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Foreword

ISO (the International Organization for Standardization) and IEC (the Inter-
national Electrotechnical Commission) form the specialized system for
worldwide standardization. National bodies that are members of ISO or IEC

participate in
committees e

the development of International Standards through technical
stablished by the respective arganization to deal with particu-

lar fields of f{
orate in fiel
governmenta
part in the wd

Draft Guides
lated to natio
by at least 75|

ISO/IEC Guid
sessment (CA

This Guide ©
third-party as

echnical activity. ISO and IEC technical committees collab-
s of mutual interest. Other international organizations,
and non-governmental, in liaison with ISO and IEC, also take
rk.

adopted by the responsible Committee or Group are circu-
hal bodies for voting. Publication as a Guide requires approval
% of the national bodies casting a vote.

e 62 was prepared by the Committee on Conformity As-
\SCO).

ancels and replaces ISO/IEC Guide 48:1986, Guidelines for
sessment and registration of a supplier's Quality System.
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Introduction

Certification/registration of a supplier's quality system is one means of
providing assurance that the certified/registered supplier is capable of
supplying products or services that meet specified requirements.

This Guide specifies requirements, the observance of which is intended to

ensure that certification/registration bodies operate third-garty certifi-

cation/registration systems in a consistent and reliable man
facilitating their acceptance on a national and international
Guide should serve as a foundation for the recognition of rele
systems in the interests of international trade.

This Guide is intended for use by bodies, however described,

ner, thereby
basis. This
ant national

which carry

out the functions of assessment and certifieation/registratign of quality
systems. For convenience of drafting,~such bodies are reflerred to as
"certification/registration bodies”. Thig wording should not be|an obstacle
to the use of this Guide by bodies with.6ther designations whigh undertake

activities which it covers. Indeed- this Guide should be usable
involved in quality system assgssment.

by any body

The requirements containéd in this Guide are written, above all, to be con-
sidered as general requirements for organizations operating quality system
certification/registration programmes, therefore the requirgments may

have to be supplemented when specific industrial or other
health and safety)'nake use of it.

sectors (e.g.

Quality system certification/registration involves only the assefssment of a
supplier's-quality system and not the certification of productg, processes
or serviges. Evidence of conformity to the appropriate quality gystem stan-
dard-and any supplementary documentation will be in the form of a certifi-

cation/registration document or a quality system certificate.

While this Guide is intended for use by bodies concerned with recognizing
the competence of certification/registration bodies, many prqvisions con-
tained herein may be useful in second-party assessment procegures.
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General requirements for bodies operating assessment and
certification/registration of quality systems

Section 1: General

1.1 Scdpe

This  Guide

third-party

specifies general requirements for a
body operating quality system certifi-

cation/registration to meet if it is to be recognized as

competent

and reliable in the operation of quality sys-

tem certifigation/registration.

NOTE 1 In

some countries, the bodies which verify con-

formity of quality systems to specified standards are called
“certification bodies”, in others "registration bodies”, in

others  "alssessment
“certificatioh/registration bodies”,

and bodies” or

in still others

registration
and

“registrars”| For ease of understanding, this Guide always
refers to such bodies as "certification/registration bodies*(
This should|not be understood to be limiting.

The requirgments contained in this Guide are.Wwritten,

above all,

to be considered as general requirements

for any Hody operating certification/registration of

quality sys

ems.

1.2 References

ISO/IEC G
nitions cof
ties.

ISO 8402:1
surance —

ide 2:1996, .General terms and their defi-
cerning standardization and related activi-

994, .Quality management and quality as-
Vioeabulary.

application of ISO 9001 to”'the developr
and maintenance of sbftware.

ISO 9000-4:1993;» Quality management

nent, supply

and quality

assurance stangards — Part 4: Guide to {lependability

programme-tmanagement.

SO 90Q1:1994, Quality systems — Mod
assurance in design, development, prodt
latien and servicing.

1SO 9002:1994, Quality systems — Mod
assurance in production, installation and s

ISO 9003:1994, Quality systems — Mod
assurance in final inspection and test.

ISO 9004-1:1994, Quality management
system elements — Part 1: Guidelines.

