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6.2 Human resources

sonne pel (o] “"ng g

training, skills and experience.
6.2.2 Competence, awareness and training

The organization shall ‘
e product quality,

i affectin
a) determine lhe necessary competence for personnel performing Wi .

b) “provide training or take other actions to satisfy these needs,

evaluale the effectiveness of the actions taken,

c)
of the relevance and importance of their

activities and how they contribute to

d) ensure thalils personnel are aware O
the achievement of the quality objectives, and

maintain appropriate records of education, training, skills and experience (see 4.2.4).

e)
6.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to product
requirements. Infrastructure includes, as applicable

a) buildings, workspace and associated utilities,
b) process equipment (both hardware and software), and

c) supporting services (such as transport or communication).

6.4 Work environment

The organization shall determi i i i
sl i ne and manage the work environment needed to achieve conformity to product

7 Product realization

7.1 Planning of product realization

In planning prod izati ot
9 product realization, the organization shall determine the followi
: S owing, as appropriate:
a) quality objeclives and requirements for the product Ppropriate
oduct;

b) the need to establish pro s andh.
processes, documents, andprovide resources specif
; : pecific to the product;

C) required verification, validation i
' » Monilorj
rng, inSpecllon and test aC“Vi“eS specific 1o th duct d the cri\eria
IC 1o the product an

for product acceplance:

d) records nceded lo provide evi
e
g vidence thal lheireallzation proces i
S8s and resulting m pirelR
product meet req




-

" The output of this planning shall be in a form §
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itable for the organization's method of operations.
ui

m (including the product realization Processes)

syste :
agement SY eferred to as a quality plan.

ity man
a ract, can be

es ol the qua
g cl or con

ilying the proc :
R : fic product, proje

and the resources to be applied to a speci s
pment of product realization processeg

given in 7.3 1o the develo

NOTE 2 The organizalion may also apply the requirements

7.2 Customer-related processes

- t
7.2.1 Determination of requirements related to the produc

The organization shall determine

d by the customer. including the requirements for deliyery and pest-oeiivery aclizieg

a) requirements specifie
essary for specified or intended use, where known,

b) requirements not stated by the customer but nec
c) statutory and regulatory requirements related to the product, and

d) any additional requirements determined by the organization.

7.2.2 Review of requirements related to the product

The organization shall review the requirements related to the product. This review shall be conducted prior to the
organization's commitment to supply a product to the cuslomer (e.g. submission of tenders, acceptance of contracls
or orders, acceptance of changes to contracls or orders) and shall ensure that

a) product requirements are defined,

b) contract or order requirements differing from those previously expressed are resolved, and

c) the organization has lhe abilily to meet the defined requirements.

Records of the resulls of the review and aclions arising from the review shall be maintained (see 4.2.4).

Where the cuslomer provides no documented
slal i i
eSHiTia st ol DR ement of requirement, the customer requirements shall be

Where product requirements are chan i m
ged, the organ
(i3 relEianl poraariohse 3l BwaTs o the s gngZalriggjrh:H:':\tssure that relevant documents are a ended and

hJ

NOTE In some siluations, such as intern

; el sal e
relevant product information such as catalo o 8 e s |

gues or adverlising material, breelicR) forsestiiorder: Insleadliie mHSAIEHE

7.2.3 Customer communication

The organlzation shall determi i
e e and implement effective arrangements | I
S for communicating with customers

a) product information,

b) enquiries, contracts or ord i
: er handling, inclugj m
: INg amendme
A nts, and

C) customer feedback, including cusiom '
- g cuslomer complai
Plaints,




-
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7.3 Design and development

7.3.1 Design and development planning
e design and development of

n shall determine

product.

The organization shall plan and control th

’ izatio
During the design and development planning. the organiza

a) the design and development stages,
) : i propriate to each design and development stage, and

b) the review, verilication and validation that are ap
c) the responsibilities and authorities for design and-development.

age the interfaces between different groups involved in design and development to ensyr

d clear assignment of responsibility.
n and development progresses.

The organization shall man
effeclive communication an

Planning output shall be updated, as appropriate, as the desig

7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs shal|
include

a) functional and performance requirements,

b) applicable slalutory and regulatory requirements,
c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development.

eT:e'fe lil:pms shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in conflict wilh
ch olnher.

