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l 
6.2 Human resources 

6.2.1 General 
Product q

uality shall be competent on the basis of appropriate education, 
Personnel performing work artecting 
training, skills and experience. 

6.2.2 Competence, awareness and training 

The organization shall 
a) determine the necessary competence for personnel performing work affecting product quality, 

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

c) evaluate the effectiveness of the actions taken, 
d) ensure that its personnel are aware of the relevance and importance of their activities and how they contribute lo 

the achievement of the quality objectives, and 
e) maintain appropriate records of education, training, skills and experience (see 4.2.4). 

6.3 Infrastructure 

The rganizalion shall determine, provide and maintain the infrastructure needed to achieve conformity to prod t 
requ rements. Infrastructure includes, as applicable · uc 

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 determine and requirements. manage the work environment n d d ee e to achieve conformity to product 

7 Product realization 

7.1 Planning of product realization 

The organization shall plan and de lc Y 

shall be consir.tent with the requlreve opt the processes needed for d . . men\s of the other processes 
0
f ~~a uct reahzat1o_n. Planning of product realization 

In planning product realization II . . ·:. . quality mnnugmnont tiyMom (aoll 4,1), 
, he organization shall det s: Jetermine the foll A 

a) quality objectives and requl owing, as appropriate: rements for the product; 
b) the need to e t bl' h . ..: ·.,,-_., -' slal list processes. d ··::y8 · 3 J0cuments, and-p--- i 
c) required verification, validatic ''®DP[ovlde resources sr fi 

for product accepla~ce· hon, monitoring, inspect! . . peclftc to the product; 
• · on and test actlviti 

d) records needed to provid . ies specilic \o \he product and \he criteria 
(see 4.2.4). Je evidence that the real] .'7' lzation proces 3ses and resulting product meet requirements 
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,/ t-ration's method of operations. 

:. suitable for the organ? 
The output of this planning shall be in a form st., . 

I System (including the product reahzalton process 
: ility management ili I es) 

NOTE 1 A document specifying the processes of the q~n '1 r contract, can be referred lo as a qua I y pan. 
and the resources to be applied to a specific product, pro]CG! V 

. . 
3 

t the development of product realization processes. 
i% yments given in 7.% 1O 

NOTE 2 The organization may also apply tile require 

7.2 Customer-related processes 

7.2.1 Determination of requirements related to the product 

The organization shall determine 
• • • • · 1 ding the requirements for delivery and post-delivery activities, 

a) requirements specified by the customer, inc u 
f specified or intended use, where known, 

b) requirements not stated by the customer but necessary or 

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 customer (e.g. submission of tenders, acceptance of contracts 
or orders, acceptance of changes to contracts 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 the ability lo meet the defined requirements. 

Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4). 

Where the customer provides no documented statement 
confirmed by the organization before acceptance. of requirement, the customer requirements shall be 

Where product requirements are changed, the orranizatio 
that relevant personnel are made aware of th h~ , L : n ~hell! ensure that relevant documents are amended and e c anged requirements. 

» 
NOTE In some situations, such as internet sales f . . 
relevant product inf r ' a ormal review is I t· · orma ion such as catalogues or advert·,s· · · . mprac ical for each order Instead the review can cover ing material. · 

7.2.3 Customer communication 

The organization shall determine 
relation to and implement effective 

arrangements for communicating with customers In 
a) product information, 

b) enquiries, contracts or order hand!' . Ing, including amendme 
c) customer feedback, includin . : . . . nts, and 

g customer complain -nts. 
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·' 7.3 Design and development 

h 

7.3.1 Design and development planning 
. d development of product. 

The organization shall plan and control the design an 
. h 'ation shall determine 

During the design and development planning, tlie organiz 

a) the design and development stages, 
b) the review, verificalion and validation that are appropriate to each design and development stage, and 

c) the responsibilities and authorities for design and-development. 

The organization shall manage the interfaces between different groups involved in design and development lo ensur 
effective communication and clear assignment of responsibility. 

Planning output shall be updated, as appropriate, as the design and development progresses. 

h 7.3.2 Design and development inputs 

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs shall 
include 
a) functional and performance requirements, 
b) applicable stalutory and regulatory requirements, 

c) where applicable, information derived from previous similar designs, and 

d) other requiremenls essential for design and development. 