ISO 9004-2:1991, Quality management
system elements — Part 2: Guidelines fo

ISO 9004-3:1993, Quality management
system elements — Part 3: Guidelines fd
materials.

ISO 9004-4:1993, Quality management

e/ for quality
ction, Instal-

b/ for quality
ervicing.

b/ for quality
and quality
and quality
services.

and quality

r processed

and quality

system elements — Part 4: Guidelines fqr quality im-

nrovement
+ 1=

ISO 9000-1:1994, Quality management and quality
assurance standards — Part 1: Guidelines for selec-
tion and use.

ISO 9000-2:1993, Quality management and quality
assurance standards — Part 2: Generic guidelines for
the application of ISO 9001, ISO 9002 and I1SO 9003.

ISO 9000-3:1991, Quality management and quality
assurance standards — Part 3: Guidelines for the

ISO 10005:1995, Quality management — Guidelines
for quality plans.

ISO 10007:1995, Quality management — Guidelines
for configuration management.

ISO 10011-1:1990, Guidelines for auditing quality sys-
tems — Part 1: Auditing.
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ISO 10011-2:1991, Guidelines for auditing quality sys-
tems — Part 2: Qualification criteria for quality sys-
tems auditors.

ISO 10011-3:1991, Guidelines for auditing quality sys-
tems — Part 3: Management of audit programmes.

ISO 10012-1:1992, Quality assurance requirements
for measuring equipment — Part 1: Metrological con-
firmation system for measuring equipment.

1.3.1 supplier: The party that is responsible for the
product, process or service and is able to ensure that
quality assurance is exercised.

This definition may apply to manufacturers, distribu-
tors, importers, assemblers, service organizations,
etc.

1.3.2 certification/registration body: A third party
that assesses and certifies/registers the quality sys-
tem of suppliers with respect to published quality sys-
tem standards and any supplementary documentation

ISO 10013:1995, Guidelines for developing quality
manuals.

1.3 Definjtions

For the purpgses of this Guide, the relevant definitions
given in ISO/|EC Guide 2 and ISO 8402 and the follow-
ing definitionp apply.

- ol -
requretunder thesystern:

1.3.3 certification/registration document: Docu-
ment indicating that a supplier's quality system con-
forms to specified quality system istandards and any
supplementary documentation required undgr the sys-
tem.

1.3.4 certification/registration system] System
having its own rules(of procedure and mgnagement
for carrying out thé/assessment leading t@ the issu-
ance of a certification/registration document and its
subsequent maintenance.
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Section 2: Requirements for certification/registration bodies

2.1 Certification/registration body

2.1.1 General provisions

2.1.1.1 The policies and procedures under which the
certification/registration body operates shall be non-

2) the formulation of policy matters relating to
the operation of the certification/registration

body,

3) decisions on certification/registration,

4) supervision of the implementation of its poli-

cies,

discriminatery—and—they—shal—be—administered—ir—a
non-discriminatory manner. Procedures shall not be
used to impede or inhibit access by applicants other
than as spgcified in this Guide.

2.1.1.2 The certification/registration body shall make
its service$ accessible to all applicants. There shall not
be undue [financial or other conditions. Access shall
not be copditional upon the size of the supplier or
membership of any association or group, nor shall
certificatiop/registration be conditional upon the num-
ber of suppliers already certified/registered.

2.1.1.3 The criteria against which the quality system
of an appllcant is assessed shall be those outlined in
the quality system standards or other normative
document$ relevant to the function performed. If an
explanatiof is required as to the application of these
document$ to a specific certification/registration pro-
gramme, if shall be formulated by relevant and impar-
tial committees or persons possessing the necessary
technical ¢ompetence, and published by the certifi-
cation/regiktration body.

2.1.1.4 The certification/registration body(shall con-
fine its rgguirements, assessment andl_deécision on
certificatiop/registration to those matters specifically
related to|the scope of the certification/registration
being condidered.

2.1.2 Organization

The strucjure of thescertification/registration body
shall be quch as t0{give confidence in its certifi-
cations/registrations.

