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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 [EC
participafe in the development of International Standards through technical
committges established by the respective organization to deal with particu-
lar fields| of technical activity. ISO and IEC technical committees collab-
orate in| fields of mutual interest. Other international organizations,
governmgntal and non-governmental, in liaison with ISO and IEC, also take
part in the work.

Draft Gujdes adopted by the responsible Committee or Group are circu-
lated to mational bodies for voting. Publication as a Guide requires approval
by at leagt 75 % of the national bodies casting a vote.

ISO/IEC |Guide 62 was prepared by the Committee on Conformity As-
sessmer|t (CASCO).

This Guifle cancels and replaces ISO/IEC Guide 48:1986, Guidelines for
third-party assessment and registration of a supplier's Quality System.
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Introduction

Certification/registration of a supplier's quality system is one m

eans 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 iscntehded to
ensure that certification/registration bodies operate third-party| certifi-

cation/registration systems in a consistent and reliable ./manner,

thereby

facilitating their acceptance on a national and internatiohal basjs. This

Guide should serve as a foundation for the recognitiorrof relevant
systems in the interests of international trade.

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

national

ch carry

out the functions of assessment and certification/registration off quality

systems. For convenience of drafting, \such bodies are referre

1 to as

"certification/registration bodies”. Thislwording should not be an ¢bstacle
to the use of this Guide by bodies with/other designations which urjdertake

activities which it covers. Indeed, this Guide should be usable by a
involved in quality system assessment.

The requirements containéd in this Guide are written, above all, to
sidered as general requirements for organizations operating quality

Ny body

be con-
system

certification/registration~programmes, therefore the requiremenits may
have to be supplemiénted when specific industrial or other sectgrs (e.g.

health and safetyf\nake use of it.

Quality systerd certification/registration involves only the assessm
supplier's.quality system and not the certification of products, pr

bnt of a
pcesses

or services. Evidence of conformity to the appropriate quality systgm stan-

dard-and any supplementary documentation will be in the form of
cation/registration document or a quality system certificate.

While this Guide is intended for use by bodies concerned with rec

h certifi-

bgnizing

the competence of certification/registration bodies, many provisiqns con-

tained herein may be useful in second-party assessment procedure|

5.
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General requirements for bodies operating assessment and
certification/registration of quality systems

1.1 Scope

This [Guide specifies general requirements for a
third-garty body operating quality system certifi-
cationfregistration to meet if it is to be recognized as
competent and reliable in the operation of quality sys-
tem certification/registration.

NOTE [l In some countries, the bodies which verify con-
formity of quality systems to specified standards are called
“certiffcation bodies”, in others "registration bodies”, in
others| "assessment and registration bodies” or
“certification/registration bodies”, and in still others
“registrars”. For ease of understanding, this Guide always
refers fo such bodies as "certification/registration bodies/
This sHould not be understood to be limiting.

The rgquirements contained in this Guide are, written,
above|all, to be considered as general requirements
for any body operating certification/régistration of
quality systems.

1.2 References

ISO/IHC Guide 2:1996, Genéral terms and their defi-
nitiong concerning standardization and related activi-
ties.

ISO 8402:1994;\Quality management and quality as-
surange — Vorabulary.

ISO 9000-1:1994, Quality management and quality

Section 1: General

application of 1SO 900}~ to"the development supply
and maintenance of sbftware.

ISO 9000-4:1993,\ Quality management and quality
assurance standafds — Part 4: Guide to dependability
programme j/management.

ISO 900111994, Quality systems — Model fof quality
assurance in design, development, productiof, instal-
lation and servicing.

ISO 9002:1994, Quality systems — Model fof quality
assurance in production, installation and serviding.

ISO 9003:1994, Quality systems — Model fof quality
assurance in final inspection and test.

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

ISO 9004-2:1991, Quality management and| quality
system elements — Part 2: Guidelines for serVices.

ISO 9004-3:1993, Quality management and| quality
system elements — Part 3: Guidelines for prpcessed
materials.

ISO 9004-4:1993, Quality management and| quality
system elements — Part 4: Guidelines for quplity im-
provement.

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

SO 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-

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-

firmatior| system for measuring equipment.

ISO 10013:1995, Guidelines for developing quality
manuals

1.3 Definitions

For the gurposes of this Guide, the relevant definitions
given in |SO/IEC Guide 2 and ISO 8402 and the follow-
ing definftions apply.

o ~Af cvimnlinre santh rac At dn A Dah A~ S SVS-
terr-of-supphers-with-respecttopublished-guatity sy

tem standards and any supplementary docupigrsjtation
required under the system.

