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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. Natlonal bodles that are members of ISO or IEC
participa . orat-Standards '
commitfees establlshed by the respective organization to deal with partlcu-
lar fieldg of technical activity. ISO and IEC technical committees collabo-
rate in| fields of mutual interest. Other international organizations,
governnpental and non-governmental, in liaison with ISO and IEC, also take
part in the work.

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

ISO/IEC| Guide 61 was prepared by the Committee on Conformity As-
sessment (CASCO).
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tems.

This Guide, however, is in three sections so that if used by

organfzationsothertharmaccreditation bodies toncemed with Tecogmition of

compe
-

tence, Sections 1 and 3 apply, and users need simply replace

"accrgditation” by “recognition”.
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General requirements for assessment and accreditation of
certification/registration bodies

1.1 [Scope

This Guide specifies general requirements for a body
to follow if it is to be recognized at a national or inter-
national level as competent and reliable in assessing
and qubsequently accrediting certification bodies or
registration bodies. Conformity to the requirements of
this Guide will promote equivalence of national sys-
tems[and facilitate agreements on mutual recognition
of acqreditations between such bodies.

The grimary objective of this Guide is to describe-aé-
creditption as providing, by means of assessment-and
subsqquent surveillance, an assurance that the)mar-
ket can rely on certificates issued by the agcredited
bodiep. However, organizations other thar accredi-
tation| bodies, concerned with recognition of com-
petence, may also use it by replacing “'accreditation”
by “rgcognition”.

In some countries, bodies whieh verify conformity of
products, processes, services or systems to specified
standprds are called "certification bodies”, in other
countfies "registration_bodies”, and in still others
"asselssment bodies™vFor ease of understanding, this
Guideg always refers to such bodies as "bodies”. This
should not be.tinderstood to be limiting, as this Guide
may also bévapplicable to the assessment and ac-
creditption '0f conformity assessment bodies other
than pértification or registration bodies, such as in-

Section 1: General

the exchange of staff,'or training programmes. In particular,
with a view to Credate confidence and harmonize the in-
terpretation and implementation of standards, each accredi-
tation body Should encourage technical cooperption and
exchangelof experience among bodies accredited|by it, and
it should be prepared to exchange information oh accredi-
tationprocedures and practices with other acdreditation
bodies. Certification and certification/registration fody stan-
dards often contain non-specific requirements| such as
"staff shall be competent”. Mutual recognition df accredi-
tation requires harmonization of interpretation| of such
clauses.

1.2 References

ISO/IEC Guide 2:1996, General terms and their defi-
nitions concerning standardization and relatdd activi-
ties.

ISO/IEC Guide 25:1990, General requirement$ for the
competence of calibration and testing laboratgries.

ISO/IEC Guide 27:1983, Guidelines for corregtive ac-
tion to be taken by a certification body in the vent of
misuse of its mark of conformity.

spection DOAIES.

NOTE 1 It is recognized that agreements on mutual rec-
ognition of accreditations aiming at the removal of barriers
to cross-border trade may have to cover other aspects not
explicitly specified in these general requirements, such as

1) To be published. (Revision of ISO/IEC Guide 40:1983)

ISO/IEC Guide 28:1982, General rules for a model
third-party certification system for products.

ISO/IEC Guide 40:—1"),  General requirements for
bodies operating product certification systems.
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ISO/IEC Guide 62:1996, General requirements for
bodies operating assessment and certification/
registration of quality systems.

SO 8402:1994, Quality management and quality as-
surance — Vocabulary.

ISO 10011-1:1990, Guidelines for auditing quality sys-
tems — Part 1. Auditing

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

1.3 Definitions

For the purposes of this Guide, the relevant definitions

aivenin 1ISO/
GHeR-A ,.EC—GG@Q—;GM—LS-O@‘LQ;&W.
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Section 2: Requirements for accreditation bodies

2.1 Accreditation body

211
2.1.1.1 The policies and procedures under which
the accreditation body operates shall be non-
discriminatory, and they shall be administered in a
non-d|scriminatory manner. Procedures shall not be
used o impede or inhibit access by applicant bodies
other fthan as specified in this Guide.

2.1.1.2 The accreditation body shall make its services
accespible to all applicants whose activities fall within
its deflared field of operation. There shall not be un-
due fihancial or other conditions. Access shall not be
condifional upon the size of the applicant body or
membpership of any association or group, nor shall ac-
creditption be conditional upon the number of bodies
already accredited.