In particuldr, the-Certification/registration body shall

f)

a)

h)

5) supervision of the finances\'ef the certifi-

cation/registration bodly,

6) delegation of authority [to committees or in-

dividuals, as required:”’to under
activities on its behalf;

take defined

have documents/which demonstratg that it is a

legal entity;

have a documiented structure which safeguards

impartiality)* including provisions to
impartiality of the operations of

assure the
the certifi-

cation/registration body; this structyire shall en-

able’ the participation of all parties
concerned in the development of

significantly
policies and

principles regarding the content angl functioning

of the certification/registration systen

ensure that each decision on
registration is taken by a person or
ferent from those who carried out
ment;

have rights and responsibilities re
certification/registration activities;

have adequate arrangements to cq
arising from its operations and/or acti

have the financial stability and resou
for the operation of a certification/reg
tem;

employ a sufficient number of pers
the necessary education, trainin
knowledge and experience for perfol
cation/registration functions relating

N,

certification/
persons dif-
the assess-

evant to its

ver liabilities
vities;

ces required
istration sys-

onnel having
0, technical
rming certifi-
to the type,

a) be impartiat;
b) be responsible for its decisions relating to the

granting, maintaining, extending, reducing, sus-
pending and withdrawing of certification/
registration;

identify the management (committee, group or
person) which will have overall responsibility for
all of the following:

1) performance of assessment and certifi-
cation/registration as defined in this Guide,

k)

range-and-voturmeof-workperformed, under a re-

sponsible senior executive;

have a quality system, as outlined in 2.1.4, giving
confidence in its ability to operate a certification/
registration system for suppliers;

have policies and procedures that distinguish be-
tween supplier certification/registration and any
other activities in which the body is engaged;

together with its senior executive and staff, be
free from any commercial, financial and other
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pressures which might influence the results of
the certification/registration process;

n) have formal rules and structures for the appoint-
ment and operation of any committees which are
involved in the certification/registration process;
such committees shall be free from any com-
mercial, financial and other pressure that might
influence decisions (see note 2);

o) ensure that activities of related bodies do not af-
fect the confidentiality, objectivity or impartiality
of its certifications/registrations and shall not offer

NOTE 4 Requirements a) and b) are also relevant, by ex-
tension, when a certification/registration body uses, for
granting its own certification/registration, work provided by
another certification/registration body with which it has
signed an agreement.

2.1.4 Quality system

2.1.41 The management of the certification/
registration body with executive responsibility for
quality shall define and document its policy for quality,
including objectives for quality and its commitment to

or provi

1) those services that it certifies/registers
othdrs to perform,

2) congulting services to obtain or maintain
certffication/registration,

3) sernvfces to design, implement or maintain
quallty systems (see note 3);

p) have pol|cies and procedures for the resolution of
complairts, appeals and disputes received from
suppliery or other parties about the handling of
certificatjon/registration or any other related mat-
ters.

NOTES

2 A structurd where members are chosen to provide a
balance of interests, where no single interest predomi-
nates, will be dleemed to satisfy this provision.

3 Other prodlcts, processes or services may be offered,
directly or indlirectly, provided they do not compromisé
confidentiality| or the objectivity or impartiality of ¢its
certification/repistration process and decisions.

2.1.3 Subgontracting

When a certification/registration body. decides to sub-
contract work related to certification/registration (e.g.
audits) to ap external body-'or) person, a properly
documented|agreement covering the arrangements,
including confidentiality angiconflict of interests, shall
be drawn up| The certifieation/registration body shall

a) take full responsibility for such subcontracted
work anfl_thaintain its responsibility for granting,
maintainlng,”extending, reducing, suspending or

quality. The management shall ensure thatlthis policy
is understood, implemented and maintaiped at all
levels of the organization.

2.1.4.2 The certification/registration body $hall oper-
ate a quality system in accordance with thie relevant
elements of this Guide and\appropriate to|the type,
range and volume of workperformed. This duality sys-
tem shall be documented and the documentation shall
be available for usé/by the staff of the cqrtification/
registration body.\The certification/registrdtion body
shall ensure effective implementation of [the docu-
mented quality”system procedures and inptructions.
The certification/registration body shall dgsignate a
person<with direct access to its highest |executive
leveliwho, irrespective of other responsibiljties, shall
have.defined authority to

a) ensure that a quality system is established, im-
plemented and maintained in accordance with
this Guide;

b) report on the performance of the quality system
to the management of the cqrtification/
registration body for review and as a bgsis for im-
provement of the quality system.

