—ovide the systems sbove-mentioned and their

fmplementation were checked by audit teanm.
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(2)

(3)

(4)

(5)

Are the examinations and tests performed by qualified

‘personnel? (3)

There are. no documented . "Personnel AQualification

Systems”.

Are there the recording form for examinations and tests?

(3)

Some of the recording foz'ms__:for_ examinations and tests

are established and others of them are not.

Is the system cstablished to cover properly customer's

specifications? (3)

The customer's specifications are not always checked by

QA.

Is there a provision for custody of examination and test

records? - (5)

Sec. 1.14.0 _"Inépec‘nion‘_-Quality: A_ssuxj’a_n_,ce' Record
Procedure" of the QA manuals ls provided for above and

its implementation was checked by audit team.

Are the examinations and tests. results technically

compiled and analyzed by the vendor? (3)

Those were made case by case but there were no records

for above.

6. . Identification .Control'

(1}

Is the identification control properly_ made on each plece

or lot of products? (4)

Serial numbej." for identification are palnt_;gé_d lbn middle of

the pipe body.
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'(2) _

(3)

(4

JInsiructions and its Daily Work Record verified?

Is the traceability among the product ang its Work

s it

-~ documented? (5)

The' {illed "Product Inspection Requirements Form (QC

-103)", "Completion Notice Form" and "Scraps and

Rejections Form" are arranged for every Requisition
Number and filed..

Are the ldentification methods adequate so as 10 prevent
being erased? (4)

: ‘Stenciled Marking, Red Tag and "Mean Streak Marker"

Marking are applied.

-1s there the Standard for identification control? (4)
- The provisions for identification for products and for
‘nonconformances are stated in Sec. 1-1-0 - Sec. [-8-0 of

QA manuais.

control of Nonconformances

(1)

(2)

- Product Engineer or inventory Countrol Engineer

Are there established provisions for disposition of

nonconforming material? (5)

“The provisions for disposition of nonconforming material

are clearly defined in each seclion, from Scc. [.LLLO. to

Sec, 1.8.0. of the QA manuals.

‘Are the mnonconformances, if necessary, notified to 4.

_ Corp? (4)

B

will

- contact with A, Corp.
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(3)

(4)

Are the nonconforming materials i'dentificd?-'*"(_{l)‘

The 1dent,1f1('atlonq of nonconforming mdtexial are made by
"Red Tag", “Mean Streak’ Marker" and- "G1 ease Pencil” ete.,
and these are provided in each section, from Sec. 11.0

. to Sec. 1.8.0 of the 'QA Manuals.

Are appropriate control methods taken for prevention of

recurrence of nonconformances? {3)

No records of them are Kept.

8. Control of Measuring and Test Equipment

(1)

(2)

{3)

{4)

s there the Standard for measuring and test equ’ipfnent

control? (5}

Page 3 and 4 of Sec. 1.4.0 of the QA manuals defines the

provisions for gauge calibration. .-
Is the calibration frequency appropriate? - {4)

The gauges .are calibrated at the every -s_ta'rt'—up’ of
customer's order and the calibrated gaugés are given to
operator with issuance of the "Product Inspection

Requirements Form (QC 103)".

Are the measuring and test."equipment-'id_entifled', 'suc_h as

by label showing validity of calibration? -(3)

The gauges have no label showing validity of calibrdtlon

because of calibration at the every start-up ol

customer's order.

is there a control ledger to show the hist‘o'ry' of

calibrations? (3)
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10,

(5)

No control -ledger shows the adequate history of
- calibrations.

- Are the master gauges, il used, properly controlled and
- calibrated? (5)

. Block gauges used as the master gauvges are sent to the

National Burcau of Standards for recertification once

vearly.

‘Control of Subcontractors

* The ‘new procedure manuals for control of subcontractors are

~-needed to add into the existing manual file (See the comments

1-(1){c) on the General Comment above-mentioned.).

(1) - Are subcontractors properly selected? (N/A)

(D)

(3

(4)

'_ ‘subcontracted by your company? {(N/A)

Is the system established that the manufacturing

specifications and instructions are properly transmitted

" to the subcontractor? .{N/A)

1s the system established that the receiving inspection
after subcontract work is properily performed? Is it
documented?  (N/A)

- Is: there the established provision that any adverse to

conditions are immediately reported to your company?

