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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 the development of International Standards through technical

committees
lar fields of
rate in fiel

established by the respective organlzatlon to deal with particu-

fechnicat—activ W SOandtECTechnical commitiess cottabo-

s of mutual interest. Other international organizations,

governmentgl and non-governmental, in liaison with ISO and IEC, also take
part in the wprk.

Draft Guideq adopted by the responsible Committee or Group are circu-
lated to natignal bodies for voting. Publication as a Guide requires approval
by at least 7% % of the national bodies casting a vote.

ISO/IEC Gui
sessment (C

le 61 was prepared by the Committee on Conformity As-
ASCO).
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tems. This Guide, however, is in three sections so that if used by
organizations other than accreditation bodies concerned with recognition of
competence, Sections 1 and 3 apply, and users need simply replace

"accreditdtion by recognition .
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General requirements for assessment and accreditation of
certification/registration bodies

1.1 Scope

This Guidg specifies general requirements for a body
to follow if it is to be recognized at a national or inter-
national ldvel as competent and reliable in assessing
and subs¢quently accrediting certification bodies or
registratiop bodies. Conformity to the requirements of
this Guidg will promote equivalence of national sys-
tems and [facilitate agreements on mutual recognition
of accredifations between such bodies.

The primafy objective of this Guide is to describe a6-
creditatior] as providing, by means of assessment-and
subsequemt surveillance, an assurance that the’mar-
ket can rgly on certificates issued by the ateredited
bodies. However, organizations other than accredi-
tation bodies, concerned with recognition of com-
petence, mnay also use it by replacing\“accreditation”
by "recoghnition”.

In some gountries, bodies which verify conformity of
products, processes, services’or systems to specified
standards|are called "eertification bodies”, in other
countries |"registrationbodies”, and in still others
"assessment bodies!% For ease of understanding, this
Guide alwpys refers“to such bodies as "bodies”. This
should no{ be Gnderstood to be limiting, as this Guide
may also |béapplicable to the assessment and ac-

Section 1: General

the exchange of staff_or training programmes. In particular,
with a view to.credte confidence and harfnonize the in-

terpretation apdymplementation of standardd

, each accredi-

tation bodyCshould encourage technical cdoperation and
exchange, of'éxperience among bodies accreglited by it, and
it should\be prepared to exchange information on accredi-

tatiof)y procedures and practices with othe
baodies. Certification and certification/registra

accreditation
ion body stan-

dards often contain non-specific requiremlents such as

"staff shall be competent”. Mutual recognit

on of accredi-

tation requires harmonization of interpretation of such

clauses.

1.2 References

ISO/IEC Guide 2:1996, General terms al

d their defi-

nitions concerning standardization and related activi-

ties.

ISO/IEC Guide 25:1990, General requirements for the
competence of calibration and testing labpratories.

ISO/IEC Guide 27:1983, Guidelines for dorrective ac-

tion to be taken by a certification body in
misuse of its mark of nnnfnrmify

creditation—ef—conformity—assessment—bodies—other
than certification or registration bodies, such as in-
spection bodies.

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)

the event of

ISO/IEC Guide 28:1982, General rules for a model

third-party certification system for produc

ISO/IEC Guide 40:—"), General

ts.

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
given in ISO/IEC Guide 2 and ISO 8402 apply.
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Section 2: Requirements for accreditation bodies
2.1 Accreditation body 1) performance of assessment and accredi-

2.1.1 General provisions

1ol d hich
21.1.1 The pnhmcc and—procedures—under—which

the accrgditation body operates shall

tation as defined in this Guide,

2) formulation of policy matters relating to the
operation of the accreditation body,

be non-

discriminatory, and they shall be administered in a
non-discrirpinatory manner. Procedures shall not be
used to inppede or inhibit access by applicant bodies
other than|as specified in this Guide.

2.1.1.2 The accreditation body shall make its services
accessible| to all applicants whose activities fall within
its declared field of operation. There shall not be un-
due finandial or other conditions. Access shall not be

conditiona

upon the size of the applicant body or

membership of any association or group, nor shall ac-
creditation be conditional upon the number of bodies
already ac¢redited.

