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VERIFY .

VALIDATE




PHILOSOPHICAL GUIDELINES

1SO 9004 IS0 10005 | | 1S0 10006 | | 1SO 10007 | | 1SO 10013 | | 1SO 10014 | | I1SO 10015
Guidelines Guidelines

Guidelines M -
For Guidelines | |Guidelines | |Guidelines g’;veloping el

Performance for Quality in Project for Config. QMS Economics | | Guidelines
Improvements | | Plans Mgmt Mgmt Documents of Quality for Training

OTHER STANDARDS ISO 10017 ISO 19011

Guidelines

15013485 15014001 ||ISO 15189 ||ISO/TS 16949][ISONEC 17025 Suidance on Quality

Devices - Management Medical Labs - || Quality Mgmt Testi'r)\g 2 Techniques Auditing

Quality Mgmt Quality & Systems -
Systetl¥|s : S Competence || Automotive (L::II)IIsaratIon

SUPPORTING STANDARDS

HEFERENC Quality Management System

STANDARD

- PROCESS MODEL ISO 10012
150 9000 ISO 9001 Requirements
Quality Quality for

J:\{J\afﬁg Sinsn Management :‘,":,ﬁ::;egt
T Systems - Measuring

Fundarmenials R irement
2 Vocaoulary equirements Equipment

10/10/2003 1ISO-9001:2000 Requirements




o Fryrvrrrvyyrryrryy

B ous PErISO00E2000 -

24 Quality Vianagement Sy sien
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B ous PErISO00E2000 -

<A GenerallBequirements

~ Establish, Document, Implement &
Maintain a and

-~ |[dentify the and their application
throughout the organization

10/10/20083 1ISO-9001:2000 Requiremen ts
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B ous PErISO00E2000

« 4 1 General Rs— Continued

« Determine the sequence and interaction of

J

- Determine criteria and methods to ensure
the operation and control of
are effective:

10/10/20083 1ISO-9001:2000 Requiremen ts
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VIS PERISOES00[E2000

# 4.1 General Rs— Continued

~ Ensure necessary resources and informa-
tion are available to support the operatlon
and monitoring of :

~ Monitor, Measure and analyze

J

~ Implement actions necessary to achieve
planned results and continual improvement
of

10/10/2003 1ISO-9001:2000 Requirements
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B ous PErISO00E2000

# 4 1 General Rs— Continued

«Qutsourced processes

10/10/2003 1ISO-9001:2000 Requirements




o Fryrvrrrvyyrryrryy

B ous PErISO00E2000 -

<AL Decumentatien Reguiremenis

-~ A QMS documentation shall include:

~Statements of a and

“A QuahiyVanuals;
- required by ISO (6);
. required by 1SO (21);

10/10/20083 1ISO-9001:2000 Requiremen ts
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B ous PErISO00E2000 -

+ 4.2 Documentation Requirements-Continued
-~ Quality Manual
e of QMS
«Detailed and their justification;

- , or reference to
them; and

<A descrplon off thelnteracion between the
QMS processes.
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Exclusions to ISO-9001:2000

< 1.2 Application

¢ All Requirements are generic and are intended
to be applicable to all organizations.

¢ Where any requirements cannot be applied
due to the nature of an organization and its
product — an exclusion can be considered.

¢

10/10/20083 1SO-9001:2000 Requiremen ts




& 4 2.3 Controllor Documents
« 4 2.4 Control of Becords
« 8.2.2 Internal Audits

« 8.3 ConirolfeiiNonconicrmine Preduct

+ 8.5.2 Corrective Action

« 8.9.3 PreventverAction
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.Records REGUIEE NSO (21)'

< 4.2.4 Fecornds shall loe establishediand
maintained te provide evidence ol contermity. te
iequirements anelof the eliectve operation eiitne

QMS;

+ 5.6.1 Management Review — General, Records from
Vianagement Beviews shall be maintained ;

« 6.2.2 (Human Resources) Appropriate records of
educationy, training, skillsranalexperence;

« 7.1 (Planning of Product Realization) Records to
provide evidence that the realization processes ana
resulting product MeEt requirements;

10/10/2003 1ISO-9001:2000 Requirements
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+ 7.2.2 (Customer Related Processes - Review of
Requirements related to the Product) Records of the
iesulis of the review! analactions arising frem i shall loe
maintainea;

- 7.3.2 (Design & Development — Inputs) Inputs relating
101 product reguirements shall berdeterminead and
[ECOrds maintainea;

7.3.4 (Design & Development — Review) Records of
the results off the reviews andlany NEcessary. actions
shall'loe maintaineds;

7.3.5 (Design & Development — Verification) Records
off the results; of the verification and any Necessany
actions shalllve mainiamed.