7.3.3 Design and development outputs

The outputs of design and development shall b i i .
e g . . 2
development input and shall be approved prior to ?;?g;ds?ed e st FRE s et catE feinet %

Design and development outputs shall

a) meel the input requirements for design and development

T o p

c) contain or reference product acceptance Criteria, and
]

d) specily th isli
) specily the characleristics of the product that are essenlial for its safe d
and proper use.
7.3.4 Design and development review
Al suilable stages, s i i
» Syslematic re i
artangements (se 7.5 ;) Views of design and development shay| be pert .
€ performed in accordance with planne

stage(s) being reviewed Record epresentaﬁ"
] Sof -oElallves: of
o of the resunsof'the;r’ewewf:l:r:]t;ogi concerned with the design and development

Y necessary actions shall be maintained (s¢°
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ent verification e
see 7.3.1) to ensure that the
nts. Records of the re

7.3.5 Design and developm .

: ned arrangements (
with plan Suls of a

input requireme
development inpu
% (see 4.2.4).

ificali erformed in accordance
Verificalion shall be p e

development oulpuls have mel : intained
verification and any necessary aclions shall be mal

7.3.6 Design and development validation
nce with planned arrangements (see 7355 4

i rda to’
idation shall be performed in acco ified application ori oy
: Z"d?ti'qoza;aue of meeting the requirements for the1 hsepedCé::Serypgr ?:qtlol:n‘:;":‘e?ded Use Pk
ensure that the resulling produc tbl @ iidation shall-ba completed prior to b p4 D Ntation of lhe-'.'%?
where known. Wherever practicable, and any necessary actions shall be maintained (see 4.2.4), E
2

product. Records of the results of validation

Design and development v

7.3.7 Control of design and development changes

and records maintained. The changes shall be revieweg,
ntation. The review of design and developmen
tituent parts and product already delivered,

i t changes shall be identified .
A aasaEIS0, s o d approved before impleme

verilied and validated, as appropriaie, an
changes shall include evaluation of the effect of the changes on cons

Records of the results of the review of changés and any necessary actions shall be maintained (see 4.2.4),

7.4 Purchasing ~

7.4.1 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The type and
extent of control applied to the supplier and the purchased product shall be dependent upon the effect of the
purchased product on subsequent product realization or the final product.

The organization shall evaluale and select suppliers based on their ability to supply product in accordance with the
organizalion's requirements. Criteria for selection, evaluation and re-evaluation shall be established. Records of the
resulls of evalualions and any necessary actions arising fromthe evaluation shall be maintained (see 4.2.4).

7.4.2 Purchasing information

Purchasing information shall describe the product to be 'purchased. including where appropriate

a) requirements for approval of product, procedures, processes and equipment
b) requirements for qualification of personnel, and '

c) qualily management system requirements., 5

. e adequacy of ifi
supplier. Y ot specified purchase requirements prior to their communication to 118

7.4.3 Verlfication of purchased product

The organization shall eslablish ang implemant
en

purchased product meets specifi St he ing
pecified purchasg requ‘l‘re’mems?ec\\on Or other aclivilies necessary for ensuring {hal

Where the organization or it
shall stale the intended verifi

S Customer Intenidiig o
; 1eNnas:to: e 5
calion arrangemens ar‘i)”::rfr(u);rz g tication at the supplier's premises, the organizali®"
e od'of product release in the pgrchasing' information-
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i ents
Quality management systems oy Reqwrem

1 Scope

1.1 General
gement system where an organizalion

quirements for a qualitly mana

This International Standard specilies re »
duct that meets customer and applicable regulalory

N

a) needs to demonstrate ils ability lo consistently provide pro

requirements, and
e application of the system, including processes for

ion through the effectiv . .
e f conformity to customer and applicable regulalory

b) aims to enhance customer salis
tem and the assurance o

7 continual improvement of the sys
requirements.

» applies only to the product intended for, or required by, a customer.

NOTE In this International Standard, the term “product

1.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all organizalions,
regardless of type, size and product provided.

Where any reguiremenl(s) of this International Standard cannot be applied due to the nature of an organization and
its product, this can be considered for exclusion.

Wh:are' exclusio_ns_ are made,. claims of .co.nformily to this International Standard are not acceptable unless these
exclusions are limited to requirements within clause 7, and such excluslons do not affect the organization's ability, or
responsibility, to provide product that meets customer and applicable regulatory requirements.