(N/A)

Is- the system established to control {he processes

(1y

Marking, Storage and Shipment

Is there the Standard concerning storage of completed

products?  (2)
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11,

(2) .

(3)

(5)

(6)

No  standard is provided for above.:

Are the products stored in ‘a - manner to prevent

deterloration? (2}

No standard is provided for .above.

Is the- syétem- established to c.heck_ the: marking on the

product is properly performed or: noi?. {4)
Instruction for stencil is approved'_by'QA.

Is there ‘the ‘Procedure (Work ‘Standard) providing  the
protection of product during transportation? - (N/A)

D, Corp. is responsible for above.

Is it rechecked that the product satisfies the customer's

specifications or not at the time of shipment? (4) -
it is rechecked through documentation of the “Completion
Notice" which is stated in. Para. VII-C, Sec. [.10.0 of
the QA manuals. ' :

Does the QA personnel approve the ‘Shipping.l)ermit?_ (4)

It is checked by Inventory Control Personnel. -

In-Company Quality Assurance Audits

See the comments 2. (In-Company Audit) on thé' General Comment

above-mentioned.

(1)

Is there provision of in-company quality assurance

audits? (4)

Sec. 1.12.0 and Sec. 1.13.0 of the QA manuals (_l_'ef'lne the

provisions for in-company gquality assurance audit.
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(2) - Do the audits cover all part of quality assurance

- program? (2)

The in-company audits are not implemented.

(3) ‘Are the results of audit reviewed by management? (2)

The in-company audits are not impiemented.

A, Corp. Audit Team
Headed By

5.5.

Quality Systems Manager, A. Corp.
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Format No. xxxx

Nama of Subconfractur;

Issue No.

Subcentractor QA Audit Report

Team Leader

Y Hembar
1]

it

Subject;

Location;

Audit Date;

Auditor;

Comments;

Corrective Actions

(] Reguested,

See attached sheet

Audit Result

A | Verygood

1 { Good, higher leyel

B |2 ] Fair, normal level’

3 | Further improvements needed

¢ Disqualified

Auditee;

{J tot Requested,

Sent to;

—
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Format o, XXXX

Corrective Action Request

r__,,.—v—-—"“"'“* AR A — T e -
o Issue Ro.
Issued Date

1ssued by (Qa sec. }

———
L S——————
Subjects Date Corrective Action

to be taken;
Finding:.

Causes, Corrective Actions:

Attached Doc. Ho.

Signature of Auditee

[} Satisfactory-. . Comments:
00 Unsatisfactory

Attached Doc. Na.

Closed Date

Approved By {QA sec.) Verified by
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4.5.3 Purchasing Data

(A) Does purchasing documents contain data clearly describing the

product ordered, including, where applicable, _aboVe_a) - ¢)?

See the answer for 4.3 Contract Review and 44 Document Control

especmlly the diagram and the table shown in A 118

As the Diagram says, when part of manufacturing processes is sub-
contracted, the Sub-Contraction Spec. is prepared in accordance: with
the Production Standard by which manufacturing instructions are given

to the sub-contractor.

When procure raw materials for manufacture of products, and othe:

working materials, the Material Spec is 1ssued to the vendor.

mstruction of procurement and receiving inspection are made based
on the Material Spec. by respective responsible organization; i.e., the
Quality Control Sec. for raw materials, and applicable secthn/plant

for the working mate1 fals.

When procured materials are offlcially standardized or when the
vendor satisfies the requirement of the Quality System Manual presented
by the vendor, no recelving Inspection is conducted on the material

procured unless otherwise specified.

4.5.4 Verification of Purchased Products

(A) Where specified in_ the contract, are the purchaser or his
representative afford the right to verify at source or -upon
receipt that purchased product conforms to specifled
requirements? -
See the diagram said as an example in A~l18.

(B) Does verification by the purchaser not absolve the _sup'prlier of his

responsibility to provide acceptable product nor_'preélude

subsequent rejection?
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See the diagram sald as an cxample in A-118.

© W_h_e_n._-_the purchaser or his representative elects to carry out
verification at the sub-contractor's plant, are such verification
not u'se'd by the supplier as evidence of effective control of
quality by the sub-contractor?

See the diagram sald as an example in A-118.
46 Purchaser Supplied Material

(A) Does fheﬁsuppli_er established and maintain procedures for
verification,_ storage and maintenance of purchaser supplied

product provided for incorporation into the suppliers?