10/10/2003 1ISO-9001:2000 Requirements
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+ 7.3.6 (Design & Development — Validation) Records of
the resulis oif validation and any RECessary aclions
shall'loe maintaineds;

- 7.3.7 (Control of Design & Development Changes)

Records ofi the resulis ol the review: and any: NEcessary
actions;shall lbe maintainead;

7.4.1 (Purchasing Process) Records of the results of
evaluations, analany necessany actions arsing ren the
evaluationishall be maintained;

7.5.2 ( Validation of ‘Special Processes’) The
organization shall establish arrangements for these
processes including — requirements for records;

10/10/2003 1ISO-9001:2000 Requirements
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acorels meeftlifgel 9y 1SC

+ 7.5.3 (Identification & Traceability) Where traceabillity is
a requirement, the organization shall control and
iecoraithe unigueridentification oii the product;

- 7.5.4 (Customer Property) If any customer property is

lost, damaged or otherwise found to be unsuitable for
use, this shall be reporied te the cusiomer analrecoras
maintained;

« 7.6 (Control of Monitoring & Measuring Devices)

> litcalibrated/verniied tornen-national or iInternational standards —
the basis shall be recorded.

> Equipment fiound nen-ceniomming — validity’ el previous
measurements shall' be assessed! & recorded:

> Becords of the resulis of calibration and verification shall be
maintained:
10/10/2003 ISO-9001:2000 Requirements
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« 8.2.2 (Internal Audit) The responsibilities and
requirements for planning and conducting audits and
for reporting results and maintaining records...;

8.2.4 (Monitoring & Measurement of Product) Evidence
of conformity with the acceptance criteria shall be
maintained. Becords shall indicate the person(s)
authonzing release ofi product;

8.3 (Control of Nonconforming Product) Records of the
natlre of nenconfermities and any: sulbsequent actions
laken;, Including cencessions okialned, shalllve
maintaineas;

10/10/2003 1ISO-9001:2000 Requirements
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+ 8.5.2 (Improvement — Corrective Action) Records of
the resulis off actien taken;

~ 8.5.3 (Improvement — Preventive Action) Records of
e resulis of action taken.

10/10/2003 1ISO-9001:2000 Requirements
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B ous PErISO00E2000 -

« 4.2 Documentation Requirements-Continued

“Contrel o Docliments

A documented procedure to define the
following controls:

— SeView and upaaierasinecessany & Rer
approves

J
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VIS PERISOES00[E2000

« Control of Documents-Cont'd
A documented procedure to define the
following controls: - Continued

— Ensure of applicable
documents

— Ensure documents

— Ensure documents of are
iIdentified and their distribution controlled; and

» AND 2pplyistiianieliDiiftaey ane
etained ior any pPurpPeseE;

10/10/2003 1ISO-9001:2000 Requirements
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B ous PErISO00E2000 -

¢ 4.2 Documentation Requirements-Continued
< Conel eI RECONES

A documented procedure to define the
controls needed for the ,
SIOrE0E, , ,
ana Of FECOrES:

10/10/20083 1ISO-9001:2000 Requiremen ts
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B \VenegementiBesponsibility: i
PERISOFSHONEZ000

< oVanagement Responsioniby




B VanagementiBesponsibility: i
PERISOFSHONEZ000

< SrilVianagement Coenmmitment

»Communicate to the Organization the
Importance of meeting :
and BeguiaioR/ BequIremEnts