2.1.1.3 The accreditation criteria against which the
competenge 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
performed If an explanation is required as to the applic
cation of these documents to a specific accreditation
programme, it shall be formulated by relevant.and'im-
partial comimittees or persons possessing the-necess-
ary technjcal competence, and publishéd by the
accreditatipn body.

2.1.1.4 The accreditation body shall confine its re-
quirementp, assessment and decisions on accredi-
tation to fthose matters spegifically related to the
scope of the accreditation being considered.

2.1.2 Orjganization

The structpre ¢f the accreditation body shall be such
as to give gonfidence in its accreditations.

3) decisions on accreditation,

4) supervision of the implenqfentatipn of its poli-

cies,

5) supervision of the finances of
tation body,

the accredi-

6) delegation of-duthority to committees or in-

dividuals, ,as ‘required, to unde
activities or'its behalf;

have docurmments which demonstrat
legal entity;

have“a documented structure whic
impartiality, including provisions to a
partiality of the operations of the
body; this structure shall enable the
of all parties significantly concerned
opment of policies and principles 1

take defined

b that it is a

h safeguards
bsure the im-
accreditation
participation
in the devel-
egarding the

content and functioning of the accregditation sys-

tem;

ensure that each decision on acq
taken by a person or persons differer
who carried out the assessment;

have rights and responsibilities reley
creditation activities;

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

have the financial stability and resou
for the operation of an accreditation s

employ a sufficient number of pers
the necessary education, trainin

reditation is
t from those

ant to its ac-

ver liabilities
Vities;

ces required
ystem;

onnel having
b, technical

In particular, the accreditation body shall

a)
b)

c)

be impartial;

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

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

knowledge and experience for pe

forming ac-

creditation functions relating to the type, range
and volume of work performed, under a respon-
sible senior executive;

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

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

n)

0)

free from any commercial, financial and other
pressures which might influence the results of
the accreditation process;

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);

ensure that activities of related bodies do not af-

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

2.1.4.1 The management of the accreditation body
with executive responsibility for ‘quality shall define

of its acd
directly o

1) thos
form

2) cons
cred

3) serv
certi

p) have poli
complain
bodies o
creditatig

NOTES

2 A structure
balance of int
nates, will be d

3 Other prod
directly or ind
confidentiality
tation process

2.1.3 Subgc

When an acq
work related

reditations and shall not offer or provide,
I indirectly,

b services that it accredits others to per-

4

ulting services to obtain or maintain ac-
tation,

ces to design, implement or maintain a
ication scheme (see note 3);

Cies and procedures for the resolution of
ks, appeals and disputes received from

other parties about the handling of ac-
n or any related matters.

where members are chosen to provide a
erests, where no single interest predomi-
eemed to satisfy this provision.

cts, processes or services may be offered,
irectly, provided they do not compromise
Dr the objectivity or impartiality of its-accredi-
Bnd decisions.

ontracting

reditation body( decides to subcontract
to accreditation. {e.g. audits) to an exter-

nal body or pgrson, a préperly documented agreement

covering the
and conflict
creditation bo

arrangements, including confidentiality
f intefests, shall be drawn up. The ac-
dy/shall

and—docurment its—poticy for quatity,—inciud
tives for quality and its commitment te,\Gu
management shall ensure that this_gpolicy
stood, implemented and maintained-at all le
organization.

2.1.4.2 The accreditation bodyshall operat

ng objec-
ality. The
is under-
els of the

b a quality

system in accordance withthe relevant elgments of

this Guide and appropriate’to the type, rang
ume of work performed. This quality syster
documented and the.documentation shall b¢
for use by the staff of the accreditation bod
creditation bady)shall ensure effective imple
of the documented quality system procedur
structions.“The accreditation body shall dd
persom\with direct access to its highest
levélwho, irrespective of other responsibil
have defined authority to

a) ensure that a quality system is establ
plemented and maintained in accords
this Guide;

b) report on the performance of the quali

e and vol-
n shall be
b available
y. The ac-
Mmentation
es and in-
signate a
executive
ties, shall

shed, im-
nce with

ly system

to the management of the accreditatiof body for

review and as a basis for improvemg
quality system.