These are very ordinary question! For answer them, the provisions
said abo:\/e shall be stated in the in-company standard concerned (Xp, XT

and XS}, iIf necessary.

(B) Are any such product that is lost, damaged or is otherwise

unSuitable for use recorded or reported?
See the answer said in (A).

(C) Does -\fer_ification by the supplier not absolve the purchaser of the

responsibility to provide acceptable product?
Séé:the answer said in (A).

4.7 Product ldentification and Traceability
(A) wh'er.es_a_l‘)p_t.'opriate, does the supplier establish and maintain
pr'ot:edxi_re_s for identifying the product from applicable drawing,
SPeéifica_izions: or other documents, during all

production, delivery and installation?

stages of
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See The Inspection/Test Status Control Sheet and Traveller

Sheet.

The Inspection/Test Status Control Sheet and Traveller Sheet shown

in following pages are meet with this requirement.

(B)

(C)

Where, and to the extent that, traceability {5 s'p'ecified
requirement, do individual product or hatches have a unique
identification? o '
See above {A).

Is this identification recorded? -

See above (A).

The Lot Traceability

The reasons why lot traceability of proeduct is needed are,

1. To dispose the lot from which samples are taken. So, there is
no idea of "inspection/test lot" when 100% of product are

inspected/tested.

To avoid mis-use of the other products in the same lot from

[

which the samples of nonconformity to .criteria are taken.

The lots should be traceable to the products, if necessary,

arc as follows;

* Raw material lot identified by raw material test number

# Production lot identified by 'pr'od'u_ct'ioh' nﬁmber generated in each
process such as rolling, hea’t—tre_'atm'en‘t,’ plating etc.
Dailly/shift lot, if necessary, Identified by'_date./shii’ﬁ”_

Inspection/test lot identified by inspection/test number -

»®

L

*

Rework lot identified by rework number

sk

Return tot identification by returh lot number
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¢ pef. Std. operat ional

© procedure XP

§Customer's Name
%CUstomer‘s order No.

iCustomer's Spec. Mo.

Traveller Sheet

?Production Ipstruction

xnelivery Tine

.
process
No.
e

1.

No.

Date of Issue

Issued by

Page 1 of

Produdtion
Steps

Cperator

Accepted/

| rejected

| Time Responsible Remarks

person

Receiving
inspection

| EG plate
Lot No.-.
$1ze
‘Package’

condition

5. Steel’
Lot No.
Size.
Package
condition

P. Steel
Lot No.
5ize
Package
condition

Shearing
Size to-

lerance,

canber,
bur

Punching -
Size to-.
lerance,

- camber,
bur

fiotching
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A lot identification No. of
process 1 is generated

4

Inspection/test fof_a lot
identified by above No.

nbt'accépted :

accepted A Yot identified by
“above No. 1is disposed

A Yot identification No. of A Yot identification No.
process 1 is cancelled of the lot disposed
l — above is generated

A lot identification No. of
process 2 15 generated

——

Lots configuration of prodﬁct
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C_.;:_:E*__._Callbratlon- lot, Ilf necessary, ldentifled by ID number of gauge

used

In generally the traceablllity of product through the all
process 1s very difficult and costly as shown under.

S0, unless otherwise speclfied by {he customer, a
traceabillty for a lot ldentificatlon Is not needed after
inspection/test result for the lot are found satlsfactory to the
criteria as shown in next dlagram,

For some Important use products, such as nuclear use and
alreraft use ete,, the suppliers are reguested o present tho
traceablilty records of product ranging rom raw matoerlal lot,
melting lot, heal-treatment, lot, sampling lol and so forth by the

customer.

In thls casce, the suppller should request additlonal cost Tor

preparation of the traceabllity records to the customor,

In case of commerclal grade product, the supplier neod not to
prepare the Lraceablllty records sald above, unless otherwiseo
specifled.

4.8 Process Control

4.8.1 General

(A)  Does the supplier identify and plan the productlon and, where
appllcable, Installation process which directly affect quullty?

See an example of "Standard Operatlonal Procedure"”.
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The Standard Operation'al Procedure shown in- next-_-page,’ as an

example, shall be established.

The Standard Operational Procedure shall be referred to incompany

technical standard, work standard and so forth concerned.