A
2 Normative reference

The lollowing n i < ; e : :

this lnlernagon:msa::;,edg?gu?:rmdc?nlams provisions which, through reference in this text, constitute provisions o

) siaifealionisislo.not Enly: . Weverai?(' references, subsequent amendments to, or revisions of, any of these
invesligate the possibility of applyiné?he ﬁiéfé?ﬁf’:&?ls ba'Sﬁd on hls It mmaticn e S e e ncouraged ¢
.edition of the normative document indicate dated

ated below. Foruncaté

references, the latest edition of the i ’
‘ . 25t e normative ; intal
registers of currently valid Internalional Slandarddsocumem e Shplles, Membels ol oo o

ISO 9000:2000, Quality mana
' gement systems — Fund,
amentals and vocabular
Y.

3 Terms and definitions

Iy'

The following terms, used in thi
) inth iti ;
vocabulary currenlly used: > clen'olise snogie describe the J
v Supply chain, have been chan flect 16
: : : shanged to 1€

supplier \>~ o
Orga

nization
; ——>  customer

‘
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and refers to the unit to which this

01:1994, :
ik "subconlractor’.

] in IS
er' used in o term

“suppli
e lerm "supp ot Now replaces th

The term “organizalion” replaces th -
the term “supp

International Standard applies. Als0, :
oduct” occurs, it can also mean “service”

wherever [he term “pr

Throughout the text of this International Standard,

4 Quality management system

4.1 General requirements
quality management system and continually

and maintain @
: ernational Standard.

document, implemen ;
ements of this Int

The organizalion shall establish, !
dance with the requir

improve its elfectiveness in accor

‘ The organization shall
d their application throughout the

a) identily the processes needed for the quality management gystein AN

* organization (see 1.2),

b) determine the sequence and interaction of these processes,

c) delermine criteria and methods needed to ensure that both the operation and control of these processes are

effective,
d) ensure the availability of resources and information necessary to support the operation and monitoring of these

processes, .

e) monitor, measure and analyse these processes, and

f) implement actions necessary to achieve planned resulls and continual improvement of these processes.
These processes shall be managed by the organization in accordance with the requirements of-this International

Stlandard.

Wi izati '

Org:rr‘?zzgogrgig:lzzlg;r; rcehggrs];ars(,) Il(()woutsou;]ce any process that affects product conformity with requirements the
er such pro identlf

T R e processes. Control of such outsourced processes shall be identified

N

. NOTE Processes needed for the i A 4
; TE Ss qualily management system o i
aclivilies, provision of resources, producl realization and m)elasurel{:;irlred rabog Ao ildane maﬂageme“‘

4.2 Documentation requirements
4.21 General

The quality management system documentation shall include

- a) documented statements of a qualily/policy and qualily objecti :
. ives, « -
> b) a quality manual, ] g
X

¢) documenled procedures required by this International Stand

andard
d) documents needed b |

= y the organization to ensure the elfeclive planni
anning, operation
and control of its processes:

e) records required by this Int i
ernalional Standarg (
See 4.2 4).

NOTE 1 Where the term “"documented

: ro "
eslablished, documented, implemented :ndc:\caj?r:[ea' apgears Wilhin this Int
ined. 8rnational Sy
andard, this means that th dure 1S
' @ proce

—




il

©

-

. NOTE 2 The extent of the qualily man
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; dilfer from one organization 1o anolher o
documentation can . :
agement syslem
a) the size of organizalion and type of aclivilies.

and their interactions, and

b) the complexily of processes

c) the compelence of personnel.

fum.
NOTE 3 The documentation can be in any form or type of mediu

4.2.2 Quality manual
ncludes

nd maintain a quality manual that i
justification for any exclusions (see 12)

ment system, including details of and
ed for the quality management system, 0
processes of the quality management system.

