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4.1 MANAGEMENT RESPONSI BI LI TY
4.1.1 Quality Policy
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b) identify and record any problens relating to the
product, process and quality system

c) initiate, reconmend or provide solutions through
desi gnat ed channel s;

d) verify the inplenentation of solutions;

e) control further processing, delivery or
installation of nonconform ng product until the
deficiency or unsatisfactory condition has been
corrected.

4.1.2.2 Resources

The supplier shall identify resource requirenents
and provide adequate resources, including the
assignment of trained personnel (see 4.18), for
managenment, performance of work and verification
activities including internal quality audits.

4.1.2.3 Managenent Representative

The supplier's managenent with executive
responsibility shall appoint a menber of the
supplier's own managenent who, irrespective of other
responsibilities, shall have defined authority for:

a) ensuring that a quality systemis established,
i mpl emented and maintained in accordance with this
Aneri can Nati onal Standard, and
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b) reporting on the performance of the quality
systemto the supplier's managenent for review and
as a basis for inmprovenent of the quality system

NOTE 5: The responsibility of a managenent

representative may al so include liaison with
external parties on matters relating to the

supplier's quality system

4.1.3 Management Revi ew

The supplier's managenent with executive
responsibility shall review the quality system at
defined intervals sufficient to ensure its
continuing suitability and effectiveness in
satisfying the requirements of this American

Nati onal Standard and the supplier's stated quality
policy and objectives (see 4.1.1). Records of such
reviews shall be maintained (see 4.16).

4.2 QUALITY SYSTEM
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4.2.1 Genera

The supplier shall establish, document and maintain
a quality systemas a neans of ensuring that product
conforms to specified requirenents. The supplier
shal |l prepare a quality manual covering the
requirenments of this Anmerican National Standard. The
qual ity manual shall include or nmake reference to
the quality-system procedures and outline the
structure of the docunentation used in the quality
system

NOTE 6: Cuidance on quality manuals is given in | SO
10013.

4.2.2 Quality-System Procedures

The supplier shall:

a) prepare documented procedures consistent with the
requirements of this American National Standard and
the supplier's stated quality policy, and
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b) effectively inplement the quality systemand its
docunent ed procedures.

For the purposes of this American National Standard,
the range and detail of the procedures that form
part of the quality system depend on the conplexity
of the work, the nmethods used and the skills and
training needed by personnel involved in carrying
out the activity.

NOTE 7: Docunented procedures may nake reference to
work instructions that define how an activity is
per formed.

4.2.3 Quality Planning

The supplier shall define and docunent how the
requirement for quality will be net. Quality

pl anni ng shall be consistent with all other
requirenents of a supplier's

quality system and shall be docunented in a fornmat
to suit the supplier's nethod of operation. The
supplier shall give consideration to the foll ow ng
activities, as appropriate, in meeting the specified
requi rements for products, projects or contracts:

a) the preparation of quality plans;

b) the identification and acquisition of any
controls, processes, equipment (including inspection
and test equipnent), fixtures, resources and skills
that may be needed to achieve the required quality;
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c) ensuring the conpatibility of the design, the
producti on process, installation, servicing,

i nspection and test procedures and the applicable
docunent ati on;

d) the updating, as necessary, of quality control
i nspection and testing techniques, including the
devel opment of new instrumentation

e) the identification of any neasurenent requirement
invol ving capability that exceeds the known state of
the art, in sufficient tine for the needed
capability to be devel oped;

f) the identification of suitable verification at
appropriate stages in the realization of product;

g) the clarification of standards of acceptability
for all features and requirenents, including those
whi ch contain a subjective el enent

h) the identification and preparation of quality
records (see 4.16).

NOTE 8: The quality plans referred to (see 4.2.3a)
may be in the formof a reference to the appropriate
docunent ed procedures that forman integral part of
the supplier's quality system

4.3 CONTRACT REVI EW

F: \ WP\ MAN\ CHE\ Q@9001- 94. CHE



Requi r enent

Conpl i anc
e
Y | N | NA

Docunment
Ref er ence

Commrent !

4.3.1 General

The supplier shall establish and maintain docunented
procedures for contract review and for the
coordi nation of these activities.