(B) Ave these process carried out wnder controlled conditions which

inctude a) - d) above?
Sece above (A).
4.8.2 Special Process

(A) Are the Special Processes defined as the definition _in- 4.8.2

above?
See an example of the Special Process Control Rule.
The supplier shall establish a rule for special process as

ollows;

Special Process Control Rule

1. Definition of Special Procesgs

The Special Processes are Lhe processes, the results of which
cannot be fully verified by subsequent inspection and testing
ol the product and where, for example, processing deficiencies

may become apparent only after the product is in use.
Accordingly, continuous monitoring and/or compliance with
documented procedures is required to ensure that the specified

requirements are met,

Usnally heat-treatment, non-destructive testing and so forth

arc defined as special process.
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2, Control of Special Process

Prior to performance of a special process, the responsible

oi‘gani.zation shall prepare the in-company standards concerned

such as Production Standards, Technical Standards, Work

Standards in charge containing control procedures, control
‘itéms, operational records and control of facilities for

- gpeclal process use.

Spectal process shall be carried out in accordance with the
Production Standard (XP) prepared by Products Design Section

referring to in-company standards concerned.

The personnel in charge of ‘the special processes shall be
“qualified.

Any nonconformities occurred in the special processes shall be
controlled as specified in the in-company rule "Nonconformity
Control and Corrective Action" based on the requirement of
‘4,12 Control of Nonconforming Product and 4.13 Corrective-
Action.

Calibration of the equipment used at the special process shall
he controlled as specified in the in-company standard
“Control. Calibration and Maintenance of Inspection, Measuring
and Test Equipment" based on the requirement of 4.10

- Inspection, Measuring and Test Equipment.

Audit of the special process shall be performed as specified
in the in-company standard "Internal Quality Audit" based on

the requirement of 4.16 Internal Quality Audit.
" When sub-contract the special process, it shall be handled as
specified in the in-company standard "Contrel of Sub-

“‘Contractors” based on the requirement of 4.5 Purchasing.

(B) Are the Special Processes qualified and do thesc also comply with

the requirement of 4.8.1 General (4.8 Process Control)?
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4.9

4.9.1

(A)

(C

4.9.2

(A)

(B)

See above (A).
Inspection -and Testing
Receiving In.spectio‘n and ﬁ‘éstiné-_
boes the supplier _eﬁsure' that .iIICI:().I-Hi-l’lg p‘rodu.ct._-_is n(I)I; ._used'.or
proceed (except in the circumstances described in 4._9.1.2} until

it has been inspected or otherwise verified as conforming to

specified requirement?
See 4.5 Purchasing.

ls verification in accordance with the quality plan or documented

procedures?

See 4.5 Purchasing. .

Where incoming product is released for urgent production purpose,
is it positively identified and recorded (See 4.15 Quality
Records) in order to permit immediate recall and replacement in
the event of nonconformance fo specified requirements?

See 4.5 Purchasing.

In-process Inspection and Testing

Does supplier inspect, test and identify product as required by

‘the guality plan or documented procedures? . .

See the "Flow Diagram of Infermation on Order En’try«-shipping"_ and

"Process Control, Inspection and Testing Status -Contfol Sheet".

Does suppller establish product. conformance -tLO specified

requirements by use of process monitoring and control methods?

See ahbove,
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{C

Does it.h,e Suﬁ?lle? hold product until the requived inspections and
tests have been Completed or necessary reports have been received
and verifiéd except when product is released under positive recall
prbcédﬁreé (See-4.9.i Receiving Inspection)?

-Sé_é above, especially the "Process Control, Inspection and Testing

Status Control Sheet”.

m

Does not the release under positive recall procedures preclude the
activities outlined in 4.9.2 a)?

' See abov.e (C).

Does the su'pplier iﬁentify noncontforming product?

'.See 4.1;2 Control of Nonconforming Product.

4.9.3

{A)

4.9.4

evidence that the product has passed inspection and/or

Idefined acceptance criteria (See 4.15 Quality Records)?

See 'ab(')vé "pProeess Control, lnspection and Testin

~ Final Inspection.and Test

Do the quality plan ov documented procedures for final inspection
and -te_sting’ 1'équire that all specified inspection and test,
inciuding those specified either on receipt of product or
inprocess, have been carried out and that the data meets specified

requirement?

See following "FFlow Diagram of I[nformation on Qrder Intry--

Shipping" and "Process Control, Inspection and Testing Status

Control Sheet".

Inspeét_l_on and Test Records

Doés thé supplier establish and maintain records which give
test with

g Status Contro |

Sheet". -
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