These inputs shall be reviewed for adequac R · each other. y. lequirements shall be complete, unambiguous and not in conllict with 

7.3.3 Design and development outputs 

:he outputs of design and development shall be provided . · .. 
evelopment input and shall be approved prior to release. in a form that enables verification against the design and 

Design and development outputs shall 

a) meet the input requirements ford . esign and development 
b} provide appropriate information for pur h . ' 
) 

c asing, production a d f . 
c contain or reference product n tor service provision 

. acceptance criteria, and " 
d) specify the charnctorislics of the p d ro /uct that are essential for It s safe and proper use. 

7.3.4 Design and development review 

At suitable stages system:ti .: 
ar • auc reviews of d ,· . rangements (see 7.3.1) 1esign and.de "" 0evelopment shall bc , 
a) to evaluate the abTt 

1 
· ·. · e performed in accordance with planned 

, , y o \he results of de . 
b) to identify any problems and1 3Sign and development(o, 

+, . propose necessary.actiop, >Feet requirements, and 
Participants in such reviews sh . :-:-/':'. ·· .. s. 
stage(s) being reviewed. R all include repr.eseri · . .-, .. -· : 
4.24). ecords of the resu&/"?lives of functions the reviews and concerned with the design and development 

any necessary actions shall be maintained (see 
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ifi ·tion 7.3.5 Design and development verifica 
· · _ gements (see 7.3.1) to ensure that the desig 

'th planned arran! ts Records of th / and 
Verification shall be performed in accords~n~ea~~ development input requirement . . e results of , 
development outputs have met 11.1e de h~II be maintained (see 4.2.4). • 
verification and any necessary actions s - · .'·. • . (/_J;:~' 

I'd lion .--.'-Ii;~ 7.3.6 Design and development va I a · -/;.f,t,·-. 
3ordance with planned arrangements (see 75+f' 

· h II be performed in acc Ted appl'cat' · t · o.,-;~ Design and development validation s a tin the requirements for the spec1 ~ '. ,on or in e~ded use:1.W-; 
ensure that the resulting product is capab~e o! meeha1T· be completed prior to the delivery or rmplementat1on of lhe·-~ 
where known. Wherever practicable'. va!1dation s n necessary actions shall be maintained (see 4.2.4). -~,1 product. Records of the results of validation and a y f 

,a 
<} ., 

7.3.7 Control of design and development changes 

· . . , d and records maintained. The changes shall be reviewed, 
Design and development changes shall be ident,~eb f implementation. The review of design and developmenl 
verified and validated, as appropriate, and approve h 8 or\ on constituent parts and product already delivered. 
changes shall include evaluation of the effect of the c ange: · 

· d vary actions shall be maintained (see 4.2.4). Records of the results of the review of changes an any necess 

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 evaluate and select suppliers based on their ability to supply product in accordance with the 
organization's requirements. Criteria for selection, evaluation and re-evaluation shall be established. Records of the 
results of evalualions and any necessary actions aris.lnij° froni'lhe -~valuation shall be maintained (see 4.2.4). 

7.4.2 Purchasing Information 

Purchasing information shall describe the product to be purchased, includir ·hc t , rng w ere appropna e 
a) requirements for approval of product procedures pro d 

, , cesses an equipment, 
b) requirements for qualification or personnel, and 

c) quality management system requirements. 

The organization shall ensure the adequacy of :ifi 

supplier. speci led purchase requirements prior to their communication to the 

7.4.3 Verification of purchased product 

The organlza\ion sha\\ es\ab\ish and . 1 _ 
purchased product meets specified 5,,''Pent the inspection pol 

chase requirements, or other activities necessary for ensuring l 
Where the organization or Its customer . t : · · ·:_ -:,-:· 
shat state he intended verification an.a,,"]f9perform verification ate , , s sorgantaatl! 

ents and\method of rod e supplier's premises, the or! 
p uct release in the purchasing information. 

, 
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. Requirements 
Quality management systems 

1 Scope 

ri 

1.1 General lit management system where an -organization 
This International Standard specifies requirements for a qua 

I y. · 
· • 

1
- 'de product that meets customer and applicable regulatory 

a) needs to demonstrate Its ability to consistent Y prov 
requirements, and . . . . . h the effective application of the system, including processes for 

b) aims to enhance customer satisfaction throug! ,f nformity to customer and applicable regulatory 
continual improvement of the system and the assurance O co 
requirements. · 

NOTE In this International Standard. the term "product" applies only to the product intended for, or required by, a customer. 

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

Where any requirement(s) of this International Standard cannot be applied due to the nature of an· organization and 
its product, this can be considered for exclusion. 
Where exclusions are made,_ claims of conformity to this International Standard are not acceptable unless these 
exclusions are limited to requirements within clause 7, and such exclusions do not affect the organization's abilily, or 
responsibility, to provide product that meets customer and applicable regulatory requirements. 