«Establish the

«Ensuring are Established
+Conduct

“Ensure the Availability o RESOUNCES

10/10/20083 1ISO-9001:2000 Requiremen ts




B \VenegementiBesponsibility: i
PERISOFSHONEZ000

&£ 5.2 GusiomerEocls

~ Ensure Customer Requirements are determined
and met, with the

“ 518 Quality Policy.
« Established, Appropriate,

Reviewed for Continued Suitability

10/10/20083 1ISO-9001:2000 Requiremen ts




B \VenegementiBesponsibility: i
PERISOFSHONEZ000

< 54 Planning

= Establishr@uality, ©B|ECHVES

“ Ensure that the: planning of the;@VS isicarried
QU (4.1)

“Vamtanintegny oifther @S

10/10/20083 1ISO-9001:2000 Requiremen ts




B VanagementiBesponsibility: i
PERISOFSHONEZ000

€.5.9 Besponsibility; Atthority and Communication

~ Ensure that responsibilities & authorities are
within the
organization

“ Appoint a

~ Ensure appropriate communication pProCEeSSES
are established and Communication on the

10/10/20083 1ISO-9001:2000 Requiremen ts




# |rrespective of other responsibilities, shall
have the following responsibility & authority
« Ensure that needed for the QMS are

established, implemented & maintained

+ Reports to Top Management on the
of the QMS and any

~ Ensure the promotion & awareness of Customer
requirements throughout the Organization

« Can include being the liaison with external parties
on QMS matters
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B \VenegementiBesponsibility: i
PERISOFSHONEZ000

# 5.6 Management Review

+ Review the QMS

~Ensure SUItaRIy; Adeguacy &
EHECUVENESS;

»|nclude Assessing Opportunities for
Improvement & the —
including the Quality Policy and Quality
Objectives

10/10/20083 1ISO-9001:2000 Requiremen ts




B VanagementiBesponsibility: i
PERISOFSHONEZ000

“ 5.6 Management Review

F

“@ustomer Eeedback

“Becommencdationsiorimprevement

10/10/20083 1ISO-9001:2000 Requiremen ts




B \VenegementiBesponsibility: i
PERISOFSHONEZ000

# 5.6 Management Review

Fi

+»Decisions & Actions taken related to:

— Resource Needs
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B BeseurceVienagement il
PERISOFCHONEZ000

€6 Reseurce Vianagement

Fs




B BoseuiceVanagement
PERISOFCHONEZ000

“etermine and ProVvider BESOUrCES NECHEd 1ok




10/10/20083

REeseUcEVanaeEmeEnt
PERISOFCD0IEZ000

FESONREINPERBHMINGWOIK AHECHNEN PreEUE]
guality shallErCOMPEIENTON HENIESIS O]
apprepralelediicaen; reining;skillstance
EXPENENGE

1SO-9001:2000 Requiremen ts



B BeseurceVienagement il
PERISOFCHONEZ000




REeseUcEVanaeEmeEnt
PERISOFCD0IEZ000

" PrOCESS EqUIPMENT
(I ardwarersaSeiware)
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B BesourcelViznagement i
PERISOFCHONEZ000

Determine & lVianage e Work
ERVIFGNMERTREEUETNGIaCHIEVE
CoRIorMIL/ 1o preduchreguiremenis

IEaCtorsS AN RIIUERCENNOUVALGRE
Salisiactiony developmenianc / r
PEOIMANCE O PEBPIE:] , -

= Psychelegical Factiorns
“Physical Faciors

10/10/2003 1ISO-9001:2000 Requirements
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REeseUcEVanaeEmeEnt
PERISOFCD0IEZ000

“Psyechological Faciorns

— Greaterinvoelvement & Understanading) of
Ohjectives torbe Achievead

— Saiety Bules & Procedures

— Becognition & Reward ior ACRievement,
Imprevement & lianovaten

— CareerPlanning & Development

10/10/2003 1ISO-9001:2000 Requirements




B BeseurceVienagement il
PERISOFCHONEZ000

“Physical Factors
— Ergoenomics
— lemperature
— [Tight
— Noise
— Cleanliness
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B ProductRezlization -
PERISOFOD0E2000

7. Product Bealization




ProdicitRealizauon
PERISOFOD0E2000

2lan & Develop the processes necded ior
Preduct Realization

2lanning shall determine therellowing|as
apprepriaie:

- & fior the
Product:

“INeed e establish pProcesses, decuments: anad
ProVIGe resSeUICES SPECIIC 1o the product;