2.1.1.8 The accreditation criteria against which the
compgtence of an applicant body is assessed shall be
those| outlined in the ISO/IEC Guides 40 and 62 or
other [normative documents relevant to the function
perfomed. If an explanation is required as to the appfi
cation| of these documents to a specific accreditation
progrgmme, it shall be formulated by relevant and im-
partial committees or persons possessing the_nécess-
ary technical competence, and publish€d” by the
accredlitation body.

2.1.1.4 The accreditation body shall confine its re-
quirerpents, assessment and .decisions on accredi-
tation| to those matters spegcifically related to the
scope] of the accreditation being considered.

2.1.2| Organization

The sjructure 6f the accreditation body shall be such
as to give coffidence in its accreditations.

In particular, the accreditation body shall

1) performance of assessment and accredi-
tation as defined in this Guide,

3) decisions on accreditation,

4) supervision of the implementation of
cies,

g to the

its poli-

5) supervision of the_ finances of the|accredi-

tation body,

6) delegation of authority to committep
dividuals, as’required, to undertake
activities on'its behalf;

S or in-
defined

have documients which demonstrate that it is a

legal enfity;

have a documented structure which safeguards

impartiality, including provisions to assurg
partiality of the operations of the accre

the im-
ditation

body; this structure shall enable the participation
of all parties significantly concerned in the devel-

opment of policies and principles regard
content and functioning of the accreditati
tem;

ing the
on sys-

ensure that each decision on accreditation is
taken by a person or persons different frdqm those

who carried out the assessment;

have rights and responsibilities relevant {o its ac-

creditation activities;

have adequate arrangements to cover |i

arising from its operations and/or activities;

abilities

have the financial stability and resources Jrequired
for the operation of an accreditation systejm;

employ a sufficient number of personndl
the necessary education,
knowledge and experience for perform
creditation functions relating to the typge

and volume of \waork narfarmmad  oindar o
peHoHRee—Hhaer—a

a) be impartial;

b) be responsible for its decisions relating to the
granting, maintaining, extending, reducing, sus-
pending and withdrawing of accreditation;

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

sible senior executive;

having

training, {echnical

ing ac-
, range
respon-

have a quality system, as outlined in 2.1.4, giving

confidence in its ability to operate an accre
system for certification/registration bodies;

ditation

have policies and procedures that distinguish be-
tween accreditation and any other activities in

which the accreditation body is engaged;
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m) together with its senior executive and staff, be
free from any commercial, financial and other
pressures which might influence the results of
the accreditation process;

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

c) obtain the consent of the applicant or accredited
body.

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

2.1.4 AQuality system

b

141 Tho rmanacnar~ant £ +h 2
=t e

o) ensyre that activities of related bodies do not af-
fect [the confidentiality, objectivity or impartiality
of it$ accreditations and shall not offer or provide,
direqtly or indirectly,

1) fthose services that it accredits others to per-
form,

2) [fonsulting services to obtain or maintain ac-
creditation,

3) Ppervices to design, implement or maintain a
certification scheme (see note 3);

p) havg policies and procedures for the resolution of
complaints, appeals and disputes received from
bodigs or other parties about the handling of ac-
cred|tation or any related matters.

NOTES

2 A strugture where members are chosen to provide a
balance qf interests, where no single interest predomi-
nates, wil| be deemed to satisfy this provision.

3 Other products, processes or services may be offered,
directly or indirectly, provided they do not compromise
confidentiglity or the objectivity or impartiality of its-accredi-
tation progess and decisions.

2.1.3 Subcontracting

When arn} accreditation body>decides to subcontract
work relgted to accreditation:(e.g. audits) to an exter-
nal body for person, a préperly documented agreement
covering| the arrangements, including confidentiality
and conffict of intergsts, shall be drawn up. The ac-
creditatign body.shall

a) take| full\responsibility for such subcontracted
work_and maintain its responsibility for granting

oracitati oo
Ranagemet—ot—the—eacereditattor body

with executive responsibility for quality shall-define
and document its policy for quality, including ¢bjec-
tives for quality and its commitment to'guality] The
management shall ensure that this 4policy is ynder-
stood, implemented and maintained.at-all levels ¢f the
organization.