2.1.4.3 The quality system shall be documgnted in a
quality manual and associated quality proceglures, and
the quality manual shall contain or refer to aft least the
following:

a) a quality policy statement;

b) a brief description of the legal statiis of the
certification/registration  body, inclufling the
names of its owners, if applicable, and, if differ-
ent, the names of the persons who control it;

withdrawing certification/registration;

b) ensure that the subcontracted body or person is
competent and complies with the applicable pro-
visions of this Guide and is not involved, either di-
rectly or through its employer, with the design,
implementation or maintenance of a quality sys-
tem in such a way that impartiality could be com-
promised,;

c) obtain the consent of the applicant or certified/
registered supplier.

c) the names, qualifications, experience and terms
of reference of the senior executive and other
certification/registration personnel influencing the
quality of the certification/registration function;

d) an organization chart showing lines of authority,
responsibility and allocation of functions stem-
ming from the senior executive and, in particular,
the relationship between those responsible for
the assessment and those taking decisions re-
garding certification/registration;
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e) a description of the organization of the certifi-
cation/registration body, including details of the
management (committee, group or person) ident-
ified in 2.1.2 ¢}, its constitution, terms of refer-
ence and rules of procedure;

f)  the policy and procedures for conducting man-
agement reviews;

gl administrative procedures including document
control;

h) the operational and functional duties and services
pertaining to quality, so that the extent and limits

any intended changes to the quality system or other
changes which may affect conformity.

2.1.5.2 The certification/registration body shall re-
quire the supplier to have a documented quality sys-
tem which conforms to applicable quality system
standards or other normative documents.

2.1.5.3 The certification/registration body shall have
procedures to

a) grant, maintain, withdraw and, if applicable, sus-

pend r‘prfifirafinn/rogicfmfinn;

of eadh person's responsibility are known to all
concefned;

i) the pojicy and procedures for the recruitment and
training of certification/registration body person-
nel (including auditors) and monitoring their per-
formance;

j)  alist gf its subcontractors and details of the pro-
cedurg for assessing, recording and monitoring
their chmpetence;

k) its prgcedures for handling nonconformities and
for asguring the effectiveness of any corrective
actions taken;

) the pdlicy and procedures for implementing the
certifidation/registration process, including

1} the conditions for issue, retention and with-
drewal of certification/registration docu-
ments,

2) checks of the use and application of docu®
ments used in the certification/registration of
gyality systems,

3) the procedures for assessing and.certifying/
repistering suppliers’ quality systems,

4) thep procedures for sur¢eillance and re-
assessment of certified/registered suppliers;

m) the policy and procedurefer dealing with appeals,
complaints and disputes;

n) the procedures feri'conducting internal audits
based pn the provisions of ISO 10011-1.

2.1.5 Conditions for granting, maintaining,

extendin

nd

b) extend or reduce the scope cof|certification/
registration;

¢) conduct reassessment in_the eveni of changes
significantly affecting the ‘activity and| operation of
the supplier (such asdchange of| ownership,

2.1.5.4 [he-certification/registration bod

a)

c)

changes in personnel ot equipment),

or if analysis

of a complaint or{any other informatjon indicates

that the certified/registered supplie
complies with,the requirements o
cation/registration body.

r no longer
the certifi-

y shall have

docummented procedures which shall be made

dvailable on request for

the initial assessment of a supplier's
tem, in accordance with the p
ISO 10011-1 and other relevant docuri

surveillance and reassessment of su
ity systems in accordance with ISO 1
periodic basis for continuing conforn
evant requirements and for verifying
ing that a supplier takes corrective
timely basis to correct all nonconform

quality sys-
ovisions of
nents;

bplier's qual-
0011-1 on a
nity with rel-
and record-
action on a
ities;

identifying and recording nonconformjties and the

need for corrective action by supplier

5 on a timely

basis for such items as incorrect r¢ferences to

the certification/registration or misle
certification/registration information.