10/10/20083 1ISO-9001:2000 Requiremen ts
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ProdicitRealizauon
PERISOFOD0E2000

Planning shalllaetermine e iellewing:
Continued

“Beguiredl enfication, alidation; eniterngj
ACliVIlIES; SpPECIiiC 1o/ the
proauct

- REEPED 10 previde eVidence: thal
ieealizalion pProcesses and resuliing
product meet requirements

10/10/20083 1ISO-9001:2000 Requiremen ts
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10/10/20083

Prodlici Bealization
PERISOFOD0E2000

The i this planning shall beinra
o the erganization simeiod of
OpPEratlioNs

NOTE 1: A decument speciiyingl the QIS processes
(Including the product realization Processes) can loe
ieferred torasia Quality Plan

NOTE 2: Tihe Design & Development Bequirements
(728) may: alse be applied to) the develepment ofi the
pPreduct realizalion processes

1ISO-9001:2000 Requirements




ProductiRealization o
PERISOFOD0E2000

“Deierminaton related torthe
Produet

- ielaiead io e proauct

o

10/10/20083 1ISO-9001:2000 Requiremen ts
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ProdicitRealizauon
PERISOFOD0E2000

Determination of reguirements

- SPECIied vy thercusieomer,
INCIUAING delivery & pesi-delivery aclivilies;

p NECESSsAary 10 SPECIEd or
INtenceaitse; WhHEre Knewin:

- ielatea
101 the preduct;

- determminead Py ihe
@rganization.

10/10/2003 1ISO-9001:2000 Requirements
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Prodlici Bealization
PERISOFOD0E2000

relatealito the
Product

“Shall'lbe conducied prior te the commitment to
supply a preduct terthe cusiomer;

“Ensure that preduct reguirements are adelined;

=IEnsure coniract o erder reguiremenis difiernng
[rOmIteSE Previeusly expressed are eselvea;

“IEnsure capalle o metng the defined
iequirements.

10/10/2003 1ISO-9001:2000 Requirements




o

ProdicitRealizauon
PERISOFOD0E2000

elateditorthe product —

Contintied

10/10/20083

Cusiemer Beguirements shall lbe Py the
erganization , WHERene
documenied statement of regquirements;is
previceaiby the custemer

Wihere Product Reguirements are changed, the
erganization: shall

1ISO-9001:2000 Requirements
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- Product Realization .
per ISO-9001:2000

Determine and implenent
Wit CUSIOMEYS
A relation to:

o

“ CUsiomeEreedack; INCILAING CUSIOMIEY
complainis:

10/10/20083 1ISO-9001:2000 Requiremen ts




B ProduchiRezlizatioae il
gaf 196)-900]:200¢

“ Pesign & Development
= [Design & Pevelepment
< [Design’ & Development
= [Design’ & [Development
< Pesign & Pevelopment
~ [Design & Develepment
DEsIg & Developmeni

10/10/20083 1ISO-9001:2000 Requiremen ts




“rification
Vilidation

7.3.5 &7.3.6

\Lrification
Vilidation

7.3.5 & 7.3.6

Plan

Design &
Development
Stages, AND the
Verification

& Validation for
each Stage 7.3.1

Review

at Suitable
StaBes of Design

& Development
7.3.4

End Item
Product




B EUCHESIRONANS @S 0IE2000 -

“Purehasing
“Plrchasingrnicrnalien

. oI PUrchasead Product

10/10/20083 1ISO-9001:2000 Requiremen ts
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B EUCHESIRONANS @S 0IE2000 -

“ PUrchasing

“IEnsure purchaseadl produch cConierms: 1o
SPECIIed reguiremenis:

“Nype and Extent oircontrol shall e dependeni
UPORIUAE EfECH Oif thE PUrChiased pProdUCH e
SUlsEqUERT product realizatien o the inal
PrOCUECH:

=Suppliersishallloe evaluated and selected
92SEGI Onltelapility iersupply pPrecuct AVVAIRE
erganization’s requiremenis:

10/10/2003 1ISO-9001:2000 Requirements
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B EUCHESIRONANS @S 0IE2000 -

“ PUrchasing - Convnuea

“(Critera for selection, evaluation, & re-
evaluation shallfioe estanlishiea.