2.1.4.2 The accreditation body’ shall operate a quality
system in accordance with jthe relevant elements of
this Guide and appropriate-to the type, range and vol-
ume of work performed. This quality system shpll be
documented and tbe,documentation shall be av4ilable
for use by the staff of the accreditation body. The ac-
creditation body.shall ensure effective implementation
of the docuniented quality system procedures apd in-
structions."he accreditation body shall designgte a
person With direct access to its highest exegutive
levelhwho, irrespective of other responsibilities,| 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 accreditation bogly for
review and as a basis for improvement df the
quality system.

2.1.4.3 The quality system shall be documentefl in a
quality manual and associated quality procedureg, and
the guality manual shall contain or refer to at leagt the
following:

a) a quality policy statement;

b) a brief description of the legal status of tHe ac-
creditation body, including the names qf its
owners, if applicable, and, if different, the names
of the persons who control it;

c) the names. gualifications. experience and terms

maintaining, extending, reducing, suspending or
withdrawing accreditation;

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 certification
or certification/registration scheme in such a way
that impartiality could be compromised;

of reference of the senior executive and other ac-
creditation personnel influencing the quality of the
accreditation 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 accreditation;
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e)

m)

2.15

a description of the organization of the accredi-
tation body, including details of the management
(committee, group or person) identified in 2.1.2 ¢),
its constitution, terms of reference and rules of
procedure;

the policy and procedures for conducting man-
agement reviews;

administrative procedures
control;

including document

2.1.5.2 The accreditation body shall have procedures

to

a) grant, maintain, withdraw and suspend accredi-
tation;

b) extend or reduce the scope of accreditation;

c) conduct reassessment in the event of changes

significantly affecting the activity and operation of
the accredited body (such as change of owner-

ship, changes in personnel or equipm

nt), or if

ne operational and functional duties and services
ertaining to quality, so that the extent and limits
f each person's responsibility are known to all
oncerned;

Q01T

—

he policy and procedures for the recruitment and
aining of accreditation body personnel (including
uditors) and monitoring their performance;

Q) —+

list of its subcontractors and details of the pro-
edures for assessing, recording and monitoring
heir competence;

=+ O Q

—

s procedures for handling nonconformities and
Dr assuring the effectiveness of any corrective
ctions taken;

ne policy and procedures for implementing the
ccreditation process, including

— ) ~+ Q) —h

) the conditions for issue, retention and with-
drawal of accreditation documents,

) checks of the use and application of docu-
ments used in the accreditation,

(V)

the procedures for assessing and accrediting
applicants,

4) the procedures for surveillancés and re-
assessment of accredited bodies;

ne policy and procedures forndealing with ap-
eals, complaints and disputes;

1
e
the procedures for conducting internal audits
Hased on the provisions_of ISO 10011-1.

Conditions for granting, maintaining,

extending, reducing, suspending and
withdrawing accreditation

2.1.5/1CThe accreditation body shall specify the con-
dlthﬁo fUI Ulallt;lly, IIIU;II‘LCI;II;IIH, =3 tUIId;llg Cllld chu\/
ing accreditation, and the conditions under which
accreditation may be suspended or withdrawn, par-
tially or in total, for all or part of the accredited body's
scope of accreditation. In particular, the accreditation
body shall require the body to notify it promptly of any
intended changes to the quality system or other
changes which may affect conformity.

analysis of a complaint or any other @nf
indicates that the accredited body pé-lon
plies with the requirements of thé“acc
body.

2.1.6 Internal audits and managementt

reviews

2.1.6.1 The accreditation body shall conduc
internal audits covefing” all procedures in a
and systematic mranner, to verify that the qu
tem is being implemented and is effective
creditation body-shall ensure that

ormation
ger com-
editation

periodic
planned
ality sys-
The ac-

a) personnel responsible for the area auditéd are in-

farmed of the outcome of the audit:

b)s\.corrective action is taken in a timely and
ate manner;

c) the results of the audit are documented.

2.1.6.2 The top management of the acc
body shall review its quality system at defir
vals sufficient to ensure its continuing suita
effectiveness in satisfying the requirement
Guide and the stated quality policy and o
Records of such reviews shall be maintained.