1.3.3 certification/registration document: Docu-
ment indicating that a supplier's quality systenp con-
forms to specified quality system$tandards and any
supplementary documentation feguired under the sys-
tem.

1.3.4 certification/registration system: System
having its own rules~of* procedure and managg¢ment
for carrying out thelassessment leading to thg issu-
ance of a certification/registration document aphd 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.

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

3) decisions on certification/registration,

The nolicies and procedures underahich the
f f

certification/registration body operates shall be non-
discriqninatory, and they shall be administered in a
non-discriminatory manner. Procedures shall not be
used fo impede or inhibit access by applicants other
than gs specified in this Guide.

2112

The certification/registration body shall make

its selfvices accessible to all applicants. There shall not
be undue financial or other conditions. Access shall
not bg conditional upon the size of the supplier or
membership of any association or group, nor shall
certification/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 japplicant is assessed shall be those outlined in
the duality system standards or other normative
documents relevant to the function performed. If an
explanjation is required as to the application of these
documents to a specific certification/registration pro-
gramrhe, it shall be formulated by relevant and impar-
tial committees or persons possessing the necessary.
technical competence, and published by the certifi-
cationfregistration body.

2.1.1.4 The certification/registration body.(shall con-
fine i{s requirements, assessment and decision on
certifi¢ation/registration to those matters specifically
relategl to the scope of the certification/registration
being [considered.

2.1.2

The
shall

Organization

qtructure of theCcertification/registration body
be such as to\give confidence in its certifi-

cationp/registrations:

In parficular, theCertification/registration body shall

a)
b)

b¢ impartial;

f)

a)

h)

4) supervision of the implementation;o
cies,

its poli-

5) supervision of the finances of thé certifi-
cation/registration bodly,

6) delegation of authority46 committegs or in-
dividuals, as required; to undertake| defined
activities on its bémalf;

have documents/which demonstrate that it is a
legal entity;

have a doéumented structure which safeguards
impartiality,* including provisions to asgure the
impartiality of the operations of thd certifi-
catiefi/registration body; this structure $hall en-
able/the participation of all parties sigpificantly
concerned in the development of poligies and
principles regarding the content and fumctioning
of the certification/registration system;

ensure that each decision on cerflification/
registration is taken by a person or pergsons dif-
ferent from those who carried out thel|assess-
ment;

have rights and responsibilities relevart to its
certification/registration activities;

have adequate arrangements to cover [iabilities
arising from its operations and/or activitie$:

have the financial stability and resources |required
for the operation of a certification/registration sys-
tem;

employ a sufficient number of personngl having
the necessary education, training, {echnical
knowledge and experience for performing certifi-
cation/registration functions relating to the type,
range and volume of work performed, unfler a re-
sponsible senior executive;

bé rnqpnneihla for its decisions rmlafing to tha
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)

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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NOTES

pressures which might influence the results of
the certification/registration process;

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);

ensure that activities of related bodies do not af-

fect than ~anfiAd ANl A~ Ar teanartialidyg
trHre—Cotaeh SReCthty—or—pattatt

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

oy, T

of it certifications/registrations and shall not offer
or pfovide

1) [those services that it certifies/registers

others to perform,

2) |consulting services to obtain or maintain
certification/registration,

3) |[services to design, implement or maintain
quality systems (see note 3);

have policies and procedures for the resolution of
complaints, appeals and disputes received from
suppliers or other parties about the handling of
certffication/registration or any other related mat-
ters

2 A strdcture where members are chosen to provide a

balance

f interests, where no single interest predomi-

nates, will be deemed to satisfy this provision.

3 Other|products, processes or services may be offered,
directly qr indirectly, provided they do not compromise
confidentjality or the objectivity or impartiality of Cits
certificatipn/registration process and decisions.

2.1.3 Subcontracting

When a [certification/registration body)decides to sub-
contract|work related to certification/registration (e.g.
audits) {o an external body (op ‘person, a properly
documented agreement covering the arrangements,
including confidentiality and)conflict of interests, shall
be drawn up. The certifjeation/registration body shall

a)

b)

takg full respoensibility for such subcontracted
work and maifitain its responsibility for granting,
maiftaiping;” extending, reducing, suspending or
withdrawing certification/registration;

quality shall define and document its policy for.gliality,
including objectives for quality and its commitment to
quality. The management shall ensure that-this policy
is understood, implemented and mairtained Jat all

levels of the organization.