“Records of the resulisi off evaltatiens: ana any.
NECESsSsan aclions aising iremiiie evallaioen
shallloe mainiained

10/10/2003 1ISO-9001:2000 Requirements
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B Purchasing in ISO-9001:2000 -

“Plrehasing Iniemnmation

“Shallfdeserethe product 1o/ e purchiased,
INCIUEINGWREE apPropHaLE:

— Bequirementstfior approval ol product, procealres;
Precesses and equipment;

— Bequiremenis for gualification| off persennel; and
— Quality Management Systems

“Jilhe organization shall ensure the adeguacy. of
SPECIIEd pPUChase requiremeERiS) Priok te thelr
cCOMmMmMURICANON

10/10/2003 1ISO-9001:2000 Requirements
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B Purchasing in ISO-9001:2000 -

- Ot BuUrchased Product

“Shallfestanlisirandimplementine sSPECHOR O
elleracViliES NECESSa/ e ensunng the
ProduCt MEEIS;SPECIiEd pUrchase
eguirements:

“\Where the organization oS custemeriniends
G PEreHmIVEriicaon at the suppliers
Premises; e Intiended verification
dirangemenisand themeinoei ol produet
ielease shallfibersiaieaiin the purchasing
niermaten.

10/10/2003 1ISO-9001:2000 Requirements




B ProductRezlization -
PERISOFOD0E2000

7.5 Produciion and Service Provision

Fa




o

ProdicitRealizauon
PERISOFOD0E2000

Plan & caniy/ oul previsions Unader controlliea
conditiens; INclUding as applicanle:

Avallalility off iniermatien that descrves

J

Avallailiy of , as Necessan/;
Use ol
Availability: & Use of

J

10/10/2003 1ISO-9001:2000 Requirements
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Prodlici Bealization
PERISOFOD0E2000

Plan & cany/ oul previsions Under controlliea
conditiens; INclUdinglas applicanie:

Implementation oj anad

J

Implementatoen o ,
and Besi-BDEIVERNPACHVIUES:

10/10/20083 1ISO-9001:2000 Requiremen ts
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ProdicitRealizauon
PERISOFOD0E2000

Validater any process: oK 2 pProvision Wihere
the resulting ouipul

Where GeliCIEnCIes DECOME appRareni:enly.
diter ther preduUcH IS i USE! or the service hias
PEeen deliverea

Validation ol the
PrOCESS

10/10/20083 1ISO-9001:2000 Requiremen ts
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ProdicitRealizauon
PERISOFOD0E2000

[Estaldlisihy Arrangements ior IIhESE PreCESSES (as
applicanie):

“ PDefined ol the
PrOCESS;

= Approval of & Qualification of
PErSORRENS

= Use ol
< Requiremenis ior and
= Bevalicaien:

10/10/20083 1ISO-9001:2000 Requiremen ts




B ProduchiRezlizatioae il
gaf 196)-900]:200¢

Where applicainle;
Py a suitable: means threughouiIts
iealization: PreceESS:

szl Wiitia
ESPECH IO
ieguirenents.

Wihere S| & reguirement, the

10/10/20083 1ISO-9001:2000 Requiremen ts




B ProduchiRezlizatioae il
gaf 196)-900]:200¢

Carershalll e exercIsed With custenmer
Property whlle URderine erganization’s
controlior beingfuseadl by the erganization.

Custemer Property shallfioe ,
, whllen
UISE OF BEING INCorporaled Inio; the proauet.
I , Or GthERVISE found e e

UnRswiianie, it shall be reporied anal recoras
maintained.