hding use of

2.1.6 Internal audits and management

reviews

withdrawing certification/registration

2.1.5.1 The certification/registration body shall
specify the conditions for granting, maintaining, re-
ducing and extending certification/registration and the
conditions under which certification/registration may
be suspended or withdrawn, partially or in total, for all
or part of the supplier's scope of -certification/
registration. In particular, the certification/registration
body shall require the supplier to notify it promptly of

2.1.6.1 The certification/registration body shall con-
duct periodic internal audits covering all procedures in
a planned and systematic manner, to verify that the
quality system is implemented and is effective. The
certification/registration body shall ensure that

a) personnel responsible for the area audited are in-
formed of the outcome of the audit;

b) corrective action is taken in a timely and appropri-
ate manner,;
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c) the results of the audit are recorded.

2.1.6.2 The body's management with executive re-
sponsibility shall review its quality system at defined
intervals sufficient to ensure its continuing suitability
and effectiveness in satisfying the requirements of
this Guide and the stated quality policy and objectives.
Records of such reviews shall be maintained.

2.1.7 Documentation

2.1.7.1 The certification/registration body shall docu-
ment, updatd at regular intervals, and make available
{through publications, electronic media or other
means), on rgquest,

a) informatipn about the authority under which the
certification/registration body operates;

b) a docunpented statement of its certification/
registratipn system including its rules and pro-
cedures for granting, maintaining, extending, re-
ducing, suspending and withdrawing certification/
registratipn;

c) informatipn about the assessment and certifi-
cation/registration process;

d) a descrigtion of the means by which the certifi-
cation/registration body obtains financial support,
and gengral information on the fees charged to
applicants and certified/registered suppliers;

e) a descripfion of the rights and duties of applicants
and certffied/registered suppliers, including re-
quiremerjts, restrictions or limitations on the use
of the ceftification/registration body's logo and‘@n
the ways of referring to the certification/
registratipn granted;

f) informatipn on procedures for handling com-
plaints, appeals and disputes;

g) adirectoty of certified/registeréd suppliers, includ-
ing their |ocations, describing,the scope of certifi-
cation/registration granted to"each.

2.1.7.2 The ¢ertificationfrégistration body shall estab-
lish and maintain proecedures to control all documents
and data thgt relate to its certification/registration
functions. These” documents shall be reviewed and
approved for | i
and competent personnel prior to issuing any docu-
ments following initial development or any sub-
sequent amendment or change being made. A listing
of all appropriate documents with the respective issue
and/or amendment status identified shall be main-
tained. The distribution of all such documents shall be
controlled to ensure that the appropriate documen-
tation is made available to personnel of the certifi-
cation/registration body or supplier, when required to
perform any function relating to the activities of an
applicant or certified/registered supplier.

2.1.8 Records

2.1.8.1 The certification/registration body shall main-
tain a record system to suit its particular circum-
stances and to comply with existing regulations. The
records shall demonstrate that the certification/
registration procedures have been effectively fulfilled,
particularly with respect to application forms, assess-
ment reports, and other documents relating to grant-
ing, maintaining, extending, reducing, suspending or
withdrawing certification/registration. The records
shall be identified, managed and disposed of in such a
way—as—teo—ensure—the—tptegrity—ef—the—process and
confidentiality of the information. The recard
kept for a period of time so that continued
may be demonstrated for at least“one
cation/registration cycle, or as reguired by la

2.1.8.2 The certification/regiStration body shall have a
policy and procedures fgr) retaining recofds for a
period consistent with its” contractual, legal or other
obligations. The certification/registration Hody shall
have a policy and ‘procedures concerning hccess to
these records cansistent with 2.1.9.

2.1.9 Confidentiality

2.19.1" The certification/registration body $hall have
adequate arrangements, consistent with [applicable
laws, to safeguard confidentiality of the iffformation
obtained in the course of its certification/rg¢gistration
activities at all levels of its organization,| including
committees and external bodies or individdals acting
on its behalf.