2.1.4.2 The certification/registration body shall|oper-
ate a quality system in accordance with the relevant
elements of this Guide and appropriate to the|type,
range and volume of work ‘performed. This quality sys-
tem shall be documented’and the documentation shall
be available for use\by the staff of the certifidation/
registration body Fhe certification/registration| body
shall ensure effective implementation of the |docu-
mented quality system procedures and instrudtions.
The certification/registration body shall designate a
person ‘with direct access to its highest exefutive
level who, irrespective of other responsibilities) shall

have.defined authority to

a)

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

report on the performance of the quality system
to the management of the certifidation/
registration body for review and as a basis fpr im-
provement of the quality system.

2.1.4.3 The quality system shall be documented in a
quality manual and associated quality procedures, and
the quality manual shall contain or refer to at leapt the

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,;

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

following:

a) a quality policy statement;

b) a brief description of the legal status qf the
certification/registration  body, including| the
names of its owners, if applicable, and, if differ-
ent, the names of the persons who control if;

c) the names, qualifications, experience and terms
of Teference 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;

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

h) tHe operational and functional duties and services
pertaining to quality, so that the extent and limits
off each person's responsibility are known to all
cgncerned;

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

j) alist of its subcontractors and details of the pro-
cgdure for assessing, recording and monitoring
thieir competence;

k) it§ procedures for handling nonconformities and
fof assuring the effectiveness of any corrective
adtions taken;

) the policy and procedures for implementing the
cqrtification/registration process, including

1)l the conditions for issue, retention and with-
drawal of certification/registration docu-
ments,

2)| checks of the use and application of dogu-
ments used in the certification/registration of
quality systems,

3)] the procedures for assessing and\certifying/
registering suppliers’ quality systems,

4)[ the procedures for sumveillance and re-
assessment of certified/fegistered suppliers;

m) the policy and procedurefor-dealing with appeals,
cdmplaints and disputes:

n) the procedures fér)conducting internal audits
bdsed on the previsions of ISO 10011-1.

2.1.5 | Conditions for granting, maintaining,
extending, reducing, suspending and
withdrawing certification/registration

a) grant, maintain, withdraw and, if applicable, sus-
pend certification/registration;

b) extend or reduce the scope._.of certification/
registration;

¢) conduct reassessment inthe event of thanges
significantly affecting the.aetivity and opefation of
the supplier (such @s,“change of ownership,
changes in personnel of equipment), or if|analysis
of a complaint or’any other information ihdicates
that the certified/registered supplier ng longer
complies with./the requirements of thg certifi-
cation/registration body.

2.1.5.4 The TCertification/registration body sHall have
doc€umented procedures which shall bp made
dvailable on request for

ak“the initial assessment of a supplier's quglity sys-
tem, in accordance with the provisjons of
ISO 10011-1 and other relevant documentis:

b) surveillance and reassessment of supplief's qual-
ity systems in accordance with ISO 10011-1 on a
periodic basis for continuing conformity ith rel-
evant requirements and for verifying and record-
ing that a supplier takes corrective actipn on a
timely basis to correct all nonconformities

¢) identifying and recording nonconformities|and the
need for corrective action by suppliers on fa timely
basis for such items as incorrect referdnces to
the certification/registration or misleadind use of
certification/registration information.

2.1.6 Internal audits and management
reviews

2.1.6.1 The certification/registration body sHall con-
duct periodic internal audits cavering all proceHures in

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

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

2.1.8 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

2.1.7.1 The certification/registration body shall docu-
ment, uddate at regular intervals, and make available
(through| publications, electronic media or other
means), pn request,

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

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

c) inforpnation about the assessment and certifi-
catign/registration process;

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

e) a degcription of the rights and duties of applicants
and |certified/registered suppliers, including re-
quirgments, restrictions or limitations on the use
of the certification/registration body's logo and‘en
the |ways of referring to the certification/
regigtration granted;

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

g) adirgctory of certified/registered-suppliers, includ-
ing their locations, describing the scope of certifi-
cation/registration granted to’each.

2.1.7.2 The certificatienfregistration body shall estab-
lish and maintain pracédures to control all documents
and datd that relate to its certification/registration
functions These~documents shall be reviewed and
approved for ‘adequacy by appropriately authorized

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.

wifhdrawing (‘Drfifir‘afir\n‘/rcgicfrnfinn The—records

shall be identified, managed and disposed of ifi-gluch a
way as to ensure the integrity of the precéss and
confidentiality of the information. The records shall be
kept for a period of time so that continUed configlence
may be demonstrated for at leastone full gertifi-
cation/registration cycle, or as required by law.