The organization shall eslablish a

a) the scope of the quality manage : Yo
; r reference to them,

b) the documented procedures eslablish and

c) a description of the interaction between the

4.2.3 Control of documents
ent system shall be controlled. Records are a special type of documen

Documents required by the qualily managem :
nts given in 4.2.4.

and shall be controlled according lo the requireme

A documented procedure shall be established to define the controls needed

a) to approve documents for adequacy prior to issue,
b) lo review and update as necessary and re-approve documents,

c) to ensure that changes and the current revision stalus of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of use,
e) toensure that documents remain legible and readily identifiable,
[) 1o ensure that documents of external origin are identified and their distribution controlled, and

g) to prevent the unint : : iEe it :
rel§ined e p:Jnr ::Sd:d use of obsolete documents, gnd .to apply suitable identification to them if they are

4.2.4 Control of records

Records shall be establi intai i
oSl bt quamylsmhgrc]iae;nec:n n;gtlnstalsr:ed to provide evidence of conformity to requirements and of the effective
yslem. Records shall remain legible, readily identifiable and retrievable. A

documented procedure shall be bli dtod
A : eslablished t i
il ol oais el :flne the controls needed for the identification, storage, Pm‘ec“on'

5 Management responsibility

5.1 Management commilment

Top management shall provide ev

ide i
management syslem and conlinua nce of its co

lly improvingjjt

nmitment {o { |
sieffeclivengss Q; development and implementation of the quall

a) communicaling \o the o ganization {he ;
. 1
requirements, Ization v Importance ~of meeling. ¢ d 1
St 9 customer as waell y an 2
as statutor regu

b) establishing the qualily policy,

¢) ensuring thal quality objeclives are establisheq
ed,




Page 11
¥ IZN 1SO 9001:2000
/ i and
¢ d) conducling managemenl reviews,
¢) cnsuring the availability of resources.
5.2 Customer focus : :
5.2 ER Y determined and are met with the aim of e"hanclng
Top management shall ensure that cuslomer requirem
cuslomer satisfaction (see 7.2.1 and 8.2.1).
5.3 Quality policy
Top management shall ensure thal the quality policy
, ; ization,
LT a) is appropriate to the purpose of the organ ' ) : :
L) includes a commitment to comply with requirements and continually Improve the eflactiveness oftie Qualty
) 3
management system, S
¢) provides a framework for eslablishing and reviewing quality objeclives,
: d) is communicated and understood within the organization, and
e) is reviewed for conlinuing suitability.
5.4 Planning
5.4.1 Quality objeclives
Top management shall ensure that quality objectives, including those needed to meet requlrements' for.producl [see
7.1 a)], are established al relevant functions and levels within the organization. The quality objectives shall be
measurable and consistent with the quality policy.
5.4.2 Quality management system planning
Top management shall ensure that
() .
! a) the planning of the quality management system is ¢ i i
. arried 1,88
well as the quality objectives, and y outin order to meet the requirements givenind.1,as |
b) the integrity of the quality managem i i -
; i implemzmed, gement system is maintained when changes to the quality management system
[ =3 . . 2
9.5 Responsibility, authority and Communication
hJ
5.5.1 Responsibility and authority
Top management shall ensu )
re that responsibiliti
anizali ities i ! o
organization. and authorilies are defined and communicated within the
5.5.2 Management representative
Top management shall appoi
S PoInt a membg
responsibility and authority that | F of managemeny .
 Enep ey 4 peludes Who, irespactive of other responsibilities. shall hev?
a e g that processes ne A :
maintained eded for the qQualit
: Y managemen| - ted and
System are established, implemen

-
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5.6 Management review

5.6.1 General ‘ ; |
, he organization's quality managen:xem system, a} planned .nt.e_rva;s, }o ensure g

Top management shall review “ed “gac(iveness This review shall include assessing opportunities Or improvemen
elie <

S e an 5 ing the quality policy and quality objectives,
corilinuing suitabllity, adequacy ‘ s it

the quality manag
and the need for changes (o

Records from management reviews shall be maintained (see 4.2.4).

5.6.2 Review input

The input to management review shall include information on
a) results of audils,

b) cuslomer feedback,

c) process performance and product conformity,

d) status of preventive and corrective actions,

~

e) follow-up actions from previous management reviews,
f) changes that could alfect the quality management system, and

g9) recommendations for improvement.

5.6.3 Review output

improvement of product related 1o
C) resource needs,

6 Resource Management

6.1 Provision of TeSourceg

The Organization gh

3) loimplement and
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7.5 Production and service provision £«

ice provision
7.5.1 Control of production and servic :
' isi der controlled conditions. Cop
| d carry oul production and service provision un lrolleg
The organization shall plan and c&
conditions shall include, as applicable

\

a ”' . uc(

al describes the char

b) the availability of work instruclions, as necessary,

c) the use of suilable equipment,

— i ices,
d) the availability and use of moniloring and measuring devic

o d
the implementation of moniloring and measurement, an

e)
livery and post-delivery activities.

f) the implementalion of release, de

7.5.2 Validation of processes for production and service provision

duction and service provision where the resultqu output cannot
ent. This includes any processes where deficiencies become-

delivered.