2 Normative reference 

The following normative document contains ro · I , ·. · · • • ·. · · . 
this international Standard. For dated %,,",''®® Which, through reference in this text, constitute provisions dl 
publications do not apply. However parties to n, ~-•·. subsequent amendments to, or revisions of, any of these 
Investigate the possibility of applying the most r!~~e.~;me~ts pased on this International Standard are encouraged to 
references, the latest edition of the normativ ··d ~\~.pllton of the normative document indicated below. For undated 
registers of currently valid lnterm,tional Stand:rds~ci.iment referred to applies. Members of ISO and !EC -inaintain 

ISO 9000:2000, Quality management systems - F undamentals and vocabulary. 

3 Terms and definitions 

For the purposes of this International Stand: 
ard, the.terms and definition s, 

The following terms, used in this edition of . . . ns given in ISO 9000 apply. 
vocabulary currently used: 189. 9-~.Q1 ,\o clescr\b th ·. ~- , ... - .. · 0 e supply ch · (tecl lh8 ii6s ain, have been changed tore 

supplier • is. 
7 "organization . ., .. - -~. > customer 
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g r 1SO 9001:1994, and refers to the unit to which t; 
The term "organization" replaces the term "supplier" US® [[.,% [he term "subcontractor". "" 
International Standard applies. Also, the term "supplier" now rep a • 

11 
t rm "product" occurs, it can also mean "service" 

Throughout the text or this International Standard, wherever he le! 

4 Quality management system 

4.1 General requirements 
The organization shall establish, document, implement and maintain a quality manager@n! $ySlemn and continually 
• · -- • · 1 1 • ments or this International Stan ar . 
improve its effectiveness in accordance with the requlI6 

The organization shall 
a) identify the processes needed for the quality management system and their application throughout the 

organization (see 1.2), 

b) determine the sequence and interaction of these processes, 
c) determine 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 results and continual improvement of these processes. 

[)S© ocesses shall be managed by the organization in accordance with the requirements of-this International 
an ar g 

Where an organization chooses to outsource an I · organization shall ensure control over such y process that affects product conformity with requirements the 
within the quality management system. processes. Control of such outsourced processes shall be identified 

NOTE Processes needed for the quality management s stem ~' ·. . . . 
activities, provision of resources product realization and y relerred lo above should include processes for management · measurement. 

4.2 Documentation requirements 

4.2.1 General 

The quality management system documentati ;h . ion s all include 
a) documented statements of a qualityp r . 
b) 

. . o icy and quality objectives 
a quality manual, 

c) documented procedures required by th' I . ~ Is International Standard 

d) ~~~uments needed by the organization to ensure· th ' 
. -~ eff eclive plannln o . 

e) records required by this 
1 1 

. 
9• peration and control of its processes, 

n ernahonat Standa d ( Ir (see 4.2.4 
NOTE 1 Where the term "dc ) · · I bl' h ocumented proc d " .. es a is ed. documented im I e ure appea . , plemented and maintained rs-within this Inter t' · national Sta d niard, this means that tho procedure ls 
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. differ from one organization lo another due 1 [gr documentation can I0 
- NOTE 2 The extent or the quality management syS e . .. 

a) the size of organization and type or activities, 
· · t actions and b) the complexity of processes and their n er,. ' . 

c) the competence of personnel. 
type of medium. 

NOTE 3 The documentation can be in any form or 

l 

4.2.2 Quality manual 
. . alit manual that includes 

The organization shall establish and maintain a qu ly . . . . ir 5Juding details of and justification for any exclusions (see 1.2y 
a) the scope of the quality management system, inclu im · , 

. h lily management system, or reference to them, and 
b) the documented procedures established for t e qua • _ 

· · · f the quality management system. 
c) a description of the interaction between the processes 0 

4.2.3 Control of documents 

Documents required by the quality management system shall be controlled. Records are a special type of document 
and shall be controlled according to the requirements given in4.2.4. 
A documented procedure shall be established to define the controls needed 

a) to approve documents for adequacy prior to issue, 

b) to review and update as necessary and re-approve documents, 

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

d) to ensure that relevant versions of applicable documents are available at points of use, 

e) to ensure that documents remain legible and readlly ldentlfiable, 

f) to ensure that documents of external origin are Identified and their distribution controlled, and 

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are 
retained for any purpose.. 