2.1.4.3 The quality system shall be docum
quality manual and associated quality proce

nt of the

bnted in a
lures, and

the guality manual shall contain or refer to af least the

following:

a) a quality policy statement;

b) a brief description of the legal status pf the ac-
creditation body, including the namgs of its
owners, if applicable, and, if different, the names

of tha narcaonewwha cantral it
—tH OOt vy ot

a)

b)

take full responsibility for such subcontracted
work and maintain its responsibility for granting,
maintaining, extending, reducing, suspending or
withdrawing accreditation;

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;

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

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

g) administrative procedures
control;

including document

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

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 equipment), or if
analysis of a complaint or any other information

of eafh person's responsibility are known to all
concgrned;

i) the policy and procedures for the recruitment and
training of accreditation body personnel (including
auditgrs) and monitoring their performance;

) a list pf its subcontractors and details of the pro-
cedures for assessing, recording and monitoring
their gompetence;

k) its prpcedures for handling nonconformities and
for agsuring the effectiveness of any corrective
actiorjs taken;

) the pplicy and procedures for implementing the
accreflitation process, including

1) he conditions for issue, retention and with-

rawal of accreditation documents,

2) dhecks of the use and application of docu-

hents used in the accreditation,

3) the procedures for assessing and accrediting

pplicants,

4) the procedures for surveillancé) and re-

ssessment of accredited bodigs;

QO &+ O —~+ 5 O O

m) the dolicy and procedures for dealing with ap-
peals| complaints and disputes;

n) the procedures for conducting internal audits
based on the provisiopsof ISO 10011-1.

2.1.5 Conditions/for granting, maintaining,
extending, reducing, suspending and
withdrayving accreditation

indicates that the accradited ""‘d‘,’ A Ionger com-

plies with the requirements of the|accreditation
body.

2.1.6 Internal audits and. management
reviews

2.1.6.1 The accreditation-body shall cor
internal audits covering all procedures
and systematic manner, to verify that th
tem is being implemented and is effeq
creditation body. shall ensure that

a) personnel responsible for the area a
formed of the outcome of the audit;

b} ™\corrective action is taken in a timely
ate manner;

c) the results of the audit are documen

2.1.6.2 The top management of the
body shall review its quality system at
vals sufficient to ensure its continuing
effectiveness in satisfying the requiren
Guide and the stated quality policy an
Records of such reviews shall be maintai

2.1.7 Documentation

2.1.7.1 The accreditation body shall d
date at regular intervals, and make avai
publications, electronic media or other n
quest,

a) information about the authority ung
accreditation body operates;

b) a documented statement of its accr

duct periodic
in a planned
e quality sys-
tive. The ac-

udited are in-
and appropri-

ted.

accreditation
defined inter-
suitability and
hents of this
d objectives.
ned.

bcument, up-
able (through
heans), on re-

er which the

editation sys-

2.1.5.1 The accreditation body shall specify the con-
ditions for granting, maintaining, extending and reduc-
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.

terT, metudmg its Tates andproced

res for grant-

ing, maintaining, extending, reducing, suspending

and withdrawing accreditation;

c) information about the assessment
tation process;

and accredi-

d) 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) adescript

ion 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
granted to each.