The organization shall validale any processes for pro
be verified by subsequent monitoring or measurem
apparent only after the product is in use or the service has been

Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable
a) defined criterla for review and approval of the processes,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records (see 4.2.4), and .

e) revalidation.

7.5.3 lIdentification and traceability

Where appropriate, the organizalion shall identify the product by suitable means throughout product realization.
The organization shall idenlily the product status with respect to monitoring and measurement requiremenls>

Where traceabilily is a requirement, the o izati ¥
el s rganization shall control and recorq the unique identification of the product

NOTE In some industry seclors, conli i :
: 'guration management is 8 means by which identification and traceabilily are maintained.

7.5.4 Customer property

The organization shall exercise care with Customer:py
o Propery

by the organization. T izali i 3

! incorp?) Pl ogr il "?g ;:gg:nczlalllto:nshall "‘9"‘lf,y.';ygm.!y;f~g'r;22?;‘n'f,‘ \sxgtder \he organization's control or being uiesg
use, this shall be reported to lhe'cuéloﬁgrjsaltgc?’e[fp.f operty islost damageegduz:d cl:rl:stomerfproperlybprOVldzﬁgg;'e for
- records| : olherwise found to be uns

*Maintained (see 4.2.4),

NOTE Customer property can inclyde intellectug| pro l z
Perty.
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ing internal processing and delivery (o the inteng
&d

( . 7.5.5 Preservation of product
ckaging, storage and protection. PreseWati
on

e the conformity pf p
hall include ide‘ntmca
{s of a product.

uct dur
The organization shall preserv ;i(:)i handling, pa
deslination. This preservation s s

shall also apply to the conslituent par

7.6 Control of monitoring and measuring devices
the monitoring and mgasur
de evidence of conformity of p

at monitoring and measurement can be carried out ang i
easurement requirements.

ement lo be undertaken and the monitoring and

The organization shall delermine roduct to determined requirements (see 7,2,1)

measuring devices needed lo provi

The organization shall establish processes {o ensurg l.h _
tent wilth the monitoring and m

carried out in a manner that is consis

@ , , .
Where necessary to ensure valid resulls, measuring equipment shall
rior to use, against measurement standards traceabl to

a) be calibrated or verified at specified intervals, or p : .
) o h standards exist, the basis used for calibration o

international or national measurement standards; where no suc
verification shall be recorded,
' b) be adjusted or re-adjusted as necessary;

c) be identified to enable the calibration slaius to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;

e) be protected from damage and deterioration during handling, maintenance and storage.

In a.ddilion,' the organization shall assess and record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate action on the equipment
and any product affected. Records of the results of calibration and verification shall be maintained (see 4.2.4).

mméiﬁi (ijn :;;) ’rir;:zggriggaelxlng meas;{remenl of.speclfied requirements, the ability of computer software to satisfy
S e confirmed. This shall-be undertaken prior to initial use and reconfirmed as

NOTE See ISO 10012-1 and ISO 10012-2 for guidance.

A 8 Measurement, analysis and improvement

8.1 General

The organization shall plan and implement the monitoring

needed ; )
measurement, analysis and improvement processes

a) lo demonstrate conformity of the product

b) to ensure conformit i
y of the qualit m ;
7 y management system, and X

"

t i i
0 continually improve the effectiveness of the quality man
agement system.

This shall include determinati
nation of appli : :
Pplicable methods; including statistical techniq ;
ues, and the extent of their usé:
8.2 Monitoring and measurement

8.21 Customer satisfaction

ption as" ]

fOrmaliont:I;:iFg"her the °Tgar?i§?t?onr: ;ysmm' the organization shall Mo

7 'oe de(erml : 4 as met cust i ments.
ned omer require

‘
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2 S d int he the qUallly managen
al ’IUdll" al planne n
rgar zalio shall Conducl intern erva S to deterr nne Wh(zll r

syslem 4 ‘
requiremen
a) conlorms lo the planned arrangements (see 7.1}. ;0511;’)( lhc:a srganization.
quality management syslem requirements eslablishe
intained.