4.2.4 Control of records 

Records shall be established and maintained to 'd · . • · ' 
operation of the quality management syst, "9\de evidence of conformity to requirements and of the effective 
documented procedure shat to esta,,,,,'; ,,]7?9s shall remain legible, readily identifiable and retrievable. A 
retrieval, retention time and disposition of recoord; tne the controls needed for the identification, storage, protecl1on, 

5 Management responsibility 

5.1 Management commitment. 

Top management shall provide evide : 
management system d ,, Jence of its commitment to the x 
'and cortiualy improving'iis'iiissi&,k',',"? ®lopment and implementation of a qua 

a) commurncatlng to \he organ\za\io . .- , .. 
requirements, >n the importance of meetino. 

b) s ·. · g customer as well as s\a\u\ory and reguta\ol'f 
establishing the quality policy, 

c) ensuring that quality objectives are t • established, 
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ws, and d) r:onducling management rev1e . , 

e) ensuring the availability of resources. 

5.2 Customer focus . ied and are met with the aim of enhancing 
·· ite are determlt uirements re that customer req Top management shall ensu nd 8.2.1 ). 

customer satisfaction (see 7.2.1 a 

5.3 Quality policy 

Top management shall ensure that the quality policy 
f the organization, ·,, of [} 

a) is appropriate to the purpose O r ally improve the effectiveness o t e qualily 
. h juirements and contunu 1,) includes a commitment lo comply wit req 

management system, . . ualil objectives, 
c) provides a framework for establishing and reviewing q y 

d) is communicated and understood within the organization, and 

e) is reviewed for continuing suitability. 

5.4 Planning 

5.4.1 Quality objectives 

• • : 1 d' those needed to meet requirements for product [see Top management shall ensure that quality objectives, "",",,, ihe organization. The quality objectives shall be 7.1 a)], are established at relevant functions an levels w 
measurable and consistent with the quality policy. · 

5.4.2 Quality management system planning 

Top management shall ensure that 

c' a) the planning of the quality management system is carried out in order to meet the requirements given in 4.1, as • 
well as the quality objectives, and 

b) the integrity of the quality management system is maintained when changes to the quality management system me planned and Implemented . • ..1 

5.5 Responsibility, authority and communication 

5.5.1 Responsibility and authority 

Top management shall ensure that responsibilities and author·,t·,es d ·ithin the 
orgnnization. are defined and communicate WI 1 

5.5.2 Management representative 

Top management shall appoint a member ol 
responsibility and authority that Includes m~nagemen\·who, Irrespective of other responsibilities, shall ha~e 
a) ensuring that processes needed for th· 

maintained, e quallty. management system are established, implemented and 



5.5.3 Internal comnunlcutloh 

t J 
,.JI <rn"iJm tJ1:;it "3f)J?f9J)r'i6113 comrn1Jni1::~rion Pf9C-'.;~S?S :3~? '?"S\9iblished w:th'n ,, ~ 

top management $9 15.U' 4,, 3fecti» s th ±p Ve 0rga; rid hat communication takgs place regarding the effectiveness of the qually management system. "°@@ti, 

5.6 Management review 

5.6.1 General 

Top management shall review the organization's quality management system, at planned intervals to . 
r · Th" : th ll • J d · ' ensure its continuing suitabllity, adequacy and e fect,veness. 1s reviews a me u e assessing opportunities for im 

and the need for changes to the quality management system, including the quality policy and quality objeit;~;:~ent 

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) customer 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 affect the quality management system and 
g) recommendations for improvement. ' 

5.6.3 Review output 

Tho output rrom the man. • 
agement review shall incl d 

a) Improvement of the errectiv ute any decisions and actions related to 
b) · eness of the quallt 

improvement or product related t y management system and its processes 
c) 0 customer r .' resource needs. [equirements, and 

6 Resource management 

6.1 Provision of resources 

The org I ' an zat1on shnll deter . 
a) t :. (mine and pr 'd . ·. o implement and . , [ovido the rogo 
b) 1c maintain the quality "?"UC@s no@ded 

0 enhance rnanag · ·· Customer satislac, 19ment.system ction by meeting · .... ·· 8nd continually improve its effectiveness, and 
Custome r requirements, 
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7.5 Production and service provision * 
7.5.1 Control of production and service provision 

. d ervice provision under controlled conditions. Control! 
The organization shall plan and carry oul production an st led 

conditions shall include, as arplicnl,le 
, . ti h racteristics of the product, 

a) the availability of information llwl descrrbes 1e c a 

b) the availability of work instructions, as necessary, 

c) the use of suitable equipment, 
d) the availability and use of monitoring and measuring devices, 

e) the implementation of monitorinv and measurement, and 

f) the implementation of release, delivery and post-delivery activities. 