4.3.2 Review

Bef ore subnmi ssion of a tender, or at the acceptance
of a contract or order (statenent of requirenent),

the tender, contract or order shall be reviewed by

the supplier to ensure that:

a) the requirenents are adequately defined and docu-
mented; where no written statement of requirement is
avail abl e for an order received by verbal neans, the
supplier shall ensure that the order requirenents
are agreed upon before their acceptance;

b) any differences between the contract or accepted
order requirements and those in the tender are
resol ved;

c) the supplier has the capability to nmeet the
contract or accepted order requirenments.

4.3.3 Amendnent to Contract

The supplier shall identify how an anendnment to a
contract is made and correctly transferred to the
functions concerned within the supplier's

or gani zati on.
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4. 3.4 Records

Records of contract reviews shall be maintained (see
4.16).

NOTE 9: Channels for communication and interfaces
with the custoner's organi zation in these contract
matters should be established

4.4 DESI GN CONTROL
(for those seeking registration to |SO 9001 only)

4.4.1 Genera

The supplier shall establish and maintain procedures
to control and verify the design of the product in
order to ensure that the specified requirements are
met .

4. 4.2 Design and Devel opnent Pl anni ng

The supplier shall prepare plans for each design and
devel opnent activity. The plans shall describe or
reference these activities and define responsibility
for their

i mpl ementation. The design and devel opnment
activities shall be assigned to qualified personne
equi pped wi th adequate resources. The plans shal

be updated as the design evol ves
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4.4.3 Organi zational and Technical Interfaces

Organi zational and technical interfaces between
di fferent groups which input into the design process
shal |l be defined and the necessary information
docunented, transmitted and regularly revi ewed.

4. 4.4 Design |nput

Desi gn-input requirenents relating to the product,
including applicable statutory and regul atory
requi rements, shall be identified, docunented and
their selection reviewed by the supplier for
adequacy. Inconpl ete, anbiguous or conflicting
requirements shall be resolved with those respon-
sible for inposing these requirenments.

Desi gn input shall take into consideration the
results of any contract-review activities.

4.4.5 Design CQutput
Desi gn output shall be docunented and expressed in
terms that can be verified agai nst design-input

requi rements and validated (see 4.4.8).

Desi gn out put shall

a) nmeet the design-input requirenents;

b) contain or nake reference to acceptance criteria
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c) identify those characteristics of the design that
are crucial to the safe and proper functioning of

t he product (e.g., operating, storage, handling

mai nt enance and di sposal requirenments).

Desi gn- out put docunments shall be reviewed before
rel ease

4.4.6 Design Review

At appropriate stages of design, formal docunented
reviews of the design results shall be planned and
conducted. Participants at each design review shal

i ncl ude

representatives of all functions concerned with the
design stage being reviewed, as well as other
speci al i st personnel, as required. Records of such
reviews shall be maintained (see 4.16).
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4.4.7 Design Verification

shall be performed to ensure that the design-stage
out put neets the design-stage input requirenments.
The design-verification neasures shall be recorded
(see 4.16).

NOTE 10: In addition to conducting design reviews
(see 4.4.6), design verification may include
activities, such as:

--performng alternative cal cul ati ons,

--conparing the new design with a simlar
proven design, if avail able,

--undertaki ng tests and denonstrations, and

--reviewi ng the design-stage docunments before
rel ease.

At appropriate stages of design, design verification
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4.4.8 Design Validation

Desi gn validation shall be performed to ensure that
product conforns to designed user needs and/or
requirenents.

NOTES:

11 Design validation foll ows successful design
verification (see 4.4.7).

12 Validation is normally performed under
defi ned operating conditions.

13 Validation is normally performed on the
final product, but may be necessary
in earlier stages prior to product
conpl eti on.

14 Miltiple validations may be performed if
there are di fferent intended uses.

4. 4.9 Design Changes

Al'l design changes and nodifications shall be
identified, documented, reviewed, and approved by
aut hori zed personnel before their inplenentation.
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4.5 DOCUMENT AND DATA CONTROL

4.5.1 Genera

The supplier shall establish and maintain docunented
procedures to control all documents and data that
relate to the requirements of this American Nationa
Standard including, to the extent applicable,
docunents of external origin such as standards and
customer draw ngs.

NOTE 15: Docunents and data can be in the form of
any type of nedia, such as hard copy or electronic
nmedi a.

4.5.2 Docurment and Data Approval and |ssue

The docunments and data shall be reviewed and
approved for adequacy by authorized personnel prior
to issue. A master list or equival ent docunent-
control procedure identifying the current revision
status of docunents shall be established and be
readily available to preclude the use of invalid
and/ or obsol ete docunents.