2.1.7.2 The

maintain procg

that relate to
ments shall b
by appropriate
prior to issuin
opment or a
being made.
with the resp
identified sha
such docume
appropriate d
sonnel of thq
accredited bg
function relati
credited bodig

2.1.8 Recol

2.1.8.1 Thed
system to su
comply with
demonstrate
effectively ful
cation forms,
ments relatin
reducing, sug
The records s
of in such a
process and

dures to
its accreditation functions. These docu-
e reviewed and approved for adequacy
ly authorized and competent personnel
g any documents following initial devel-
y subsequent amendment or change
A listing of all appropriate documents
ective issue and/or amendment status
| be maintained. The distribution of all
hts shall be controlled to ensure that the
bcumentation is made available to per-
accreditation body, or applicants and
dies, when required to perform any
hg to the activities of applicants and ac-
S.

ds

ccreditation body shall maintain a record
it its particular circumstances and to
existing regulations. The records shall
hat accreditation procedures have been
filled, particularly with respect to -appli-
assessment reports, and othef)docu-
g to granting, maintaining, séxtending,
pending or withdrawing -acereditation.
hall be identified, managed and disposed
way as to ensure the integrity of the
confidentiality of the‘'information. The

records shall
tinued confid
one full accre

2.1.8.2 The
procedures f
ent with its ¢
accreditation

be kept for a period-of time so that con-
nce may be demonstrated for at least
itation cycleor as required by law.

ccreditation body shall have a policy and
r retaihing records for a period consist-
niractual, legal or other obligations. The
ody shall have a policy and procedures

concerning access to these records consistent with

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

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.

2.2.1 General

2.2.1.1 The personnel of the aCereditation| body in-
volved in accreditation shallpbe competent for the
functions they perform.

2.2.1.2 Informations o0/ the relevant qualfications,
training and experience of each member of the per-
sonnel involved (in)the accreditation process shall be
maintained byZthe accreditation body. Records of
training and-experience shall be kept up to d4te.

2.2.1.3 )Clearly documented instructions [shall be
available to the personnel describing their duties and
responsibilities. These instructions shall be npaintained
up to date.

2.2.2 Qualification criteria for auditors and
technical experts

2.2.2.1 In order to ensure that assessmentps are car-
ried out effectively and uniformly, the minfmum rel-
evant criteria for competence shall be defingd by the
accreditation body.

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

o comply
with the requirements for auditors covered in
ISO 10011-2. Guidance on their personal attributes
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



https://iecnorm.com/api/?name=0de5d561b1f056800a931afc91ebe405

© ISO/IEC

ISO/IEC GUIDE 61:1996(E)

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

When selecting the audit team to be appointed for a
Specific agsessment. tho accraditation hr\nl\,/ shall-en

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

a) name and address.

sure that|the skills brought to each assignment are
appropriate. The team shall

a) be familiar with the relevant legal regulations, ac-
credifation procedures and accreditation require-
mentg;

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

¢) have | appropriate technical knowledge of the
specific activities for which accreditation is
souglit and, where relevant, with associated pro-
ceduEI%s and their potential for failure (technical
expefts who are not auditors may fulfil this func-
tion);

d) have|a degree of understanding sufficient to
makela reliable assessment of the competence of
the bpdy to operate within its scope;

e) be aple to communicate effectively, both sin
writinlg and orally, in the required languages;

f)  be frge from any interest that might caus&’team
mempers to act in other than an impartial or non-
discriminatory manner, for example,

1)

udit team members or théir organization
hall not have provided consulting services to
the applicant or accredited body which com-
i the accreditation process and

accordance with the directives of the ac-
reditation body, the audit team members
hall inform“the accreditation body, prior to
the assesSment, about any existing, former
r efivisaged link between themselves or
theif/organization and the body to be 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

b) affiliation and position held in the-org
¢) educational qualifications andrprofes

anization;
sional status;

d) experience and trainingcAin® each field of com-

petence of the accreditation body;
e) date of most recent.updating of recg
f)  performance appraisal.

2.2.5.2 The agcréditation body shall en
ify, that apy~.subcontracted body maint
which satisfy the requirements of this
sessment personnel who are subcont
accreditation body.