7.5.2 Validation of processes for production and service provision 

The organization shall validate any processes for production and service provision where the resulting output cannot 
be verified by subsequent monitoring or measurement. This Includes any processes where deficiencies become· 
apparent only after the product is in use or the service has been delivered. 

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 criteria 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 Identification and traceability 

Where appropriate, the organization shall identify th d . . a proluct by suitable • means throughout product realization. 
The organization shall Identify lhe product status with respect to monlto I d ring an measurement requirements. 

Where traceability is a require m 
(see 4.2.4). ent, the organization shall control and • record the unique identification of the product 

NOTE In some industry sectors. configuration man; 
agement is a means by whic . . . . h rdent1hcat1on and traceability are maintained. 

7.5.4 Customer property 

The organization shall exercise car . . 
by the organization. The orc ,, Fe with customer.pror ry, 4 , 
or incorporation lmtc [9@nlzalion shall ldenpf, '''PPOrly while it is unde ±n 
use, this sh-i,,"? @ product. If any cusis-" My protect and ",,,' ® organization's controt or bating us® 

e reported to he customer as,'[P[9Party is lost, d,,,"9@rd customer property provided tor us® 
NorE coso '9smalntalned(&,,°.9r otherwise found to be unsuitable l 

storer property can include imtellc '??®%< +2.4), ectual property, 
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7.5.5 Preservation of product . . 

d . g internal processing and delivery to the int 
jt ·f product lurin 1d te :tic endeg The organization shall preserve the confornllY,,',on, handling, packaging, storage anc protection. Preservar, 

destination. This preservation shall include rde_ntr ,ca 1 
' n 

shall also apply to the constiluenl parts of a product. 

7.6 Control of monitoring and measuring devices 
:. ar and measurement to be undertaken and the monitoring a,q 

The organization shall determine_ the ~onrtonngconformily of product to determined requirements (see 7.2.i), 
measuring devices needed to provide evidence of 

. ~ that monitoring and measurement can be carried out and a; 
The organization shall establish processes. 10 ensur .1 . g and measurement requirements. 8 

carried out in a manner that is consistent with the monr orrn 

Where· necessary to ensure valid results, measuring equipment shall 
. . . d ifi·d i trvals, or prior to use against measurement standards traceable lo a) be calibrated or venhe at speer re n e ' ' · th b · df • international or national measurement standards; where no such standards exist, ie asrs use or calibration o; 

verification shall be recorded; 
b) be adjusted or re-adjusted as necessary; 
c) be identified to enable the calibration status 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 addition, the organization shall assess and record the validity of the previous measuring results when lhe 
equipment is found not to conform to requirements/The organization shall take appropriate action on the equipmenl 
and any product affected. Records of the results of calibration and verification shall be maintained (see 4.2.4). 

When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy 
the intended application shall be confirmed. This· shall· be undertaken prior to initial use and reconfirmed as 
necessary. 

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

8 Measurement, analysis and improvement 

8.1 General 

The organization shall plan and implement the m ·it 3 
needed onitoring, measurement, analysis and improvement processes 

a) to demonstrate conformity of the product, 
b) to ensure conformity of the quality man n . · lagement system, and .. 
c) to continually improve the effectiveness of the qualip, +: 

. . a I Y management system 
This shall include determination of applicabl .. : . 

e methods, includin ;t, r . 
· ·' :: . · g statistical techniques, and the extent of their use. 

8.2 Monitoring and measurement 

8.2.1 Customer satisfaction 

As one of the measurements of the. 
intoration relating to customer ,"2@cs of the qua 
monos tor oiating and usiig its ,,",,2z or i%',"","",,{' gysom». o organzas snag" 

. n shalJ.,be _determined zatlori has met customer requirements. 
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,' 0.2.2 Internal audit . · Is 
10 

delermine whether lhe quahly management 
• . I en~ at planned inlerV@ 

The organization shall conduct internal au0lo syslem · p puirements ol this lnlernalional Standard and lo lhe 
I (see 7.1), to the reqt +d 

a) conforms to the planned arranger@- ,j,jjshed by the organization, an 
quality managemenl system requirements esla 

b) is effectively lrnplemenled and maintained. 
id ition the status and importance of the processes and 

An audit programme shall be planned, taking into CO,',,,, audit criteria, scope, frequency and methods shall 
areas to be audited, as well as the results of prevlOl] [7,-,sure objectivity and impartiality of the audit process. 
be defined. Selection of auditors and conduct of au ts sha 
Auditors shall not audit their own work. · :. id di :ting audits, and for reporting resulls and maintaining 

'if The responsibilities and requiremenls for planning an con uc ' 
records (see 4.2.4) shall be defined in a documented procedure. 

audited shall ensure that actions are taken without undue delay lo 
The management responsible (or lhe area being ;tivlties shall include the verification of the actions 
eliminate detected nonconformities and their causes. Follow-up ac IV 
takon and the reporting of verification results (see 8.5.2). 