This control shall ensure that:

a) the pertinent issues of appropriate docunments are
avail abl e at all |ocations where operations
essential to the effective functioning of the
quality system are perforned;
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b) invalid and/or obsol ete docunments are pronptly
renoved fromall points of issue or use or otherw se
assured agai nst uni ntended use;

c) any obsol ete docunments retained for |egal and/or
know edge- preservati on purposes are suitably
identified.

4.5.3 Docunment and Data Changes

Changes to docunents and data shall be reviewed and
approved by the same functions/organizations that
performed the original review and approval, unless
specifically designated otherw se. The designated
functions/organi zati ons shall have access to
pertinent background information upon which to base
their review and approval

Where practicable, the nature of the change shall be
identified in the docunent or the appropriate
att achnment s.

4.6 PURCHASI NG

4.6.1 Genera

The supplier shall establish and maintain docunented
procedures to ensure that purchased product (see
3.1) conforms to specified requirenments.

4.6.2 Evaluation of Subcontractors

The supplier shall:
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a) evaluate and sel ect subcontractors on the basis
of their ability to nmeet subcontract requirenents,
including the quality system and any specific

qual i ty-assurance requirenents;

b) define the type and extent of control exercised
by the supplier over subcontractors. This shall be
dependent upon the type of product, the inmpact of
subcontracted product on the quality of final
product and, where applicable, on the quality audit
reports and/or quality records of the previously
denonstrated capability and perfornmance of
subcontractors

c) establish and maintain quality records of
accept abl e subcontractors (see 4.16).

4.6.3 Purchasing Data

Pur chasi ng docunents shall contain data clearly
descri bing the product ordered, including, where
appl i cabl e:

a) the type, class, grade or other precise
identification;

b) the title or other positive identification and
applicabl e issues of specifications, draw ngs,
process requirements, inspection instructions and
ot her relevant technical data, including

requi rements for approval or qualification of
product, procedures, process equipment and

per sonnel
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standard to be applied

The supplier shall review and approve purchasing
docunents for adequacy of the specified requirements
prior to rel ease.

c) the title, number and issue of the quality-system

4.6.4 Verification of Purchased Product

4.6.4.1 Supplier Verification at Subcontractor's
Prem ses

VWhere the supplier proposes to verify purchased
product at the subcontractor's prem ses, the
supplier shall specify verification arrangenments and
t he met hod of product release in the purchasing
docunent s.

4.6.4.2 Custonmer Verification of Subcontracted
Pr oduct

Where specified in the contract, the supplier's
customer or the customer's representative shall be
afforded the right to verify at the subcontractor's
prem ses and the supplier's prem ses that
subcontracted product conforms to specified
requirements. Such verification shall not be used
by the supplier as evidence of effective control of
quality by the subcontractor.

Verification by the custonmer shall not absolve the
supplier of the responsibility to provide acceptable
product, nor shall it preclude subsequent rejection
by the custoners
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4.7 CONTROL OF CUSTOMER- SUPPLI ED PRODUCT

The supplier shall establish and maintain docunented
procedures for the control of verification, storage
and mai ntenance of custoner-supplied product
provided for incorporation into the supplies or for
related activities. Any such product that is |ost,
damaged or is otherw se unsuitable for use shall be
recorded and reported to the custoner (see 4.16).

Verification by the supplier does not absol ve the
customer of the responsibility to provide acceptable
product .

4.8 PRODUCT | DENTI FI CATI ON AND TRACEABI LI TY

Where appropriate, the supplier shall establish and
mai nt ai n docunment ed procedures for identifying the
product by suitable means fromreceipt and during
all stages of production, delivery, and
installation.

Where and to the extent that traceability is a
specified requirement, the supplier shall establish
and mai ntain

docunent ed procedures for unique identification of

i ndi vi dual product or batches. This identification
shal |l be recorded (see 4.16).
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4.9 PROCESS CONTROL

The supplier shall identify and plan the production
installation, and servicing processes which directly
affect quality and shall ensure that these processes
are carried out under controlled conditions.
Controlled conditions shall include the follow ng:

a) docunented procedures defining the manner of
production, installation, and servicing, where the
absence of such procedures could adversely affect
quality;

b) use of suitable production, installation, and
servicing equi pment, and a suitable working
envi ronnment ;

c) compliance with reference standards/codes
quality plans and/or documented procedures

d) monitoring and control of suitable process
paraneters and product characteristics;

e) the approval of processes and equi pment, as
appropri ate;

f) criteria for workmanship, which shall be
stipulated in the clearest practical manner (e.g.
written standards, representative sanples or
illustrations);

g) suitable maintenance of equi pment to ensure
continui ng process capability.
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VWhere the results of processes cannot be fully
verified by subsequent inspection and testing of the
product and where, for exanple, processing
deficiencies may become apparent only after the
product is in use, the processes shall be carried
out by qualified operators and/or shall require
continuous monitoring and control of process
paraneters to ensure that the specified requirements
are net.