2.1.8.2 The certification/registration body shall Have a
policy and procedures for) retaining records ffor a
period consistent withnits” contractual, legal or [other
obligations. The ceftification/registration body | shall
have a policy and“procedures concerning accelss to
these records cdnsistent with 2.1.9.

2.1.9 Confidentiality

2.19:.1 The certification/registration body shall|have
adequate arrangements, consistent with applicable
laws, to safeguard confidentiality of the information
obtained in the course of its certification/registfation
activities at all levels of its organization, including
committees and external bodies or individuals gcting
on its behalf.

2.1.9.2 Except as required in this Guide, information
about a particular product or supplier shall not bg dis-
closed to a third party without the written consgnt of
the supplier. Where the law requires information [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 body
personnel

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

up to date.

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);

available to the personnel describing their duties and d) have a degree of understanding sufficient to
responsibilities. These instructions shall be maintained make a reliable assessment of the competence of
the supplier to provide products, processes or
L L. . services in its certified/registered scope;

2.2.2 AQualification criteria for auditors and e) be able to communicate effectively, both |

technical experts it et fectively, both in
TS art \Jlully III e |u\1uucu IGIIHUGy S,

In order to ensure that assessments are car- f)  be free from any interest that might(cause team

2.2.2.1

ried olit effectively and uniformly, the minimum rel-
evant criteria for competence shall be defined by the
certifigation/registration body.

2.2.2.2

Auditors shall meet the requirements of the

approgpriate international documentation. For the as-
sessmmlent of a quality system, the relevant guidelines
for augliting are those defined in ISO 10011-1 and the
relevant criteria for auditors are those defined in
ISO 10011-2.

2.2.2.3
with

Technical experts are not required to comply
the requirements for auditors covered in

ISO 19011-2. Guidance on their personal attributes
may bg obtained from ISO 10011-2:1991, clause 7.
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2.2.3.1

Selection procedure

Selection of auditors and technical

experts, in general

The certification/registration body shall have *a“pro-
cedurg for

a)

sglecting auditors and, if applicable~technical ex-
pgrts, on the basis of their competence, training,
gyalifications and experience;

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

1) audit team members or“their orggnization
shall not have provide@¢onsulting sefvices to
the applicant or certified/registered |supplier
which comproriise  the  certffication/
registration précess and decision,

2) in accordancg with the directives| of the
certification/registration body, the auflit team
members  shall inform the certffication/
registration body, prior to the assessment,
about any existing, former or envisaged link
between themselves or their organization
and the supplier to be assessed.

2.2.4 Contracting of assessment persdnnel

The certification/registration body shall reglire the
personnel involved in the assessment to sign a con-
tract or other document by which they commniit them-

selves to comply with the rules defined

by the

certification/registration body, including those| relating
to confidentiality and those relating to indepg¢ndence
from commercial and other interests, and apy prior
and/or present link with the suppliers to be agsessed.
The certification/registration body shall ensyre that,

b) inftially assessing the condlict of auditors and and document how, any subcontracted assgssment
technical experts during_assessments, and sub- personnel satisfy all the requirements for assassment
sgqquently monitoring.thé performance of auditors personnel outlined in this Guide.
ar|d technical experts)

2.2.3.4 Assignment for a specific assessment 2:2.5 Assessment personnel records

When |selectiig the audit team to be appointed for a 2251 The .cerfm‘lcatlon/reg|strat|on body shall pos-
iy L ‘ , sess and maintain up-to-date records on assessment

specific _‘assessment, the certification/registration ersonnel consisting of

body ghald ensure that the skills brought to each as- P ' 9

signment are appropriate. The team shall a) name and address:

a) be familiar with the applicable legal regulations, b) affiliation and position held in the organization;
cerpﬁcatpn/reglstrat|on proced_ures and certifi- ¢) educational qualifications and professional status;
cation/registration requirements; o _ _

bl h h h K led f th | d) experience and training in each field of com-

) have a thorough knowledge of the relevant as- petence of the certification/registration body;
sessment method and assessment documents; .
v . e} date of most recent updating of records;

c) have appropriate technical knowledge of the ) ‘ P g

specific  activities for which certification/ 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

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-

certific§fion/registration arrangements _and _ pro-
cedures.

2.3 Changes in the
certification/registration requirements

The ceftification/registration body shall give due notice
of any fFhanges it intends to make in its requirements
for certification/registration. It shall take account of
views @xpressed by the interested parties before de-
ciding pn the precise form and effective date of the
changess. Following a decision on, and publication of,

fore the certification/registration body by suppliers or
other parties shall be subject to the procedures of the
certification/registration body.