NOTE See ISO 10011-1, ISO 10011-2 and ISO 10011-3 for guidance. 

8.2.3 Monitoring and measurement of processes 
The orgenization shall apply suitable methods for monitoring and, where applicable, measurement or the quality 
management system processes. These methods shall demonstrate the ability of the processes to achieve planned 
resulls. When planned resulls are not achieved, correction and corrective action shall be taken, as appropriate, to 
ensure conformlly of the product. 

8.5. 

do 

8.2.4 Monitoring and measurement of product 

The organization shall monitor and measure the characteristics of the product to verify {hat product requirements 
have been met. This shall be earned out al appropriate stages of the product realization process in accordance with 
the planned arrangements (see 7.1). 

Evidence of conformity with the acceptance criteria shall be maintained Records authorizing release or product (see 4.2.4). " shall indicate the person(s) 

Product release and service delivery shall n 1 · · satisfactorily completed, unless otherwise ap o ~r~ceed I until the planned arrangements (see 7.1) have been prove Ya re evant authority and, where applicable, by the customer. 

8.3 Control of nonconforming product 

The organization shall ensure that product hi::h . controlled to prevent its unintended use , 5,,"]] "es not conform to product requirements is identified and 
dealing wllh nonconforming product shall be deflnadi/~,od controls and relaled responsibilities and authorities for 

ocumentod procedure. 

The organization shall deal with nonco f I n orm ng product by one o f 
a) by taking acllon to eliminate th de or more o the following ways: 

e elected nonconformll . 
b) by authorizing its use releas Y, the customer· ' 8 or accep\ance under concession b c) b I kl ' y a relevant authority and, where applicable, by 

y a ng acllon to preclude ils original int id en led use or application 
Records of Iha nature of nonconlormin. 
be maintained (see 4.2 4), rmities and any subsequent :ti · · · ac ions taken, including concessions obtained shall 
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• 1 demonstrate conformity lo the 
re-verification IO 

led il shall be subject lo 
When nonconforming product is correc 
requirements. started, the organization shall lake action 

e Jetected alter delivery or use has 
When nonconforming product is ~ I II els of the nonconlorm1ly. 

Ir l or polenlm c c • approprlale lo 1hr. e cc s, 

8.4 Analysis of data . d ta to demonstrate the suitability and ropriate 1a ff . .. illect and analyse app! tinual improvement of the e ecl1veness or 
The organizalion shall determine, c~ system and fo evaluate whe~ ~on eneraled as a result of monitoring and 
effectiveness of lhe quality managemen de This shall Include a a g 
the uality management system can be ma . 
mea~urement and from other relevant sources. 

The analysis of data shall provide information relating to 

a) customer salisfaction (see 0.2.1), 

b) conformity lo product requirements (see 7.2.1), . . . . 
• • 

1 
d' g opportunities for preventive action, and 

s and products inc ulin c) characteristics and trends or processe 

d) suppliers. 

0.5 Improvement 

8.5.1 Continual Improvement 

The organization shall continually improve the effectiveness of the quality management ~yStem t~~ough ~~e use 
0
~ 

the quolily policy, quality objectives, audit results, analysis of data, corrective an preven ive ac ons an 
management review. 

8.5.2 Corrective action 

Tho organization shall lake action lo eliminate the cause of nonconformities in order to prevent recurrence. . • 
Corrective actions shall be appropriate to the effects of the nonconformities encountered. 

d documented procedure shall be established lo define requirements for 

a) reviewing nonconformities (including customer complaints), 

b) determining lhe causes or nonconformities, 

c) evaluating the need for action lo ensure that nonconformities do not recur, 

d) determining and implementing action needed, 

e) records of the results of action taken (see 4.2.4), and 

f) reviewing corrective action taken. 

8.5.3 Preventive action 

The organization shall determine action lo eliminate th . . 
occurrence. Provent/vo actions shall be appropra,',] "®®,9!gtentlal nonconformities in order to prevent their 

"v 1o effects of;th#'potential problems. 
«E 
a3 as al 

: 
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' st A clocumenlecl procedure sht1II bo eslablishecl 10 define requirements for 

a) determining potential nonconfonnllies and thoir cnuscs, 
b) evaluating lhe need for aclion 10 prevent occurrence or nonconformities, 

c) determining and implemcnling action needed, 

cl) records or resulls of action taken (see 4.2.4), and 

c) reviewing preventive action lailen . 