2.1.9.2 Except as required in this Guide, irfformation
about a particular product or supplier shall rfot be dis-
closed to a third party without the written donsent of
the supplier. Where the law requires informdtion to be
disclosed to a third party, the supplier shall be in-
formed of the information provided, as permitted by
the law.

2.2 Certification/registration bod
personnel

2.2.1 General

2.2.1.1 The personnel of the certification/registration
body involved in certification/registration shall be
competent for the functions they perform.

2.2.1.2 |Information on the relevant qualifications,
training and experience of each member of the per-
sonnel involved in the certification/registration process
shall be maintained by the certification/registration
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body. Records of training and experience shall be kept

up to date.

2.2.1.3 Clearly documented

instructions shall be

available to the personnel describing their duties and

responsibili
up to date.

2.2.2 Qu
technical

2221 In

ties. These instructions shall be maintained

alification criteria for auditors and
experts

order to ensure that assessments are car-

registration is sought and, where relevant, with
associated procedures and their potential for fail-
ure (technical experts who are not auditors may
fulfil this function);

d) have a degree of understanding sufficient to
make a reliable assessment of the competence of
the supplier to provide products, processes or
services in its certified/registered scope;

e) be able to communicate effectively, both in
writing and orally, in the required languages;

f) _be free from any interest that might cause team

evant critefia for competence shall be defined by the

ried out elfectively and uniformly, the minimum rel-

certificatio

2222 Al
appropriats

/registration body.

ditors shall meet the requirements of the
international documentation. For the as-

sessment pf a quality system, the relevant guidelines

for auditing are those defined in ISO 10011-1 and the
relevant cfiteria for auditors are those defined in
ISO 1001112.

2.2.2.3 Tdchnical experts are not required to comply
with the [ requirements for auditors covered in
ISO 1001142. Guidance on their personal attributes
may be obfained from ISO 10011-2:1991, clause 7.
2.2.3 Selection procedure

2.2.3.1 Seglection of auditors and technical
experts, in general

The certifitation/registration body shall have &’pro-

cedure for

a) selecti
perts,
qualifig

b) initially
techni
seque
and te

2.2.3.2 As

When sele

hg auditors and, if applicable; technical ex-
on the basis of their compegtence, training,
ations and experience;

assessing the conduct of auditors and
fal experts duripg.assessments, and sub-
ntly monitoring the performance of auditors
Chnical expefts.

signment for a specific assessment

Cting’ the audit team to be appointed for a

members to act in other than an imgartial or non-
discriminatory manner, for example;

1) audit team members_or“their | organization
shall not have provided consulting services to
the applicant or cerstified/registgred supplier
which compromise  the |certification/
registration process and decision|,

2) in accordanceé with the direcfives of the
certification/registration body, the audit team
membegrs” shall inform the |certification/
registration body, prior to the hssessment,
about any existing, former or envisaged link
Petween themselves or their | organization
and the supplier to be assessed.

2.2.4 Contracting of assessment personnel

The certification/registration body shall [ require the
personnel involved in the assessment td sign a con-
tract or other document by which they commit them-
selves to comply with the rules defihed by the
certification/registration body, including those relating
to confidentiality and those relating to irldependence
from commercial and other interests, apd any prior
and/or present link with the suppliers to lpe assessed.
The certification/registration body shall ensure that,
and document how, any subcontracted [assessment
personnel satisfy all the requirements for|assessment
personnel outlined in this Guide.

2.2.5 Assessment personnel records

2.2.5.1 The certification/registration bod

y shall pos-

$8SS and maintain tindta.data ra~arde An
c—RaHRaH—dp-to-aate— F&S—6+

assessment

specific assessment, the certiication/registration
body shall ensure that the skills brought to each as-
signment are appropriate. The team shall

a) be familiar with the applicable legal regulations,
certification/registration procedures and certifi-
cation/registration requirements;

b) have a thorough knowledge of the relevant as-
sessment method and assessment documents:

c) have appropriate technical knowledge of the
specific  activities for which  certification/

personnel, consisting of

a) name and address;
b) affiliation and position held in the organization;
¢) educational qualifications and professional status;

d) experience and training in each field of com-
petence of the certification/registration body;

e} date of most recent updating of records;
f)  performance appraisal.
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2.25.2 The certification/registration body shall en-
sure, and verify, that any subcontracted body main-
tains records, which satisfy the requirements of this
Guide, of assessment personnel who are subcon-
tracted to the certification/registration body.