2.4.2 The certification/registration ‘gody shall

a) keep a record of all appeals; complaints gnd dis-
putes, and remedial @ctions relative to| certifi-
cation/registration;

b) take appropriate.cotrective and preventive pction;

c) document the\actions taken and assess their ef-
fectivenessy
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Section 3: Requirements for certification/registration

3.1 Application for
certification/registration

3.1.1 Information on the procedure

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

3.1.1.1 A detailed description of the assessment and
certifi¢gation/registration procedure, the documents
contaiping the requirements for certification/
registiation and documents describing the rights and
duties| of certified/registered suppliers, shall be main-
tained| up to date as specified in 2.1.7.1 and shall be
provided to applicants and certified/registered sup-
pliers.

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

a) alvays complies with the relevant provisions of
the certification/registration programme;

b) makes all necessary arrangements for the con-
diict of the assessment, including provision for
examining documentation and the access to all
areas, records (including internal audit reports)
and personnel for the purposes of assessment,
sdrveillance, reassessment and resolution of
camplaints;

-

ect to those activities for which it has(heen

c) o{y claims that it is certified/registered with.re-
S
grfanted certification/registration;

dges not use its certification/registrationin such a
mianner as to bring the certification/registration
bedy into disrepute, and dogé\ not make any
statement regarding its certification/registration
which the certification/registration body may
cansider misleading or unauthorized;

e) upon suspension or Withdrawal of its certifi-
cqtion/registration-{However determined), discon-
tinues use of all advertising matter that contains
anfy reference~thereto and returns any certifi-
cdtion/registration documents as required by the
cqrtification/registration body;

f)  uges’certification/registration only to indicate that
the guality system is in conformity with specified

Mecessary exptanation shafl be provided 1o. the appli-
cant.

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

3.1.2 The application

3.1.2.1 The certification/registration body $hall re-
quire an official application form, duly complgted and
signed by a duly authorized representative of the ap-
plicant, in which of attached to which

a) the scope of the desired certification/redistration
is definéd,

b) the applicant agrees to comply with the| require-
ments for certification/registration and t¢ supply
any information needed for its evaluation.

3.1.2.2 At least the following information ghall be
provided by the applicant prior to the on-site|assess-
ment:

a) the general features of the applicant, such as cor-
porate entity, name, addresses, legal stafus and,
where relevant, human and technical resolurces;

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

¢) a description of the systems to be g¢ertified/
registered and the standards or other n¢rmative
documents applicable to each;

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

The information gathered from the applicatiqn docu-
mentation and the quality manual review may [pe used
for the preparation of the on-site assessmgnt and
shall be treated with appropriate confidentiality.

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.

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

3.2.2 THe certification/registration body shall prepare
a plan fof its assessment activities to allow for the
necessary arrangements to be made.

3.2.3 THe certification/registration body shall nomi-
nate a qalified audit team to evaluate all material
collected [from 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 ddvisers.

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 appoiptment of any particular auditors or experts.

3.2.5 THe audit team shall be formally appointed and
provided [with 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, pnd shall require the audit team to examine
the strucfure, policies and procedures of the supplier,
and conflrm that these meet all the requirements
relevant 1o the scope of certification/registration, and
that the grocedures are implemented and are. stch as
to give tonfidence in the products, processes or
services ¢f the supplier.

3.3 Assessment

The audit|team shall assess«the quality system of the
supplier govered by the defined scope against all ap-
plicable cgrtification/registration requirements.

3.4 Assessment report

3.4.1 Thecertification/registration body may adopt

the—certificationfregrstrationbody, dentifyimg any
nonconformity to be discharged in order-t&Fom-
ply with all of the certification/registration re-
quirements;

d) the certification/registration body‘¥shall invitg the
supplier to comment on thexréport and tg de-
scribe the specific actions taken, or planned {o be
taken within a defined ti®, to remedy any|[non-
conformity with the, Certification/registratiop re-
guirements identified/during the assessment| and
shall inform the/supplier of the need for flll or
partial reassesSment or whether a written|dec-
laration to be coenfirmed during surveillance wlitt be
considered@dequate;

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

2)” the name(s) of the person(s) responsible for
the report,

3) the names and addresses of all sites audited,

4) the assessed scope of certificgtion/
registration or reference thereto, incliiding
reference to the standard applied,

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

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

3.4.2 If the report authorized by the certificdtion/

reporting procedures that suit 115 needs but, a5 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-

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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