ISO/FDIS 9001:2008(E)

Annex B
(informative)

Changes between I1SO 9001:2000 and ISO 9001:2008

Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008

Paragraph/ Ads!ﬁi(A) on
1SO 9001:2000| Flgure/ or .
Clause No. Table/ | Deletien Amended text
Note (D)
Foreword Para 2 D+A Intamational Siandards are drafied in accordance with tha rules given in the ISOAEC Directives,
Foreword Para 3, A
Sentence 1
Foreword Para 4, D+A Attantion is drawn to the possibility that scme of the elemants of this International Standard
Sentence 1 documant may be the subject of patent rights.

Foreword Para & D International-Standard 150 9001 was prepared by Technical Commitiee ISO/TC 176, Quamy
management and quality assurance, Subcommitiee SC 2, Quality systems.

Foreword Para 6 B

A

Foreword Para 7 D

Foraword Para 8 D

Foreword Newpara7 [A

0.1 Para 1, D

Sentence 2
A

0.1 Para 4 A This international Standard can be used by internal and external parties, including certification
bodies, to assess the organizalion's abliity to mest customer, Sialutory and regulatory
requirements applicable to the praduct, and the organization’s own reguirements.

0.2 Para 2 D+A For an organization to function etfactivaly, it has to idestify delermine and manage numerous
linked activities. An activity or set of activitles using resources, and managed in order 1o enable
the transformation of inputs into outputs, can be considered a process.

0.2 Para 3 A The application of 8 system of processes within an organization, together with the identification
and interactions of these procasses, and their management fo_produce the desired outcome,
can be referred to as the “process approach”.

0.3 Para 1 D+A IS0 9001 and 130 8004 have-been

0.3 Note A
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ISO/FDIS 9001:2008(E)

Table B.1 — Changes between ISO 9001:2000 and 1SO 9001 2008 (continued)

Paragraph/ Aﬁd)lﬂml
_jrso0 c001:2000] Figure/ {A) or
ClauseNo. | Table/ |Deletion Amended text
Nota (D)
0.4 Para 1 D+ A
1.1 Bullet a) A a) needs to demonstrate its ability to consistently provide product that meets custorner and
applicable statutory and regulatory requirements, and
Bullet b) A b) alms to enhance customer satisfaction through the effactive application of the system,
including processes for continual improvement of the system and the assurance of conformity to
customer and applicable statutgry and regulatory requirements.
Note D i - orod 3
A
New Note 2 |A
1.2 Para 3 A Where exclusions are made, claims of conformity to this International Standard are not
accaeptable unless these exclusions are limited 1o requirements within Clause 7, and such
exclusions do not affect the organization's abliity, or responsibility, to provide product that meets
customer and applicable statutory and regulatory requirements.
2 Para 1 D+ A } f }
A
D+A 1SO S000:R20602005, Quality management systems — Fundamentals and vocabulary
3 Paras 2, 3 D [ho-following-terms—used-in{his-editiono D-0001-to-deceribo-tho-supp . ]
4.1 Bullet a) D+A a) identily determine the processes needed for the quality management system and their
application throughout the organization (see 1.2),
4.1 Bullet e) A e) monitor, measure (where applicable), and analyse these processes, and
4.1 Para 4 D+A Where an organization chooses to outsource any process that affects product conformity with to
{requirements, the organization shall ensure conlrol over such proceases, The type and extentof
(! d ] 1858 tread procasses shall he defined w || e
management system,
4.1 Note 1 D+ A NOTE 1 Processes needed for the quality management system referred to above sheuld include
processes for management activities, provision of resources, product readization and
measurement, analysls and improvemant. ‘
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ISO/FDIS 9001:2008(E)

Table B.1 — Changes between ISO 8001:2000 and ISO 9001:2008 (continued)