2.2.6 Procedures for audit teams

Audit teams shall be provided with up-to-date as-
sessment instructions and all relevant information on
certification/registration  arrangements and  pro-
cedures.

the changed requirements, it shall verify that each
certified/registered supplier carries out any necessary
adjustments to its procedures within such time as, in
the opinion of the certification/registration body, is
reasonable.

2.4 Appeals, complaints and disputes

2.4.1 Appeals, complaints and disputes brought be-

fore the certification/registration body by suppliers or
other p:r‘rine shall he cuhjnhf to the prnncr’lures of the

2.3 Changes in the
certification/registration requirements

The certificgtion/registration body shall give due notice
of any changes it intends to make in its requirements
for certificqtion/registration. It shall take account of
views expréssed by the interested parties before de-
ciding on the precise form and effective date of the
changes. Following a decision on, and publication of,

certification/registration body.
2.4.2 The certification/registrationthody spall

a) keep a record of all appeals) complaints and dis-
putes, and remedial actions relativg to certifi-
cation/registration;

b) take appropriate_corrective and prevertive action;

c) document thé actions taken and assgss their ef-
fectiveness.
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Section 3: Requirements for certification/registration

3.1 Application for
certification/registration

3.1.1 Information on the procedure

3.1.1.1 A detailed description of the assessment and

certificatiopiegistration—procedure—the—docurrents

brochures or advertising, complies with the re-
quirements of the certification/registration body.

3.1.1.3 When the desired scope of certification/
registration is related to a specific programme, any
necessary explanation shall be provided to the appli-
cant.

containing| the requirements for certification/
registratior) and documents describing the rights and
duties of qertified/registered suppliers, shall be main-
tained up fo date as specified in 2.1.7.1 and shall be
provided tp applicants and certified/registered sup-
pliers.

3.1.1.2 The certification/registration body shall re-
quire that 4 supplier

a) alwayg complies with the relevant provisions of
the ceftification/registration programme;

b) makeq all necessary arrangements for the con-
duct d¢f the assessment, including provision for
examining documentation and the access to all
areas, | records (including internal audit reports)
and p¢rsonnel for the purposes of assessment,
surveillance, reassessment and resolution of
complgints;

c) only claims that it is certified/registered with.\re-
spect |to those activities for which it hasc¢been
grantefd certification/registration;

d) does rlot use its certification/registration in such a
manngr as to bring the certification/registration
body fnto disrepute, and does ot make any
statement regarding its certification/registration
which| the certification/registration body may
consider misleading or uhauthorized;

e) upon [suspension ar “‘withdrawal of its certifi-
cationfregistration~thowever determined), discon-
tinues|use of alkadvertising matter that contains
any referencéthereto and returns any certifi-
cationfregistration documents as required by the
certifiqatign/registration body;

3.1.1.4 If requested, additional applitation infor-
mation shall be provided to the applicant.

3.1.2 The application

3.1.2.1 The certification/fegistration bddy shall re-
quire an official application form, duly cdmpleted and
signed by a duly authorized representatiye of the ap-
plicant, in which gr'attached to which

a) the scope of the desired certificatiop/registration
is defined,;

b) thecapplicant agrees to comply with the require-
faents for certification/registration ahd to supply
any information needed for its evaluation.

3.1.2.2 At least the following informafion shall be
provided by the applicant prior to the ontsite assess-
ment:

a) the general features of the applicant,|such as cor-
porate entity, name, addresses, legdl status and,
where relevant, human and technical [resources;

b) general information concerning the gliality system
and the activities it covers;

¢) a description of the systems to pe certified/
registered and the standards or othgr normative
documents applicable to each;

d) a copy of the quality manual and, where required,
the associated documentation.