• 
• 

C 

'· ·• J 
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Annex B 
(informative) 

Correspondence between ISO 9001 :2000 and ISO 9001 :1994 
Table DB.1 Correspondence between ISO 9001:1994 and ISO 9001:2000 

• 
• 

• 
• 

ISO 9001 :2000 

1 [5as»asnssnsss. L, 
3 Definitions 3 

ISO 9001 :1994 

1 Scope 

, 4 Quality system requlremenls llitle only] 
4.1 Management responsibility [title only] 

4.1.1 Oualily policy 
'1.1.2 Organization (Ulle only) 
4,1.2.1 Responsibility and authiorily 

'1.1.2.2 Resources 
4.1.2.3 Management representative 
4,1.3 Management review 
4·2 Quality system [title only] 

5.1 +5.3+5.4.1 

4.2., 1 General 
4·2·2 Ouallly syslem proccd111es 
4.2.3 Ouallly planning 
4.3 Contract review llille only] 
4.3.1 General 
4.3.2 Review 
4,3.3 Amendment to a contract 
4 .3.4 Records 
4.4 Design conlrol (lille only] 
4.4.1 General 
4.4.2 Desi d gn an developmenl planning 
4.4.3 Organizational and lechnical inlerlaces 
4.4.4 Design inpul 
4 .4.S Design oulpul 
4,4.6 Design review 
4.4.7 Design verification 
4,4.0 Design validation 
,4.4.9 Design changes 
4.5 Document id d 4.5 1 G an ala conlrol (title only) 

· · cneral 
4.5.2 Document and datn 4.5.3 Do la approval and issue 
._· · ocumenl and d 1 an clmnges 
4.6 Purchasing (title only] 
4·6· t General 
4 .6.2 Evalualion I . 4 6 3 P ol subcontractors 

4 
· · urchasing dnla 
.G.4 Verllicalion of purchased product 

5.5.1 
6.1 + 6.2.1 

5.5.2 
5.6.1 + 8.5.1. 

4.1 + 4.2.2 

4.2.1 
5.4.2 + 7.1 

5.2 + 7.2.1 + 7.2.2 + 7.2.3 
7.2.2 
7.2.2 

7.3.1 

7.3.1 
7.2.1 + 7.3.2 
7.3.3 

7.3.4 

7.3.5 

7.3.6 

7.3.7 

4.2.3 

4.2.3 

4.2.3 

7.4.1 

7.4.2 
7.4.3 



• 
• 

• 
• 

correspondence between 
.. 

3 Table B.1 
ISO 9001 ;2000 

- 

,-- 1so 9001:1994 

1 7.5.4 

4.7 Conlrol or customer-supplied producl 

AJA 

:! 4.8 Product identification and traceabilily 

7.5.3 
6.3 4 6.4 + 7.5.1 + 7.5.2 

4.9 Process conlrol 
4. 10 lnspecllon and lesling 1111/e onlyl 7.1 + 8.1 

4.10. 1 General 7.4.3 + 8.2.4 
4.10.2 Receiving lnspeclion and lesling 0.2.4 
4.10.3 In-process lnspeclion and lesling 8.2.4 
4.10.4 Final inspoclion and lesllng 
4. 10.5 rnspoclion and lesl records 

7.5.3 + 8.2.4 

4.11 Conlrol ol lnspecllon. measurirog nnd tesl equlpmenl llille only) 

4.11.1 General 
7.G 

4.11.2 Control procedure 
7.6 

4.12 lnspeclion and lest slalUs 
7.5.3 

4.13 Conlror or nonconforming producl [lille only) 

4. 13.1 General 
8.3 

4.1 3.2 Review and disposilion or nonconforming producl 
8.3 

4, 14 Correclive and prevenlive aclion llille only) 

4.14.1 General 
8.5.2 + 8.5.3 

4 .14 .2 Correcllve aclion 
8.5.2 

4.14.3 Prevenllve aclion 
8.5.3 

4. 15 Hnndling. slorage. packaging. preservallon & 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.G Delivery 7.5.1 