The requirenents for any qualification of process
operations, including associated equi pmrent and
personnel (see 4.18), shall be specified.

NOTE 16: Such processes requiring prequalification
of their process capability are frequently referred
to as special processes.

Records shall be maintained for qualified processes,
equi pment and personnel, as appropriate (see 4.16).

4.10 | NSPECTI ON AND TESTI NG

4.10.1 Genera

The supplier shall establish and maintain docunented
procedures for inspection and testing activities in
order to verify that the specified requirements for
the product are net. The required inspection and
testing and the records to be established shall be
detailed in the quality plan or docunented
procedures.

4.10.2 Receiving | nspection and Testing
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4.10.2.1 The supplier shall ensure that inconing
product is not used or processed (except in the
circumst ances described in 4.10.2.3) until it has
been inspected or otherw se verified as conformng
to specified requirements. Verification of the
specified requirements shall be in accordance with
the quality plan and/or docunented procedures.

4.10.2.2 In determning the anount and nature of
receiving inspection, consideration shall be given
to the ampunt of control exercised at the
subcontractor's prem ses and the recorded evi dence
of conformance provided.

4.10. 2.3 Wen incom ng product is released for
urgent production purposes prior to verification, it
shal | be

positively identified and recorded (see 4.16) in
order to permt inmediate recall and replacenent in
the event of

nonconformty to specified requirenments.

4.10.3 I n-process Inspection and Testing

The supplier shall:

a) inspect and test the product as required by the
quality plan and/or docunented procedures;
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b) hold product until the required inspection and
tests have been conpleted or necessary reports have
been received and verified, except when product is
rel eased under positive- recall procedures (see
4.10.2.3). Release under positive- recall procedures
shall not preclude the activities outlined in

4.10. 3a.

4.10.4 Final Inspection and Testing

The supplier shall carry out all final inspection
and testing in accordance with the quality plan
and/ or docurmented procedures to conplete the

evi dence of conformance of the finished product to
t he specified requirenent.

The quality plan and/or docunented procedures for
final inspection and testing shall require that al
speci fied inspection and tests, including those
specified either on receipt of product or in-
process, have been carried out and that the results
meet specified requirenents.

No product shall be dispatched until all the
activities specified in the quality plan and/or
docunent ed procedures have been satisfactorily
conpl eted and the associ ated data and docunentation
are avail abl e and authori zed.
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4.10.5 I nspection and Test Records

The supplier shall establish and maintain records
whi ch provide evidence that the product has been
inspected and/or tested. These records shall show
clearly whether the product has passed or failed the
i nspections and/or tests according to defined
acceptance criteria. Were the product fails to
pass any inspection and/or test, the procedures for
control of nonconform ng product shall apply (see
4.13).

Records shall identify the inspection authority
responsi ble for the rel ease of product (see 4.16).
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4.11 CONTROL OF | NSPECTI ON, MEASURI NG, AND TEST EQUI PMENT

F: \ WP\ MAN\ CHE\ Q@9001- 94. CHE



Requi r enent

Conpl i anc
e
Y | N | NA

Docunment
Ref er ence

Commrent !

4.11.1 Genera

The supplier shall establish and maintain docunented
procedures to control, calibrate and maintain

i nspection, neasuring and test equipnment (including
test software) used by the supplier to denonstrate

t he conformance of product to the specified
requirenents. |nspection, neasuring and test

equi prent shall be used in a nanner which ensures

t hat the measurenent uncertainty is known and is
consistent with the required neasurement capability.

VWhere test software or conparative references such
as test hardware are used as suitable forms of

i nspection, they shall be checked to prove that they
are capable of verifying the acceptability of
product, prior to release for use during production
installation or servicing, and shall be rechecked at
prescribed intervals. The supplier shall establish
the extent and frequency of such checks and shal

mai ntain records as evidence of control (see 4.16).