2.1.7 Documentation

2.1.7.1 The accreditation body shall docun
date at regular intervals, and make available
publications, electronic media or other mean
quest,

a) information about the authority under w
accreditation body operates;

b) a documented statement of its accreditd
tem, including its rules and procedures

appropri-

editation
ed inter-
bility and
5 of this
bjectives.

hent, up-
(through
5), on re-

hich the

tion sys-
or grant-

ing, maintaining, extending, reducing, su

spending

and withdrawing accreditation;

c) information about the assessment and
tation process;

accredi-

a description of the means by which the accredi-
tation body obtains financial support, and general
information on the fees charged to applicants and
accredited bodies;
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e) a description of the rights and duties of applicants
and accredited bodies, as specified, including re-
quirements, restrictions or limitations on the use
of the accreditation body's logo and on the ways
of referring to the accreditation granted;

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

g) a directory of accredited bodies including their lo-
cations, describing the scope of accreditation
granfpd to each

its organization, including committees and external
bodies or individuals acting on its behalf.

2.1.9.2 Except as required in this Guide, information
about a particular body shall not be disclosed to a third
party without the written consent of the body. Where
the law requires information to be disclosed to a third
party, the body shall be informed of the information
provided, as permitted by the law.

2.1.7.2 The accreditation body shall establish and
maintain procedures to control all documents and data
that relat¢ to its accreditation functions. These docu-
ments shall be reviewed and approved for adequacy
by appropriately authorized and competent personnel
prior to igsuing any documents following initial devel-
opment or any subsequent amendment or change
being m4gde. A listing of all appropriate documents
with the [respective issue and/or amendment status
identified| shall be maintained. The distribution of all
such docyiments shall be controlled to ensure that the
appropriae documentation is made available to per-
sonnel of the accreditation body, or applicants and
accreditefl bodies, when required to perform any
function felating to the activities of applicants and ac-
credited hodies.

2.1.8 Rpecords

2.1.8.1 The accreditation body shall maintain a record
system suit its particular circumstances and to
comply with existing regulations. The records shall
demonstiate that accreditation procedures have been
effectively fulfilled, particularly with respect to @appli-
cation fofms, assessment reports, and othef_ docu-
ments rglating to granting, maintaining, (extending,
reducing,| suspending or withdrawing, accreditation.
The records shall be identified, managed.and disposed
of in sugh a way as to ensure the_integrity of the
process pnd confidentiality of the’information. The
records shall be kept for a peried of time so that con-
tinued cgnfidence may be_demonstrated for at least
one full agcreditation cycle,©or as required by law.

2.1.8.2 The accreditation body shall have a policy and
procedurgs for retaining records for a period consist-
ent with Its contractual, legal or other obligations. The
accreditationbody shall have a policy and procedures
concernirjg-access to these records consistent with

2.2 Accreditation body personnel

2.2.1 General

2.2.1.1 The personnel of the atcreditation body in-
volved in accreditation shall( be” competent fof the
functions they perform.

2.2.1.2 Information (on the relevant qualificafions,
training and experience of each member of the per-
sonnel involved ‘in the accreditation process shgll be
maintained by “the accreditation body. Records of
training and-€xperience shall be kept up to date.

2.2.1.3"Clearly documented instructions shall be
available to the personnel describing their dutieg and
responsibilities. These instructions shall be maintgined
up to date.

2.2.2 Qualification criteria for auditors and
technical experts

2.2.2.1 In order to ensure that assessments arg car-
ried out effectively and uniformly, the minimunp rel-
evant criteria for competence shall be defined by the
accreditation body.

2.2.2.2 Auditors shall meet the requirements of the
appropriate international documentation. For the as-
sessment of quality systems, the relevant guidglines
for auditing are those defined in ISO 10011-1, anfl the
relevant criteria for auditors are those defingd in
ISO 10011-2.

2.2.2.3 Technical experts are not required to cgmply

with the requirements for auditors coverefd in
1ISO 10011-2  Guidance on thaoir pnrcnnnl attributes

2.1.9.1.

2.1.9 Confidentiality

2.1.9.1 The accreditation body shall have adequate
arrangements, consistent with applicable laws, to
safeguard confidentiality of the information obtained in
the course of its accreditation activities at all levels of

may be obtained from ISO 10011-2:1991, clause 7.

2.2.3 Selection procedure

2.2.3.1 Selection of auditors and technical
experts, in general

The accreditation body shall have a procedure for
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a) selecting auditors and, if applicable, technical ex-
perts on the basis of their competence, training,
qualifications and experience;

b) initially assessing the conduct of auditors and
technical experts during assessments, and sub-
sequently monitoring the performance of auditors
and technical experts.