2.2.6 Procedures for assessment {

Assessment teams shall be provided w
assessment instructions and all relevarn
on accreditation arrangements and proce

2.3 Decision on accreditation

2.3.1 The decision whether or not to aq
shall be taken on the basis of the informa
during the accreditation process and &
evant information. Those who make the
decision shall not have participated in the

2.3.2 The accreditation body shall
authority for granting, maintaining, extg
ing, suspending or withdrawing accred
outside person or body.

rd;

sure, and ver-
ains records,
Guide, of as-
acted to the

eams

ith up-to-date
t information
dures.

credit a body
tion gathered
ny other rel-
accreditation
audit.

not delegate
nding, reduc-
itation to an

de to each of

its accredited bodies accreditation documents such as
a letter or a 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

whic

h 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, th
valid.

2.3.4 In res
rnent to the s
the accredita
sessment p
whether or n(
shall act acco

e term for which the accreditation is

ponse to an application for an amend- ¢

cope of an accreditation already granted, form and effective date of the changes.(F
decision on, and publication of, the change
ments, it shall verify that each accredited bo
out any necessary adjustments_ to’ its p
within such time as, in the opinion-of the acq
body, is reasonable.

ion body shall decide what, if any, as-
ocedure is appropriate to determine
t the amendment should be granted and
rdingly.

2.4 References to accredited status

2.4.1 An ad
licensee of a
its accreditat
erning its us
body to refe
ports, and st{
accredited ac

2.4.2 The a
its mark or lo
creditation bg
system certif]
Where a sup
spect to its ¢
not be used g
be interprete
Where the

product conf
logo may apy
rules of the a

2.4.3 The a
tion to deal V
tation system
found in adve|

creditation body which is proprietor or
symbol or logo, intended for use under
on programme, shall have a policy gov-
b. It shall normally allow an accredited

to its accreditation in certificates, re-
tionery and publicity material relating to
ivities.

Ccreditation body shall not allow use of
o in any way which implies that the ac-
dy itself approved a product, service ar
ed or registered by an accredited bady:
plier is certified/registered only with“re-
uality system, the symbol or logo shall
n a product or in any other way.that may
d as denoting product soAformance.
upplier's products are {certified under
brmance arrangements, . the symbol or
ear on the productiif ‘permitted by the
creditation body-

ccreditatiopbody shall take suitable ac-
vith incofrect references to the accredi-

or misleading use of accreditation logos
rtisements, catalogues, etc.

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 for ac-
creditation. It shall take account of views expressed

2.6 Appeals, complaints and dispy

2.6.1 Appeals;/complaints and disputes b

e precise
llowing a
d require-
dy carries
rocedures
reditation

Ites

ought be-

fore the acereditation body by certification/re¢gistration

bodies ©r other parties shall be subject tqg
cedures of the accreditation body.

2.6.2 The accreditation body shall

a)

b)

o

2.7 Access to records of appeals,
complaints and disputes

The accreditation body shall require each apq
accredited body to make available to it,
quested, the records of all complaints, ap
disputes, and subsequent actions.

keep a record of all appeals, complaint
putes, and remedial actions relative to
tion;

take appropriate corrective and preventi

document the actions taken and asses
fectiveness.

the pro-

5 and dis-
accredita-

e action;

5 their ef-

licant and
when re-
beals and
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Section 3: Requirements for assessment
3.1 Application for accreditation 3.1.1.4 If requested, additional application infor-

3.1.1 Information on the procedure

3.1.1.1 A detailed description of the assessment and
accreditatian_pracedure_the documents containing

mation shall be provided to the body.

3.1.2 The application

3.1.2.1 The accreditation body shall require an official

the requirgments for accreditation, and documents
describing |the rights and duties of accredited bodies
shall be mhintained up to date as specified in 2.1.7.1
and shall pe provided to applicants and accredited
bodies.