4.16 Conlrol or qualily records 4.2.4 
4.17 lnlornal qualily audlls 8.2.2 + 8.2.3 
4. 18 Training 
4. 19 Servicing 

6.2.2 

4 .20 Slallsllcal techniques [lille only) 
7.5.1 

4.20.1 ldentllication of need 
4.20.2 Procedures 

8.1 + 8.2.3 + 8.2.4 + 8.4 

0.1 + 8.2.3 + 8.2.4 + 0.4 

jgO 9001:1994 and ISO 9001:2000 (continued) 



d ISO' 9001:1994 9001:2000 an 
de nee between ISO ISO 9001 :1994 Table B.2 - Correspon . - 

ISO 9001 :2000 

'7Scope 
1.1 General 

' 1.2 Appllcalion 

2 Normative reference 

• 

3 Terms and definitions 
4 Quality management system (lilfr. only) 

4 1 General requirements 

4.2 Documentation requirements [title only] 

4.2.1 General 
4.2.2 Quality manual 

4.2.3 Control of documenls 

• 
• 

2 

3 

4.2.1 

4.2.4 Control of records 
5 Management responsllJllily (lilie only) 

S.1 Management commllmenl 

4.2.2 
4.2.1 
4.5.1 + 4.5.2 + 4.5.3 
4.16 

5.2 Cuslomer focus 

5.3 Ouallly policy 

5.4 Planning [title only] 
5.4.1 Quality ob)eclives 
r- 4 2 Quallly management system planning 

4.1.1 
4.3.2 
4.1.1 

o.0. av it ly] 

5.5 Responslbllily, aulhorlly and communicalion [hlle on y 

5.5. 1 Responslbilily end aufhorily 
5.5.2 Management represenlnlive 

5.5.3 Internal communicalion 

4.1.1 

4.2.3 

4.1.2.1 
4.1.2.3 

5.6 Management review (tilfe only) 

5.6.1 General 

5.6.2 Revlow Input 
5.6.3 Review output 

4.1.3 

G Resource management [title only] 
6.1 Provision of resources 4.1.2.2 
6.2 Human resources (lille only( 

6.2.1 General 

6.2.2 Competence, awareness and !raining 
4.1.2.2 

4.18 
6.3 Infrastructure 4.9 
6.4 Work environment 4.9 
7 Product reallzallon (lllie only( 

7. 1 Planning of product reaiizallon 

7 .2 Cuslomer-relaled processes (lllle only] 

7.2.1 Determination of requirements related to the product 
7.2.2 Review ol requirements related to lhc product 
7.2.3 Cuslomer communication 

4.2.3 + 4.10.1 

7.3 Design and development [title onty] 
7.3.1 Design and development planrinq 
7.3.2 Design and development inputs 

4.3.2 + 4,4,4 

4.3.2 + 4,3.3 + 4.3.4 
4.3.2 

4.4.2 4 4.4.3 
4.4.4 



!' 91:2000 and ISO 9001:1994 (continued) 
d between ISO 90 · . [le B.2 Correspondence ISO 9001:1994 

iso 9o61:2000 4.4.5 
n and developmenl oulpuls g 

;l,glgn and development review 

'aslgn and development verification 
·oeslgn and development validation 

'7 Control ol design and development changes 

4,4.6 
4,4.7 
4,4.0 
4,4.9 

purchasing (title only) 

7.4.2 Purchasing inlormallon 

7.4.3 Verlficalion of purchased producl 

4.6.2 
4.6.3 
4.6.4 + 4.10.2 

7.5 Produclion and service provision (lille onlyj 
7.5.1 Conlrol of production and service provision 
7.5.2 Validalion of processes for production and service provision 
7.5.3 ldenlificalion and lraceabilily 

7.5.4 Cuslomer properly 

7.5.5 Preservation of product 

• 

4.9 4 4,15.6 + 4.19 
4.9 
4.8 + 4.10.5 + 4.12 

4.7 
4,15.2 4 4.15.3 4 4,15.4 4.4.15.5 

7.6 Control of monllorlng an.d measuring devices 
4,11.1 4 4.11.2 

0 Measurement, analysis and Improvement (lille only) 

0.1 General 
4.10.1 +4.20.1 +4.20.2 

0.2 Monllorlng and measurement [title only] 
0.2. 1 Customer sallsfaclion 

0.2.2 Internal audll 
B.2.3 Monitoring and measurement of processes 

0.2.4 Monitoring and measurement ol product 

4.17 
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 

0.3 Control of nonconforming product 4.13.1 + 4.13.2 

8.4 Analysis of data 4.20.1 + 4.20.2 

0.5 Improvement (lille only) 

0.5. 1 Conlinual improvemenl 

0.5.2 Correclive acllon 
0.5.3 Preventive aclion 

4.1.3 
4.14.1 +4.14.2 

4,14.1 + 4.14.3 

• 
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