10/10/20083 1ISO-9001:2000 Requiremen ts




B ProduchiRezlizatioae il
gaf 196)-900]:200¢

ol the product shalllbe presenved
dUrng Internal precessing anaidelivery iortne
INtendead aestinanonk

Presernvation shalllinclide
prelplelliplef ana

Presenveatien alsorappliesitorthe

10/10/20083 1ISO-9001:2000 Requiremen ts
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ProdicitRealizauon
PERISOFOD0E2000

PDetermine the ziglo

10 DE URCEraken e
previde 10
determined requirements; ANIDIRE
mentenng ana measunng
AEE0Ed/ o ensure valid results:.

1ISO-9001:2000 Requirements
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10/10/20083

ProdicitRealizauon
PERISOFOD0E2000

Estalalisi ierensure et
MeNIeHRNe aneimeasuement-cantioe

caiied euianainraimanner
conSsISiEnt Wit tnE meniterng ane
measurementireguiremenis:

1ISO-9001:2000 Requirements
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ProdicitRealizauon
PERISOFOD0E2000

WhRen necessarny, measurinelequipment
shall:

“Be Al Speciiieadinienals,
O PHOFIGIUSE;
10 InteErmationalior natenal
measurement standanas:;

~\Where norsuch standards; exist;, the basis; USE: for
caliprationror Veniication shallfihe recordea:

10/10/2003 1ISO-9001:2000 Requirements
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ProdicitRealizauon
PERISOFOD0E2000

WhRen necessarny, measurinelequipment

shall: = Coentinued

< Be QI e-2ae|Usiealas NECESSa;

~ Be e Enakle the o)
PE AEIEMINEDS

“Be saleguarded frem aajustmenistinatwouid
lvalidate: the measurement resuit;

“I5E prolecieaNromidanmagerand aeteroranon
during handling, maintenance and siorage:

10/10/2003 1ISO-9001:2000 Requirements
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10/10/20083

ProdicitRealizauon
PERISOFOD0E2000

Whenthereguipmentis
o rrequirements, the
shall be
assessed and recorded.

Apprepraie actieonshaliiee takenren ine
e 2Ry predichaiiecied:

Records of the resulis of calivyration and
vernfication shalllbe maintained.

1SO-9001:2000 Requiremen ts
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10/10/20083

ProdicitRealizauon
PERISOFOD0E2000

(COMPLIERSEIMEENONIE USECNRNIE
menlerHneland measuement ol speciiied
iequirements, as to its
apllity te satsiy theniended application:

IS contimmatien shall e Underaken prior
eNnvaltuse ancireconiirmearas
necessary.

1SO-9001:2000 Requiremen ts
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000

€ & \Vieasurement, Analysis and Imprevement

10/10/2003 1ISO-9001:2000 Requirements
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Vieastremens ARSI
IMPReVEMERFPERISOC00IEZ000

Plan & Implement the menitexing;
measurement, analysis and Iimprevement
PIrOCESSES NEcded o) :
confermity. ol the product;
coniermity’ef the QNS;

the! effectiveness ofi the QMS

Determine the applicanie metnoas; neluding
statistical technigues, and the extent of thelr
Use

10/10/20083 1ISO-9001:2000 Requiremen ts




. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000
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. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

AN@I SHEZSUEMENRCINPENBIINENCE

VieniteiRiormatien relating 1o

asi ey Whnether custeomer:
eguirements are eing met;

Determine thermetnoads: ier entaining and
USinglthls Infiermation

10/10/2003 1ISO-9001:2000 Requirements




o

Vieastremens ARSI
IMPReVEMERFPERISOC00IEZ000

Conduct internal auditst at planneadinternvals to
determine whetherthe QNMS:

. (o1 the planned amrangementis; 1o
the reguirements of ISO©-9001, and QNS
ieguirements, estanlishiea by the
erganization;

SlsieiiechivelyampliEmenieeraneNmelRizaes

10/10/20083 1ISO-9001:2000 Requiremen ts




. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

Anraudit programishalliive plannea;

- as well'as the results ofithe
previeus; audits:

e avait , IregueERcy andiImEIneEs
shall e’ defined:

Selectionror auditers and conduct off theraudits
shall of the

AUAIT PreCESS
Auditorss shall net audit thel: own Worik

10/10/20083 1ISO-9001:2000 Requiremen ts




. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

The

shall ensure: that
actionst are taken witheu i tneue aelay io
eliminate detected nenconiormities and
their causes.

rollov=tig cigiiviies Saelll lnelticle e
Vernlication el theractions, taken anaithe
EPoring el Veriicalion results.
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. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

Apply suitanlermeinoas: ior menitenngand,
Where applicable, measurement o the QWIS
PIrOCESSES.

hese metheds shall denmenstrate; tine anility: o
[AE PrOCESSES 10 achieve planned results.