3.1.1.2 THe accreditation body shall require that a

body
a) alwayg complies with the relevant provisions of
this Gide;

b) makeq all necessary arrangements for the con-
duct gf the assessment, including provision for
examifing documentation and the access to all
areas,| records (including internal audit reports)
and personnel for the purposes of assessment,
surveilance, reassessment and resolution of
complaints;

c) only claims that it is accredited with respect 1@
those pctivities for which it has been granted ac:
creditdtion;

d) does rlot use its accreditation in such a manner as
to bring the accreditation body into distepute, and
does pot make any statement regarding its ac-
creditdtion which the accreditation body may
consider misleading or unauthorized:;

e) upon puspension or withdrawal of its accredi-
tation fhowever determingd), discontinues use of
all advertising matter that contains any reference
theretp and returns=any accreditation documents
as reqyired by thelaccreditation body;

f)  does njot allewsthe fact of its accreditation to be
used tp imply that a product, process, system or
persor| is‘approved by the accreditation body;

application form, duly completed and sigr]
authorized representative of the applicant,
attached to which

a)
b)

3.1.2.2 At leasti«the following informat
provided by the\applicant prior to the on
ment:

a)

the scope of the desired deereditation

the applicant agrees, teldomply with
ments for accreditation and to supg
mation needed for its evaluation.

the(general features of the applican
as corporate entity, name, addresses
and, where relevant, human and
sources;

ed by a duly
in which or

is defined;

the require-
ly any infor-

jon shall be
Lsite assess-

body, such
legal status
echnical re-

b) general information concerning the Hody covered
by the application, such as its functjons, and its
relationship in a larger corporate entity, and its
physical locations;

c) a description of the systems or products it regis-
ters or certifies, and the standards ¢r other nor-
mative documents applicable to each

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

The information gathered may be used {or the prep-

aration of on-site assessment and shal| be treated

with appropriate confidentiality.
3.2 Preparation for assessment

3.2.1 Before proceeding with the asse
accreditation body shall conduct, and mai

ssment, the
htain records

g) ensures that no accreditation document, mark or
report, or any part thereof, is used in a misleading
manner,

h) in making reference to its accreditation status in
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.

of, a review of the request for accreditation to ensure
that

a) the requirements for accreditation are clearly de-
fined and documented;

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 in the areas to be assessed may be attached

to the accreditation body's team as advisers.

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
during the assessment, and shall inform the body
of the need for full or partial reassessment or

3.2.4 The Qody shall be informed of the names of
the memberg of the audit team who will carry out the

assessment,

with sufficient notice to appeal against

the appointment of any particular auditors or experts.

3.25 Thea
provided wi
The plan for
with the bo
shall be clea
and shall req
ture, policies

Lidit team shall be formally appointed and
h the appropriate working documents.
nd the date of the audit shall be agreed

. The mandate given to the audit team
ly defined and made known to the body,
Liire the audit team to examine the struc-
and procedures of the body, and confirm

that these meet all the requirements relevant to the

scope of ac

reditation, and that the procedures are

implemented and are such as to give confidence in
the certificatipons or registrations of the body.

3.3 Asse

sment

3.3.1 The audit team shall assess all services of the
body coveredl by the defined scope against all appli

cable accredi

ation requirements.

3.3.2 The dccreditation body shall witness«fully the

on-site activ|
audits condu
accreditation

ties of one or more assessments or
ted by an applicant body-béfore an initial
is granted for any functien requiring on-

site activity by the applicant.

3.4 Asse

sment report

3.4.1 The accreditation body may adopt reporting
procedures {hat suitlits needs but, as a minimum,
these procedures shall ensure that

whether a written declaration to he. [confirmed
during surveillance will be considerédyadequate;

e) the report shall contain as a minimum
1) the date(s) of the audit(s);

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

3) the names and addresses of all sitds audited,

4) the assesS€d scope of accreditatign or refer-
ence thereto,

5) comments on the conformity of th¢ applicant
body with the accreditation requirements
and, where applicable, any useful compari-
sons with the results of previous agsessment
of the body,

6) an explanation of any differences fljom the in-
formation presented to the body 4t the clos-
ing meeting.

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

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

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

o) tha actinne talban +n ~arraat AN+ £
t o toHe o

a) a meetihg—takes—place—between—the—audi—team
and the body's management prior to leaving the
premises, at which the audit team 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;

e—the—actions correct—dentifted noncon-
formities including, where applicable, those iden-
tified at previous assessments.

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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