VWhere the availability of technical data pertaining
to the measurement equi pnment is a specified

requi renent, such data shall be nade avail abl e, when
required by the customer or custonmer's
representative, for verification that the nmeasuring
equi pment is functionally adequate.

NOTE 17: For the purposes of this American Nationa
St andard, the term "measuring equi pment” includes
measur enent devi ces.
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4.11.2 Control Procedure

The supplier shall:

a) determne the neasurenents to be made and the
accuracy required and select the appropriate

i nspection, neasuring and test equipnment that is
capabl e of the necessary accuracy and precision

b) identify all inspection, measuring and test

equi prent that can affect product quality, and
calibrate and adjust them at prescribed intervals
or prior to use, against certified equi pment having
a known valid relationship to internationally or
nationally recogni zed standards. \Where no such
standards exist, the basis used for calibration
shal |l be docunented

c) define the process enployed for the calibration
of inspection, measuring and test equipnent,
including details of equipment type, unique
identification, location, frequency of checks, check
met hod, acceptance criteria and the action to be
taken when results are unsatisfactory;

d) identify inspection, neasuring and test equi pment
with a suitable indicator or approved identification
record to show the calibration status

e) maintain calibration records for inspection
nmeasuring and test equi pnent (see 4.16);
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f) assess and docunent the validity of previous
inspection and test result when inspection
measuring and test equipnent is found to be out of
calibration;

g) ensure that the environmental conditions are
suitable for the calibrations, inspections
nmeasurenments and tests being carried out;

h) ensure that the handling, preservation and
storage of inspection, neasuring and test equi pment
is such that the accuracy and fitness for use are
mai nt ai ned.

i) safeguard inspection, nmeasuring and test
facilities, including both test hardware and test
sof tware, from adjustnents which would invalidate
the calibration setting.

NOTE 18: The metrol ogical confirmation system for
measuring equi pment given in | SO 10012 nmay be used
for gui dance
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4.12 | NSPECTI ON AND TEST STATUS

The inspection and test status of product shall be
identified by suitable means, which indicate the
conf ormance or nonconformance of product with regard
to inspection and tests performed. The
identification of inspection and test status shal

be mai ntained, as defined in the quality plan and/or
docunent ed procedures, throughout production
installation and servicing of the product to ensure
that only product that has passed the required
inspections and tests [or rel eased under an

aut hori zed concession (see 4.13.2)] is dispatched
used or installed

4.13 CONTROL OF NONCONFORM NG PRODUCT

4.13.1 Genera

The supplier shall establish and maintain docunented
procedures to ensure that product that does not
conformto specified requirements is prevented from
uni nt ended use or installation. This control shal
provide for identification, documentation

eval uati on, segregation (when practical),

di sposition of nonconform ng product and for
notification to the functions concerned
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4.13.2 Review and Di sposition of Nonconform ng
Pr oduct

The responsibility for review and authority for the
di sposition of nonconform ng product shall be
defi ned.

Nonconf orm ng product shall be reviewed in
accordance with documented procedures. It may be:

a) reworked to nmeet the specified requirenments,
b) accepted with or w thout repair by concession,
c) regraded for alternative applications or

d) rejected or scrapped.

Where required by the contract, the proposed use or
repair of product (see 4.13.2b) which does not
conformto specified requirements shall be reported
for concession to the customer or custoner's
representative. The description of the
nonconform ty that has been accepted, and of
repairs, shall be recorded to denote the actual
condition (see 4. | 6).

Repai red and/or reworked product shall be
reinspected in accordance with the quality plan
and/ or docunent ed procedures.
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4.14 CORRECTI VE AND PREVENTI VE ACTI ON

4.14.1 Genera

The supplier shall establish and maintain docunented
procedures for inplementing corrective and
preventive action

Any corrective or preventive action taken to
elimnate the causes of actual or potentia
nonconform ties shall be to a degree appropriate to
t he magni tude of problems and comrensurate with the
ri sks encountered

The supplier shall inplement and record any changes
to the docunented procedures resulting from
corrective and preventive action

4.14.2 Corrective Action

The procedures for corrective action shall include:

a) the effective handling of custoner conplaints and
reports of product nonconformties;

b) investigation of the cause of nonconfornmities
relating to product, process and quality system and
recording the results of the investigation (see
4.16);

c) determination of the corrective action needed to
elimnate the cause of nonconformties;

d) application of controls to ensure that corrective
action is taken and that it is effective.
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4.14.3 Preventive Action

The procedures for preventive action shall include:

a) the use of appropriate sources of information
such as processes and work operations which affect
product quality, concessions, audit results, quality
records, service reports and custoner conplaints to
detect, analyze and elim nate potential causes of
nonconformties;

b) determ nation of the steps needed to deal wth
any problems requiring preventive action;

c) initiation of preventive action and application
of
controls to ensure that it is effective

d) confirmation that relevant information on actions
taken is submitted for management review (see
4.1.3).