s of this international Standard and o the
and

is ellectively implemented and ma

b)
: : tance of the processes and
i ‘Jeralion the status and impor
An audil programme shall be planned, taking in:o co:s:ﬁtes ik b B e 'requgncy e mel'hOdS and
Its of previous shﬂu'ensure objectivily and impartiality of the audit process.

areas lo be audiled, as well as the resu
be defined. Selection of audilors and cO
Auditors shall not audil their own work. :
for planning and conducling audits, and for reporling results and maintaining

a documented procedure.

nduct of audils

s and requirements

The responsibilitie > .
) shall be delined in

records (see 4.2.4
taken without undue delay to

hat actions are vithoL
the verification of the actions

i ited shall ensure {
the area being e s shall include

eir causes. Follow-up activitie
8.5.2).

The management responsible for
eliminate detected nonconformities and th
taken and the reporting of verificalion resulls‘(s_ee

NOTE See SO 10011-1, 1SO 10011-2 and 1SO 10011-3 for guldance.

8.2.3 Monitoring and measurement of processes
able methods for monitoring and, where applicable, measurement of the quality
These methods shall demonstrate the ability of the processes to achieve planned

The orgenization shall apply suil
| achleved, correction and corrective action shall be taken, as appropriale, to

management syslem processes.
resulls. When planned resulls are no
ensure conformity of the product.

8.2.4 Monitoring and measurement of product

s of the product to verify that product requirements

The organization shall monitor and measure the characlerlstic
f the product realization process in accordance with

have been mel. This shall be carried out at appropriale stages o
\he planned arrangements (see 7.1).

Evidence of conformily with the acceplance criteria shall be maintained R indi
. . Records
aulhorizing release of product (see 4.2.4). el Indele. e RS

roducl release and service deliver
Pro y shall not proceed unlil the planned arrangements (see 7.1) have been
salisfaclorily compleled, unless olherwise approved by a relevant authority and, where applicable, by th)e customer.

8.3 Control of nonconforming product 4 k:

The organizalion ¢
g shall ensure (hal product which does not conform to product requirements is identilied and

controlled lo plevelll Ils U”hlle“ded use or de"vely. Tl [c] COII"O'S a||d ’Glaled IGSPOI ls'blllhes a d authorilies
.
ll .‘ 10[
deall ng with noncon Olllllllg PlOdl cl shall be de"“Gd In a doculllellled plocedwe.

The orga i i
ganization shall deal wilh nonconforming product by one or more of the followi
a) by taking aclion to eliminale the detected nonconformily; i o

b) by authorizing its us eplance
@, release or accep un b
y . - \ der concession b h
. Y a relevant aulhority and, where a
' § pplicable, by

©) by taking action o preciude ils original intended use or applicat
plication.

Records of the nature of n

4 onconformitie

be maintained (see 4.2.4). s and any subsequent actions taken, including con i blained, shall
' cessions oblained, sha
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0

w ’ _verilication 10 demonstrale conformily (o the
formi duct is corrected it shall be subject lo re-ver
hen nonconlorming pro s i

requirements.
y or usé has started,

ed aller deliver >
cls, of the nonconformity.

{he organizalion shall take action

producl is detecl

When nonconforming :
ts, or polential clle

appropriale to the ellec

8.4 Analysis of dala . i
data to demonstrate the suitability and
i e appropr]aleconlinual improvement of the effectiveness of

re live
m and [0 evalua’® wpe d as a result of monitoring and

n shall determine, collecl
shall include data generale

he qualil management sysle
el yslem can pe made. This

nl sources.

The organizalio
elfecliveness of |
the quality management s
measurement and from other releva

The analysis of data shall provide informalion relating lo

a) cuslomer salisfaction (see 8.2.1),
y lo product requirements (see 7.2.1),

b) conlormit
of processes and producls includin

g opportunities for preventive action, and

c) characlerislics and lrends

d) suppliers.

8.5 Improvement

8.5.1 Continual improvement

uality management system through the use of

the effectiveness of the q
ata, correclive and preventive actions and

The organization shall continually improve
dit results, analysis of d

the quality policy, quality objeclives, au
managemenl review.

8.5.2 Correclive action

Tho organlza!ion shall take action to eliminate the cause of nonconformities in order to prevent recurrence.
Correclive aclions shall be appropriale lo the effecls of the nonconformities encountered.