2.2.3.2 Assignment for a specific assessment

the bodies to be assessed. The accreditation body
shall ensure that, and document how, any subcon-
tracted assessment personnel satisfy all the require-
ments for personnel outlined in this Guide.

2.2.5 Assessment personnel records
2.25.1 The accreditation body shall possess and

maintain up-to-date records on personnel conducting
assessments, consisting of

Whern selecting the audit team to be appointed for a
specific assessment, the accreditation body shall en-
sure that the skills brought to each assignment are
apprdpriate. The team shall

a) e familiar with the relevant legal regulations, ac-
reditation procedures and accreditation require-
hents;

b) Have a thorough knowledge of the relevant as-

essment method and assessment documents:

o

o

n

r_

S
¢) have appropriate technical knowledge of the
doecific activities for which accreditation is
gought and, where relevant, with associated pro-
dedures and their potential for failure (technical
gxperts who are not auditors may fulfil this func-
1
r_
1
t
o
V
o
1
g
1

on);

d) Have a degree of understanding sufficient to
hake a reliable assessment of the competence of

he body to operate within its scope;

e able to communicate effectively, both .in
vriting and orally, in the required languages;

e free from any interest that might causé team
nembers to act in other than an impartial or non-
iscriminatory manner, for example,

) audit team members or their” organization
shall not have provided censulting services to
the applicant or accredited body which com-
promise the accreditation process and
decision,

DD
—

in accordance~with the directives of the ac-
creditation bedy, the audit team members
shall informa>the accreditation body, prior to
the assessment, about any existing, former
or envisaged link between themselves or
their. organization and the body to be as-
sessed.

a) name and address;
b) affiliation and position held in the.organization;
c) educational qualifications and‘professiongl status;

d) experience and training df~each field |of com-
petence of the accreditation body;

e) date of most recent updating of record;
f)  performance appfaisal.

2.2.5.2 The acCreditation body shall ensure| and ver-
ify, that anyisubcontracted body maintains| records,
which satisfy the requirements of this Guige, of as-
sessment personnel who are subcontracted to the
accreditation body.

2.2.6 Procedures for assessment teams

Assessment teams shall be provided with {p-to-date
assessment instructions and all relevant information
on accreditation arrangements and procedures.

2.3 Decision on accreditation

2.3.1 The decision whether or not to accredit a body
shall be taken on the basis of the information|gathered
during the accreditation process and any ¢ther rel-
evant information. Those who make the accfeditation
decision shall not have participated in the audjt.

2.3.2 The accreditation body shall not |delegate
authority for granting, maintaining, extending, reduc-
ing, suspending or withdrawing accreditatipn to an
outside person or body.

2.3.3 The accreditation body shall provide tp each of
its accredited bodies accreditation document$ such as

2.2.4 Contracting of assessment personnel

The accreditation body shall require the personnel in-
volved in the assessment to sign a contract or other
document by which they commit themselves to
comply with the rules defined by the accreditation
body, including those relating to confidentiality and
those relating to independence from commercial and
other interests, and any prior and/or present link with

g Tetter or g certificate signed by an officer who has
been assigned such responsibility. These accreditation
documents shall identify, for the body and each of its
sites covered by the accreditation,

a) the name and address;

b) the scope of the accreditation granted, including
as appropriate

1) the type of certification/registration scheme,
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2) the standards and/or other normative docu-
ments and regulatory requirements against
which products, services or systems are cer-
tified or registered,

3) industry sectors,
4) product categories;

c) the effective date of accreditation and, as appli-
cable, the term for which the accreditation is
valid.

NOTE 5 Such action could include corrective action,

with-

drawal of certificate, publication of the transgression and, if

necessary, other legal action.

2.5 Change in the accreditation
requirements

The accreditation body shall give due notice of any

changes it intends to make in its requirements f

rac-

2.3.4 I response to an application for an amend-
rnent to {he scope of an accreditation already granted,
the accrgditation body shall decide what, if any, as-
sessment procedure is appropriate to determine
whether pr not the amendment should be granted and
shall act accordingly.

2.4 References to accredited status

2.4.1 Aph accreditation body which is proprietor or
licensee |of a symbol or logo, intended for use under
its accreflitation programme, shall have a policy gov-
erning it$ use. It shall normally allow an accredited
body to |refer to its accreditation in certificates, re-
ports, and stationery and publicity material relating to
accredited activities.