Paragrae;;hl Addition .
ISC 9001:2000|  Figur {A)or
Clause No. | Table/ | Deletion Amended taxt
Note (D)
4.1 New A
Notes 2 & 3
4.2.1 Bulletc) A ¢) documented procedurss and records required by this International Standard, and
4.2.1 Bulfet d) A+D d) documents, including records, needed determined by the organization to bg nacessary to
. ensure the effective planning, oparation and contral of its processes. and
421 Butiet e) D coordsrequired A
4.2.1 Note 1 A NOTE 1 Where the term “documented procedure™ appears within this International Standard,
this means that the procedure is estabiished, documented, implemented and maintained. A
ngle 4o ment may gadras neg requiremean Or. one o =) 2 -__ =) I g
423 Bullet f) A fyto ensure that docum?ms of external
z [Gl0N Cof the gua
controlled, an
4.24 Para 1 D+A Records shallbe established and-maistgined to provide evidence of conformity to requirements
and of the effective operation of the quality management system ghall be confroliad. Resords-
) ish a documented procedure shall-be-established 1o define the
controls needed for the identiflcation, storage, protection, retrieval, retention ime and disposition
f records.
56.56.2 Para 1 A Top management shall appoint a member of the organization's management who, irrespective of
other responsibilities, shali have responsibility 2nd authority that includes
6.2.1 Para 1 A+D Personnel performing work affecting conformity fo product quality requirements shall be
competent on the basis of appropriate education, tralning, skills and experience.
New Note {A
6.2.2 Clause tite |A+D Competence, iraining and awareness and-training _
6.2.2 Bulletsa) |A+D a) determine the necessary competence for personnel performing work affecting conformity to
. & b) product quality requirements,
» provide training or take other actions to satisfy-these-needs achiove the.
6.3 Bullet ¢} A ¢) supporting services (such as transport, communication or information_systems).
6.4 New Note  |A
71 Bullet b) A+D b} the need to establish processes and documents, and to provide resources spacific to the
product;
7.1 Bullet ¢) A C) required verification, validation, monitoring, measurement, inspection and test activities
specific to the product and the criteria for product acceptance;
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ISO/FDIS 9001:2008(E)

Table B.1 — Changes between ISO 8001:2000 and ISO 9001:2008 (continuech

Paragraph/ Add)nign

1S0O 9001:2000{ Figure/ (A) or
Clause No. | Table/ |Deletion Amended text
Note (D}

7.2.4 Bullet c) D+ A ¢} statutory and regulatory requirements related applicable to the product, and

Bullet d}, D+ A d) any additicnal requiroments determined considered necessary by the organization.

New Note {A i vities | xample, agli under i
7.3.1 New Note (A
7.3.2 Para 2 D+A Frese The Inputs shall be reviewed for adequacy. Requirements shall be compiete,

_ unambiguous and not in conflict with each other.

7.33 Para 1 D+A The outputs of design and deveiopment shall be previdecHn-a-orm-that-enables in a form
suitable for veriflcation against the design and development input and shall be approved prior to
release.

7.33 New Note [A

7.5.1 Buliet d) D+A d) the availability and use of monitoring and measuring devices aquipment,

7.51 Bullet f) A f) the implementation of produgt releass, delivery and post-gelivery activitios.

752 Para 1 D+A The organization shall validate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement. Thie-

deficiencles become apparent only after the product is
in use or the service has been delivered. .

7.53 Para 2 A The organization shall identity the product status with respect to monitoring and measurement
requiraments izati

7.53 Para 3 D+A Where traceabllity Is a requirement, the organization shall controt and-reserd the unique
identification of the product and maintain racords (sees 4.2.4).

7.5.4 Para 1, D+A It any customer property is fost, damaged or otherwise found to be unsuftable for use, thic-shal-

Sentence 3 ba-reporediothe-customerandrecerde-maintsined
customer and maintain records {see 4.2.4).
Note A NOTE Customer property can include intellectual property and personat data,

7.5.5 Para 1 D+A The organization shali preserve the eerfemity-af product during internal pracessing and delivery
to the intended destination i i . i
preservation shall include Identification, handling, packaging, storage and protection.
Preservation shall also apply to the constituent paris of a product.