When planned resuitsyare net achieved,
CONECHoN and corrective: action shall e taken
asS apprepriate terensure coniermity ol the
Produet.
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. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

Vioniter and measurethe
LeIVeriy thal
nave been met.

IS s te ve canied eul at approprate
Stages ofi the preduct realization Process
IAVV e plannedlaiangements
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. VieastremeERtARElySISi! .
IMPReVEMERFPERISOC00IEZ000

Withrthe
shalllbe maintainead

Records shallfindicate the PErsen(s)
clufiglefiZlnle) (elerziser e o)fojeltfei

Preduct Release and Service Delivery

untilftne planneadl arrangenmeniss have

Peen satisiactorily completed, Unless
and where

applicanle vy the cusiomer.
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. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

Ensure that preauct Which
[0 preduct requirements Is Identiiedrana
1OI preveniiivs URIntEnaea tise or

delivenry.

e controls and relateal responsibilities and
autherities ior dealing with: nenconierMIng
product shall'loe defined ina decumeniea

proceaure:
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o

Vieastremens ARSI
IMPReVEMERFPERISOC00IEZ000

INenceniernming product shallfee aealt within
ORE Or More ol thesiellowingfways:

< laking e aetecied
RAeRCONTGIMILY;

, release or accepiance Unaer
CONCESSIoN Y a relevani avtherity ana; Where
applicanie; by e CUsiomer:;
“laking
oK applicatien
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. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

WihER neRconicrMING pProaduet [i
shall loe

the reguirenments;

Wien detecied alter delivery or Uuse nas
stalted; acliens shallfee aken Wit e
ReRceNIeMING pProduct , approprate: o) e
eiifecls), or petential efiects;, o the
AORCORIOMIY-
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000

Ol the nattre ol NeRCoNIGHNIES
and any suPsequUeERt actionsy taken)
INCIUCING CONCESSIGNS ORIAINEG, Shallflee
mainRiained
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. VieasuementyAnzISISie .
IMPReVEMERFPERISOC00IEZ000

Determing; collect and analyze appropriaie
data terstiizeihy and

el the QIS anae
WhHEere ol the
effiectiveness, ofi the QNS can be made

Nhisishallinclude aata  generatealas a resuli i
MeRIterNG and Mmeasuremeni anaireni eiher
ielevant SouUrces
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Vieastremens ARSI

IMPReVEMERFPERISOC00IEZ000

Analysis eii Data shall provide infermation
ielanng to:

< Customer satisfaction;
< Coniermity. te) product reguire ments;
~ Characteristics and trends ol Processes and

preducisiinclitiding oppoeriuniies fer preventive
action;

= Suppliers

10/10/20083
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000

Continually impreve the efiectiveness, ol the
QNS threughither use of the:

A

“Analysis ol baia;

A
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000

Actions taken Of
ReRCORIGHMIIN Crder e

ey shall e appropiate 1o the effiects of
ihe nonconformities encounterea.
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o

Vieastremens ARSI

IMPReVEMERFPERISOC00IEZ000

A decumentedlprecedure shall be establisiea
o1 deline requirements ox:
= Reviewing nenconiormmivess (Incluading Cusiomer

Complainits);

= [Delermininglthe causes o ReNCORIemMItES]
= Evaluating the need ior action te ensure thait

AoNCoNIorMILIES A0 AOL FECUN;

= Determining & Implemeniingraction necded;
= BeViewing correclive; action taken;

A

10/10/20083

Records of resulis) of action taken.
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000

ACILIONS taken of
POIERNEINIeRCONICHMIUESHIN GREER 10

ey shall oerappropraie o e elfecls ol
e peieRliaifprenens:
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. Vieastremens ARSI .
IMPReVEMERFPERISOC00IEZ000

Aldecumenied preceaure shallflve establishea
[0) define reguirements for:

< [Determining poiential neRceniermities and their
CAUSES;

“ Evaluating the need ier action e preveni e6ceuirfence
Oif NONCORICrMIIES;

< Determining & Implemeniing action neEeded;
< Beviewing| preventive action takens
“ [Records of the results eif aclion taken.
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