2.4.2 The accreditation body shall not allow use of
its mark pr logo in any way which implies that the ac-
creditatign body itself approved a product, service or
system dertified or registered by an accredited hody.
Where a| supplier is certified/registered only with*re-
spect to|its quality system, the symbol or logo" shall
not be uged on a product or in any other way that may
be interpreted as denoting product, conformance.
Where the supplier's products arescertified under
product ponformance arrangements,)the symbol or
logo may appear on the producthif’ permitted by the
rules of the accreditation body.

2.4.3 The accreditation—bedy shall take suitable ac-
tion to dpal with incofrect references to the accredi-
tation system, or misleading use of accreditation logos
found in advertisements, catalogues, etc.

creditation. It shall take account of views exprd
by interested parties before deciding on the)pr
form and effective date of the changes. -ollow
decision on, and publication of, the changed re
ments, it shall verify that each accredited body ¢
out any necessary adjustmentsate its proce
within such time as, in the opinion-of the accredi
body, is reasonable.

2.6 Appeals, complaints and disputes

2.6.1 Appeals;“complaints and disputes broug
fore the accreditation body by certification/regist
bodies 6r other parties shall be subject to the
cedures.of the accreditation body.

2(6.2 The accreditation body shall

a) keep a record of all appeals, complaints an
putes, and remedial actions relative to accr
tion;

b) take appropriate corrective and preventive ag

c) document the actions taken and assess thq
fectiveness.

2.7 Access to records of appeals,
complaints and disputes

The accreditation body shall require each applican
accredited body to make available to it, whel
quested, the records of all complaints, appeals
disputes, and subsequent actions.
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Section 3: Requirements for assessment

3.1 Application for accreditation 3.1.1.4 If requested, additional application infor-
mation shall be provided to the body.
.1.1 Information on dur o

3 n on on the procedure 3.1.2 The application

3.1.1.1] A detailed description of the assessment and oL . -

accreditation procedure, the documents containing 3.1.2.1 The accreditation body shall require-an official

the rgquirements for accreditation, and documents appllcatlon form, duly gompleted and.SIQne‘d by a duly
describing the rights and duties of accredited bodies authorized representative of the applicant, in yvhich or
shall e maintained up to date as specified in 2.1.7.1 attached to which

zggiescja” be provided to applicants and accredited a) the scope of the desired accréditation is defined:

b) the applicant agrees torcomply with the|require-
3.1.1.2 The accreditation body shall require that a ments for accreditation and to supply apy infor-
body mation needed ferits evaluation.

a) alpvays complies with the relevant provisions of 3.1.2.2 At least ‘the following information ghall be
tHis Guide; provided by the. applicant prior to the on-site|assess-

b) mpakes all necessary arrangements for the con- ment:
ddict of the assessment, including provision for .

ey L a) the general features of the applicant bodly, such
eXamining documentation and the access to all ; '
aneas, records (including internal audit reports) :rs]dcorvpilzr:rt: e:gltét\)/énntarrpjez,rggrc‘ireasnsdes{;(e:ﬁ:!cs;tlatrues_
and personnel for the purposes of assessment, sou'rceS‘ '
syrveillance, reassessment and resolution of '
cqgmplaints; b) general information concerning the body |covered
. . : . by the application, such as its functions| and its

c) only claims that it is accredited with respect to . c y . -

) t oée activities for which it has been gran?ed dc- relatlpnshlp n a larger corporate entity, | and its
creditation: physical locations;
L o c) a description of the systems or products|it regis-

d) dges not use its accreditation in such a manner as ps
tg bring the accreditation body into distepute, and :ﬁ;i\g gggﬂ?gﬁtzn:p;ﬂ(?aSltgrj(gaerSShq other nor-
dges not make any statement regarding its ac- . . '
creditation which the accreditation body may d) a copy of its quality manual and, where required,
cqnsider misleading or unautherized; the associated documentation.

e) upon suspension or withdrawal of its accredi- The information gathered may be used for the prep-
tafion (however determinéd), discontinues use of aration of on-site assessment and shall be| treated
al| advertising matter that contains any reference with appropriate confidentiality.
thereto and return§-any accreditation documents
aq required by the.accreditation body; 3.2 Preparation for assessment

f)  dges not allowthe fact of its accreditation to be
uged to imply that a product, process, system or 3.2.1 Before proceeding with the assessmgnt, the
personis.approved by the accreditation body; accreditation body shall conduct, and maintainf records

) efsgres that no accreditation document, mark or 31]‘,8;3 review of the request for accreditation t@ ensure
reber-orany-part-thereof—sused-ramisteading
manner, a) the requirements for accreditation are clearly de-

h) in making reference to its accreditation status in fined and documented;

communication media such as documents, bro-
chures or advertising, complies with the require-
ments of the accreditation body.