7.6 Title D+A Control of monitoring and measuring devieas_equipment

7.6 Para 1 D+A The organization shall determine the monitoring and measurement to be undertaken and the
moniloring and measuring deviees equipment needed to provide evidence of conformity of
product to detsermined requirements 243,

7.6 Bullet a} A a) be callbrated or verified, or hoth, at specified intervals, or prior to use, against measurement
standards traceabls to international or national measurement standards; where no such
standards exist, the basls used for cabration or verification shall be racorded (see 4.2,4);

7.6 Bullet ¢} D+A jatus

7.6 Para 4, Now new |Records of the resulls of calibration and verification shall be maintained (see 4.2.4)
' Sentence 3 |para 5,
without
change.
7.6 Note D+A Nem&eﬂsmeom-amusmma-a-wm
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ISO/FDIS 5001:2008(E)

Table B.1 — Changes between IS0 9001:2000 and 150 9001:2008 (conl/nued)

Paragraph/ j Aéld’iﬁﬁﬂ
IS0 90dn:2000| Figure/ A)or
Clause No. Table/ | Doletion Amended text
Note (D}
81 Builet a} D+A a) 1o demonstrate conformity eﬂh&pmsemmmm:egmmnm
8.2 Note A
822 New Para 2 [A
822 Para 3 D+A
g2.2 Para 4 A . The managemen! responsible for the area being audited shall ensure that
ara taksn withoul undue delay 1o eiiminale detected
nonmnformmes and their causes.
822 Note D+A NOTE-560-180-100H1-1180-10011-4-andS0-18044-3; Sen [S0Q 19011 for guidance,
823 Para 1 D When planned results are not achieved, carrection atd corractive action shall be taken, as
Sontence 3 appropriate; 3
823 Note A
824 Para 1 A The urganization shall monfior and measure the characteristics of the produet to verily that
product requirernents have bean met. This shall ba camled out at appropriate stages of the
produm realszatmn pmcess in accordance w!th the planneﬂ arrangements (see 7.1). Evidence of
Paraz D+A ined-Racords shall indicate
Para 3 D+A Rradictrolsaso-and sorvice-dalivers Th v
. cusiomear shall not procead until the plannad anrangamems (ssa 7 1) have been sallsfactomy
: completed, unless otherwise approved by a refevant authority and, where applicabla, by the
customer,
8.3 Paa 9, D+ A
Bantence 2
8.3 Parg 2 A {r.e organization shalf deal with nonconforming product by one o more of tha
) following ways:
23 New A )
buttet d)
Para 3 Moved to | Records of the nature of nonconformities and any subsaquent actions taken, including
be Para 4 {concessions obtained, shal be maintained (see 4.2.4)
Para 4 Moved to | When nonconferming product Is corracted it shall be subjsct lo re-variflcation to demonstrate
b Para 3 {condormity to the requirements.
Records of the natwe of nonconformities and any subseguent actichs taken, including
concessions ohtalped, shali be maintained (see 4.2.4).
Para 5 Now new ;
budlet d)
84 Bulet b) D+ A b) cenformity to product reguirements {see 724 {soe 8.2.4),
Bullet &) A ¢) characteristica and trends of procasees and products, indluding opportunnics for proventive
action {gge 8.2.3 and 8.2.4), and
Bullet d) A jd) suppliers (sge 7.4,
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Table B.1 — Changes between ISO 9001 :2000 and ISO 9001:2008 (continued)

Par'agr;p’w A?%ﬂlan
1S0O 9001:2000| Figu A) or
Clause No. Table/ | Delation Amended text
Note D) )
852 Para 1 D+A  |The organization shail take action to eliminate the eause cayses of nonconformities in order to
prevent recurrence.
85.2 Bullet ) A 1) reviewing the effectiveness of the corrective action taken.
853 Bullet e) A e} reviewing the effectiveness of the preventive action taken.
Annex A Al D+ A Updated to reflect 1SO 9001:2008 versus 1S0O 140012004
Annex B All D+ A Updated to reflact 1SO 9001:2008 versus 130 8001:2000
Blbliography [New and |D+ A Updated to reflect new standards {including IS0 9004,currently under ravision), new editions of|
anf’:anded slandards, or withdrawn standards.
refarences -
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