A documenled procedure shall be established lo define requirements for

a) reviewing nonconformilies (including customer complaints)
’
b) delermining the causes of nonconformiies,
c) evalualing the need for action to ensure that nonconformities do not recur
; )

d) determining and implemenling aclion needed

e) records of the resulls of aclion taken (see 4.2.4), and

f) reviewing corrective action taken.

8.5.3 Preventive action

The Ofganllalion shall d i i mi S8S O e p
elermlne aclion lo 9" lll 0 preven: Ila
s . ale ‘he cau £
I I 0:1he e 6c S.0 0 entia ploblems.
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stablished 1o define requlremenls for

ilies and their causes,
nce of nonc

A documenled procedure shall be e
a) delermining polential nonconforim
jon lo pre
lion needed,

), and

{ : : i
b) evalualing the need for acl venl occurre onformilies,
menling ac

i
c) delermining and imple
aken (see 4.24

I
. d) records of resulls of aclion |

¢) roviewing preventive aclion taken.

Ck
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Annex B
(informative)
9001:1994

.»000 and ISO
etween 1SO 9001:20 o

b
Correspondence Jonce between 1SO 9001:1994 and IS0 9001
on

Aand >
Talife B.1.— GoITEsP 150 9001:2000
. [ e
150 9001:1994 -

L ————
1 Scope et i _/2’/’______*
SeOPeL T

2 Normative reference __‘__‘__/3/’/

O e

3 Definitions TRy |

4 Quality system requirements [title only)

]

. 4.1 Managemenl responsibility [title only] 5.1+5.3+54.1
4.1.1 Quality policy
4.1.2 Organization [lille only] 5.5.1 ‘ :
4.1.2.1 Responsibility and authorily e A

‘ 4.1.2.2 Resources 5.5.2
4.1.2.3 Managemenl represenlalive o
4.1.3 Managemenl review
4.2 Qualily system [litle only) i
4.2.1 General oy
4.2.2 Quality system proceduies .

4.2.3 Qualily planning

4.3 Conlracl review [litle only)
4.3.1 General ’
4.3.2 Review 62.+7.214+7.221723
4.3.3 Amendment lo a conlracl

7.2.2

4.3.4 Records e
4.4 Design conlrol [lille only]
4.4.1 General
. ‘ 4.4.2 Design and developmenl planning ¥l
4.4.3 Organizalional and lechnical inlerfaces 7341
4.4.4 Design inpul %.2.1 +7.3.2
4.4.5 Deslign output 7.3.3
. 4.4.6 Design review 7.3.4
4.4.7 Design verificalion 7.3.5
4.4.8 Deslgn validation 7.3.6 >
4.4.9 Design changes 737
4.5 Document and data control (lille only)
4.5.1 General - 423
4.5.2 Document and dala approval and issue 423
4.5.3 Document and data changes 4.2‘3
i 4.6 Purchasing [lille only] =
4.6.1 General
4.6.2 Evaluation of subconlmclms
4.6.3 Purchasing dala -
7.4.2

4.6.4 Verilication of purchased product
A 7.43




Table B.1 — Correspondence petween IS

]SO 9001:1994
producl

4.7 Conlrol of cuslomer-supplied
2.8 Producl identlilicalion and traceabilily
4.9 Process conlrol

4.10 Inspeclion and lesling (title only]
4.10.1 General

4.10.2 Receiving inspection and lesling
4.10.3 In-process inspection and tesling
4.10.4 Final inspeclion and testing
4.10.5 Inspeclion and tes! records
4.11 Conlrol of inspeclion, measuring and tes! equipment [title only]