The information gathered from the application docu-
mentation and the quality manual review fnay be used
for the preparation of the on-site assgssment and
shall be treated with appropriate confidentiality.

f)  uses certification/registration only to indicate that
the quality system is in conformity with specified
standards or other normative documents, and
does not use its certification/registration to imply
that a product or service is approved by the
certification/registration body;

g) ensures that no certification/registration docu-
ment, mark or report, or any part thereof, is used
in a misleading manner;

h) in making reference to its certification/registration
in communication media such as documents,

3.2 Preparation for assessment

3.2.1 Before proceeding with the assessment, the
certification/registration body shall conduct, and
maintain records of, a review of the request for
certification/registration to ensure that

a) the requirements for certification/registration are
clearly defined, documented and understood:
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b) any difference in understanding between the
certification/registration body and the applicant is
resolved;

c) the certification/registration body has the capa-
bility to perform the certification/registration
service with respect to the scope of the certifi-
cation/registration sought, the location of the ap-
plicant's operations, and any special requirements
such as the language used by the applicant.

3.2.2 The certification/registration body shall prepare
a plan for its assessment activities to allow for the

vides an opportunity for the supplier to ask ques-
tions about the findings and their basis;

b) the audit team provides the certification/
registration body with a report of its findings as to
the conformity of the supplier's quality system
with all of the certification/registration require-
ments;

c) a report on the outcome of the assessment is
promptly brought to the supplier's attention by
the certification/registration body, identifying any
nonconformity to be discharged in order to com-

necessary arrgngements to be made.

3.2.3 The cgrtification/registration body shall nomi-
ified audit team to evaluate all material
the applicant and to conduct the audit
on its behalf. Experts in the areas to be assessed may
be attached [to the certification/registration body's
team as advisgrs.

3.2.4 The supplier shall be informed of the names of
the members |of the audit team who will carry out the
assessment, With sufficient notice to appeal against
the appointmgnt of any particular auditors or experts.

it team shall be formally appointed and
the appropriate working documents.
The plan for and the date of the audit shall be agreed
with the supplier. The mandate given to the audit
team shall be|clearly defined and made known to the
supplier, and ghall require the audit team to examine
the structure,|policies and procedures of the supplier,
and confirm that these meet all the requirements
relevant to the scope of certification/registration, \and
that the procddures are implemented and are_such as
to give confidence in the products, processes or
services of thé supplier.

3.3 Assessment

The audit tearn shall assess, the’ quality system of the
supplier coveled by the defined scope against all ap-
plicable certification/registration requirements.

3.4 Assesrment report

ply with all of the certification/regjstjation re-
quirements;

d) the certification/registration body“shall [nvite the
supplier to comment on the'report arjd to de-
scribe the specific actions taken, or planped to be
taken within a defined timé; to remedy|any non-
conformity with the_cértification/registfation re-
quirements identified.during the assessrpent, and
shall inform the, Supplier of the need for full or
partial reassessment or whether a written dec-
laration to b& confirmed during surveillance witl be
considered-adequate;

e) the report shall contain as a minimum
1y~ the date(s) of the audit(s),

2) the name(s) of the person(s) respohsible for
the report,

3) the names and addresses of all siteg audited,

4) the assessed scope of certification/
registration or reference thereto, |including
reference to the standard applied,

5) comments on the conformity of |the sup-
plier's quality system with the ceftification/
registration requirements, with |a clear
statement of nonconformity and, where ap-
plicable, any useful comparison with the re-
sults of previous assessments| of the
supplier,

6) an explanation of any differences fr¢m the in-
formation presented to the body at|the clos-
ing meeting.

3.4.1 The certification/registration body may adopt
reporting procedures that suit its needs but, as a
minimum, these procedures shall ensure that

a) a meeting takes place between the audit team
and the supplier's management prior to leaving
the premises, at which the audit team provides a
written or oral indication regarding the conformity
of the supplier's quality system with the particular
certification/registration requirements and pro-

3.4.2 If the report authorized by the certification/
registration body differs from the report referred to in
clause 3.4.1 ¢) and e), it shall be submitted to the
supplier with an explanation of any differences from
the previous report.

The report shall take into consideration

a) the qualification, experience and authority of the
staff encountered;
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