3.1.1.3 When the desired scope of accreditation is
related to a specific programme, any necessary expla-
nation shall be provided to the applicant.

b) any difference in understanding between the ac-
creditation body and the applicant is resolved;
c) the accreditation body has the capability to per-

form the accreditation service with respect to the
scope of the accreditation sought, the location of
the applicant's operations, and any special re-
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quirements such as the language used by the
applicant.

3.2.2 The accreditation body shall prepare a plan for
its assessment activities to allow for the necessary
arrangements to be made.

3.2.3 The accreditation body shall nominate a quali-
fied audit team to evaluate all material collected from
the applicant and to conduct the audit on its behalf.
Experts jn_the areas to be assessed may be attached

c) a report on the outcome of the assessment is
promptly brought to the body's attention by the
accreditation body, identifying any nonconformity
to be discharged in order to comply with all of the
accreditation requirements;

d) the accreditation body shall invite the body to
comment on the report and to describe the
specific actions taken, or planned to be taken
within a defined time, to remedy any nonconform-
ity with the accreditation requirements identified

reditation body's team as advisers.

e body shall be informed of the names of
the menpbers of the audit team who will carry out the
assessmlent, with sufficient notice to appeal against
the appdintment 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| body. The mandate given to the audit team
shall be clearly defined and made known to the body,
and shal| require the audit team to examine the struc-
ture, pollcies and procedures of the body, and confirm
that thege meet all the requirements relevant to the
scope of accreditation, and that the procedures are
implemgnted and are such as to give confidence in
the certifications or registrations of the body.

3.3 Assessment

3.3.1 The audit team shall assess all services of the
body coyered by the defined scope against all appti
cable acg¢reditation requirements.

3.3.2 Tlhe accreditation body shall witness:fdlly the
on-site fctivities of one or more assessments or
audits conducted by an applicant body kefore an initial
accreditgtion is granted for any funetion requiring on-
site actiyity by the applicant.

3.4 AIsessment report

3.4.1 The accreditation” body may adopt reporting
procedufes that suit~its needs but, as a minimum,
these prpceduresishall ensure that

a) a nleetihg takes place between the audit team
and|the) body's management prior to leaving the

of the need for full or partial reassessmgnt or
whether a written declaration to he-tonfirmed
during surveillance will be considered,adequpte;

during the assessment, and shall inform th% body

e) the report shall contain as a minimim
1) the date(s) of the audit(s),

2) the name(s) of the (pérson(s) responsikjle for
the report,

3) the names andhaddresses of all sites aufited,

4) the assessed scope of accreditation or|refer-
ence thereto,

5) comments on the conformity of the applicant
body with the accreditation requirements
and, where applicable, any useful copnpari-
sons with the results of previous asses$ment
of the body,

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

3.4.2 |If the final report authorized by the adcredi-
tation body differs from the report referred|[to in
3.4.1 ¢) and e), it shall be submitted to the body with
an explanation of any differences from the prgvious
report.

The report shall take into consideration
a) the qualification, experience and authority pf the
staff encountered;

b) the adequacy of the internal organization and pro-
cedures adopted by the body to give confidence
in the quality of its services;

c) the actions taken to correct identified ngncon-
formities including, where applicable, thosd iden-

prermises, at-which—the—audittearm provides a
written or oral indication on the conformity of the
applicant body with the particular accreditation
requirements and provides an opportunity for the
body to ask questions about the findings and their
basis;

b) the audit team provides the accreditation body
with a report of its findings as to the body's con-
formity to all of the accreditation requirements;

LIIrIUuI dal PIEeVvIOUS dssCoslTIeTInS.

3.5 Surveillance and reassessment
procedures

3.5.1 The accreditation body shall have an estab-
lished documented programme, consistent with the
accreditation granted, for carrying out periodic surveil-
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