4.11.1 General

4.11.2 Control procedure/

4.12 Inspection and lest slalus

4.13 Control of nonconforming product [title only]

0 9001:1994 and IS

0 9001 :2000 (continuea)
]SO 9001:2000

7.5.3
6.3+6.4+ 7.5.1+7.5.2

7.1+8.1
7.4.3+8.2.4
8.2.4

8.2.4
7.5.3+8.24

7.6
7.6

7.5.3

4.19 Servicing

4.13.1 General 8.3

4.13.2 Review and disposition of nonconforming product 8.3

4.14 Correclive and preventive aclion [title only]

4.14.1 General 8.5.2+8.5.3

4.14.2 Correclive aclion 8.5.2

4.14.3 Praevenlive aclion 8.5.3

4.15 Handling, slorage, packaging, preservation & delivery {title only)

4.15.1 General

4.15.2 Handling 7.5.5

4.15.3 Slorage 7.5.5

4.15.4 Packaging 7.5.5

4.15.5 Preservation 7.5.5

4.15.6 Delivery 7.5.1

4.16 Conlrol of qualily records 4.2.4

4.17 Internal qualily audils

4.18 Tralning 2':: it
7:54

4.20 Statislical lechniques [litle only)
4.20.1 Idenlilicalion of need

B8.1+8.23+8.24+84

4.20.2 Procedures

8.1+823+82.4+8.4




1:2000 and 1SO'9001:1994
1SO 9001:1994

ce between 1SO 900

1
.
1.2 Application —2’/’_____5
2 Normative reference 3_—_”}__’____,
3 Terms and definitions

4 Quality management syslem (title only) : T
4.1 General requirements (RS

4.2 Documentation requirements [tille only] s

4.2.1 General jo

4.2.2 Quality manual Ch . msn
4.2.3 Conlrol of documenls 18

4.2.4 Control of records

5 Management responsibllity [lille only] .

. 5.1 Managemenl commilment 13.2
5.2 Cuslomer focus 11
5.3 Quallty policy ]
5.4 Planning [litle only) 444
5.4.1 Qualily objeclives

] 5.4.2 Quality management syslem planning 4.23

5.5 Responsibllily, authorily and communication [litle only]
5.5.1 Responsibilily and authorily 4.1.21
5.5.2 Managemenl representalive 4.1.23
5.5.3 Internal communication
5.6 Managemenl review [title only]
5.6.1 General 4.1.3
5.6.2 Review input -
5.6.3 Review oulput

’ 6 Resource management [litle only]
6.1 Provislon of resources 4.1.2.2 =
6.2 Human resources [lille only]
6.2.1 General 4.1.2.2

. 6.2.2 Competence, awareness and Iraining 4.18
6.3 Infrastructure 49
6.4 Work environment 4.9
7 Product realization (lille only] :
7.1 Planning of producl reaiization 4.2.3 +4.10.1
7.2 Cuslomer-related processes [title only) 1

| 7.2.1 Determinalion of requirements relaled 1o (he product 432+4.4.4
7.2.2 Review of requirements related (o the product 432+4.33+434
7.2.3 Customer communication o ¥ T
7.3 Design and devel i T g
gn and development (litle only]

7.3.1 Design and development planning 442
7.3.2 Design and development inputs M-b g




2 — Correspondence bet

i fole B. .
- 1SO 9001:2000

JFign and development oulpuls

sign and development review

gsign and developmenl verification

pesign and development validation

and developmenl changes

AS)

f}7 Control of deslgn

'7:4,1 Purchasing process
1|7.4.2 Purchasing informalion

7.4.3 Verilication of purchased producl

7.5 Produclion and service provision [litle only]
7.5.1 Conlrol of production and service provision
7.5.2 Validation of processes for production
7.5.3 Identilication and traceability

7.5.4 Cuslomer properly

7.5.5 Preservation of producl

7.6 Control of moniloring and measuring devices

8 Measurement, analysis and improvement [litle only]

ween ISO 9001:2000
R

and service provision

and 1SO 9001 1994 (continued) .
1SO 9001:1994

_’__/’_—\

4.4.5
4.4.6
4.4.7
4.4.8
44.9
[Rras

4.6.2
4.6.3
4.6.4+4.10.2

4.9 +4.15.6+4.19
4.9
4.8 +4.10.5+4.12

4.7
4.15.2 4 4.15.3 +4.15.4 +.4.15.5

4.11.1+4.11.2

4.10.1 +4.20.1 +4.20.2

8.1 General

8.2 Monitoring and measurement [lille only]
8.2.1 Cuslomer salislaclion

8.2.2 Internal audit

8.2.3 Monitoring and measuremenlt of processes
8.2.4 Moniloring and measurement of product

417
4.17 +4.20.1 + 4.20.2
4.10.2 4+ 4.10.3 +4.10.4 + 4.10.5 + 4.20.1 + 4.20.2

8.3 Control of nonconforming producl

4.13.1 +4.13.2

8.4 Analysis of dala

4.20.1 +4.20.2

8.5 Improvement [lille only]
8.5.1 Conlinual improvement
8.5.2 Correclive aclion

8.5.3 Preventive aclion

4.1.3
4.14.1+4.142
4.14.1 +4.14.3
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