4.15 HANDLI NG, STORAGE, PACKAG NG, PRESERVATI ON, AND DELI VERY

4.15.1 Genera

The supplier shall establish and maintain docunented
procedures for handling, storage, packaging,
preservation and delivery of product.

4.15.2 Handling

The supplier shall provide nmethods of handling
product that prevent damage or deterioration

F: \ WP\ MAN\ CHE\ Q@9001- 94. CHE



Requi r enent Conpl i anc | Documnent Conment :
e Ref er ence

Y [ N | NA

4.15.3 Storage

The supplier shall use designated storage areas or
stock rooms to prevent damage or deterioration of
product, pending use or delivery. Appropriate

met hods for authorizing receipt to and dispatch from
such areas shall be stipul ated.

In order to detect deterioration, the condition of
product in stock shall be assessed at appropriate
intervals.

4.15. 4 Packagi ng

The supplier shall control packing, packaging and
mar ki ng processes (including materials used) to the
extent necessary to ensure conformance to specified
requirenents.

4.15.5 Preservation

The supplier shall apply appropriate nmethods for
preservation and segregati on of product when the
product is under the supplier's control

4.15.6 Delivery

The supplier shall arrange for the protection of the
quality of product after final inspection and test.
Wher e

contractually specified, this protection shall be
extended to include delivery to destination.
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4.16 CONTROL OF QUALITY RECORDS

The supplier shall establish and maintain docunented
procedures for identification, collection, indexing
access, filing, storage, maintenance and disposition
of quality records.

Quality records shall be mmintained to denonstrate
conformance to specified requirenents and the
effective

operation of the quality system Pertinent quality
records fromthe subcontractor shall be an el ement
of these data.

Al'l quality records shall be |egible and shall be
stored and retained in such a way that they are
readily retrievable in facilities that provide a

sui tabl e environnent to prevent danage or
deterioration and to prevent |oss. Retention tinmes
of quality records shall be established and
recorded. Where agreed contractually, quality
records shall be nade avail able for evaluation by
the customer or the custonmer's representative for an
agreed period.

NOTE 19: Records may be in the form of any type of
nmedi a, such as hard copy or electronic nedia
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4.17 | NTERNAL QUALITY AUDI TS
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The supplier shall establish and maintain docunented
procedures for planning and inplenmenting interna
quality audits to verify whether quality activities
and related results conply with planned arrangenments
and to determine the effectiveness of the quality
system

Internal quality audits shall be schedul ed on the
basis of the status and inportance of the activity
to be audited and shall be carried out by personne
i ndependent of those having direct responsibility
for the activity being audited.

The results of the audits shall be recorded (see 4.

I 6) and brought to the attention of the personne
havi ng

responsibility in the area audited. The managenent
personnel responsible for the area shall take tinmely
corrective action on deficiencies found during the
audi t.

Fol | ow-up audit activities shall verify and record
the inplementation and effectiveness of the
corrective action taken (see 4.16).

NOTES:
an integral part of the input to

management revi ew activities (see 4
1.3).

21 Cuidance on quality-systemaudits is given

20 The results of internal quality audits form
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4.18 TRAI NI NG

The supplier shall establish and maintain docunented
procedures for identifying training needs and
provide for the training of all personnel perform ng
activities affecting quality. Personnel perfornng
specific assigned tasks shall be qualified on the
basis of appropriate education, training and/or
experience, as required. Appropriate records of
training shall be maintained (see 4. | 6).

4.19 SERVI CI NG

Where servicing is a specified requirenent, the
supplier shall establish and maintain docunmented
procedures for performng, verifying and reporting
that the servicing neets the specified requirenents.

4.20 STATI STI CAL TECHNI QUES

4.20.1 ldentification of Need

The supplier shall identify the need for statistica
techni ques required for establishing, controlling
and verifying process capability and product
characteristics.

4.20.2 Procedures

The supplier shall establish and maintain docunented
procedures to inplenent and control the application
of the statistical techniques identified in 4.20.1.
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