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Foreword

ISO (the International Organization for Standardization) and IEC (the International 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
establish i izati i i i i ivj =C
technical fommittees collaborate in fields of mutual interest. Other International Organization, governmental
and non-governmental, in liaison with ISO and IEC, also take part in the work. In the field of conformity
assessmdnt, the ISO Committee on conformity assessment (CASCO) is responsible for the development]|of
International Standards and Guides.

Internatioal Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

Draft Intefqnational Standards are circulated to the national bodies for voting. Publication as an International
Standard fequires approval by at least 75 % of the national bodies casting a vote.

Attention [s drawn to the possibility that some of the elements of this document'may be the subject of patent
rights. ISQ shall not be held responsible for identifying any or all such patent fights.

ISO/IEC 17011 was prepared by the ISO, Committee on conformity assessment (CASCO).

It was cifculated for voting to the national bodies of both IS© and IEC, and was approved by bgth
organizatipns.

This first| edition of ISO/IEC 17011 cancels and replaces ISO/IEC Guide 58, ISO/IEC Guide 61, and
ISO/IEC/T|R 17010. Many accreditation bodies requested this revision because, for quite similar activities, they
have had|to comply with three sets of largely repetitious but slightly differing, requirements for the saime
attributes.
This corrected version of ISO/IEC 17011:2004 jincorporates the following corrections:
— the Ffench title has been amended;

— the Fpreword has been corrected to include reference to voting by IEC national bodies;

— the copyright has been.corrected to ISO only.

iv © ISO 2004 — All rights reserved
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Introduction

In the regulatory sector, government authorities implement laws covering the approval of products

(including

services) for reasons of safety, health, environmental protection, fraud prevention or market fairness. In the
voluntary sector many lines of mdustry have both W|th|n an economy as weII as gIobaIIy, set up systems for

and also ensuring competition on equal terms.

A [prerequisite for trade on equal terms is that any product (including services), accepted! forms

parability,

lly in one

egonomy, must also be free to circulate in other economies without having to undergo extensive re-festing, re-

ingpection, re-certification, etc. This should be the case regardless of whether the produet (including
falls wholly or partly under the regulatory sector.

Intoday’s society it is often required to state objectively conformity of products {including services) tq
requirements. Conformity assessment bodies (CABs) can objectively state\such conformity. Th
rform conformity assessment activities that include certification, inspection; testing and, in the con
ernational Standard, calibration.

pir clients, and which normally operate in a non-profit distributing manner (see Figure 1).

A pystem to accredit CAB conformity assessment services should provide confidence to the purc
regulator. Such a system should facilitate cross-border trade, as pursued by trade autho
organizations. The ultimate goal is to achieve one<stop accreditation and one-stop conformity asses

A [cross border” trade facilitating system can-work well if accreditation bodies and CABs all operate
agcepted requirements in an equivalent manner and take into account the interests of all parties con

THis International Standard specifies the general requirements for accreditation bodies. Peer
mechanisms have been created:at regional and international levels, through which assurance is prg
accreditation bodies are operating in accordance with this International Standard. Those who ha
such an evaluation can become members of mutual recognition arrangements. Through regular re-e
thé continued adherence.to this International Standard is assured.

THese mutual recognition arrangement members facilitate the one-stop process, through rg
promotion and acceptance of each other’s accredited conformity assessments. This means that a
egonomy should’ not need to be accredited more than once for the same scope by different ac
badies.

services)

specified
pse CABs
text of this

o perform
nce. Such
CABs and

haser and
rities and
sment.

to globally
cerned.

evaluation
vided that
e passed
valuations,

cognition,
CAB in an
Creditation
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Accreditation bodies assess the competence of CABs.
Accreditation body They can facilitate trade by promoting global acceptance
of conformity assessment results issued by accredited
CABs. This is strengthened if they are peer-evaluated and
Assess competence are members of mutual recognition arrangements among
the accreditation bodies.

CABs assess conformity of products, services and suppliers

Conformity assessment bodies e :
to specifications and/or requirements.

Assess conformity

(F.)r:gﬂlé?% Purchasers acql_Ji.re products (including ser\_/ices) that
services) conform to specifications or buy from suppliers that
conform to specific requirements.
Regulators may set requirements forgroducts and
Supplier suppliers.
NOTE The word supplier is used to mean provider of products (including services).

Figure 1 — Flowchart

Vi © ISO 2004 — All rights reserved
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Conformity assessment — General requirements for
accreditation bodies accrediting conformity assessment bodies

1

TH
Cco
eV

Ad
ac

Fdr the purposes of this International Standard, CABs are organizations jproviding the following
assessment services: testing, inspection, management system certification; personnel certificatio
certification and, in the context of this International Standard, calibration.

NQTE General requirements for these bodies have been establishied, for example in International Sta
Gyides (examples of which are given in the Bibliography).

THe following referenced documents are indispensable for the application of this document.
erences, only the edition cited applies. For udndated references, the latest edition of the neferenced
dgcument (including any amendments) applies.

re

\

IUPAC, IUPAP and OIML

3

Fdr the purposes<of)this document, the terms and definitions given in ISO/IEC 17000 and the follow

W

definitions of1\SO 9000 or the International vocabulary of basic and general terms in metrology (VIN
different definitions for specific metrological terms are given, the definitions of VIM have preference.

3.

Scope

is International Standard specifies general requirements for accreditation bodies assessing-and 4§
hformity assessment bodies (CABs). It is also appropriate as a requirements document for
aluation process for mutual recognition arrangements between accreditation bodies.

creditation bodies operating in accordance with this International Standard \do not have
creditation to all types of CABs.

Normative references

D 9000:2000, Quality management systems — Fundamentals and vocabulary
D/IEC 17000:2004, Conformity assessment — Vocabulary and general principles

M:1993, International vocabulaty of basic and general terms in metrology, issued by BIPM, IEC, |

Terms and definitions

here the terms and definitions are neither included in this document nor in ISO/IEC 17000, the

ccrediting
the peer

to offer

conformity
n, product

hdards and

For dated

-CC, 1SO,

ing apply.
terms and

1) apply. If

apaclitat "

a

reurnativii

third-party attestation related to a conformity assessment body conveying formal demonstration of its
competence to carry out specific conformity assessment tasks

3.2
accreditation body
authoritative body that performs accreditation

NOTE The authority of an accreditation body is generally derived from government.

© 1SO 2004 - All rights reserved
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3.3

accreditation body logo

logo used

3.4

by an accreditation body to identify itself

accreditation certificate
formal document or a set of documents, stating that accreditation has been granted for the defined scope

3.5

accreditation symbol

Symb0| isgtred by an-accreditation budy tobetsed b_y accredited-CABstoindicate-theiraceredited-status
NOTE “Mark” is to be reserved to indicate direct conformity of an entity against a set of requirements.

3.6

appeal

request by a CAB for reconsideration of any adverse decision made by the accreditation body related to |its
desired adcreditation status

NOTE Adverse decisions include

— refusdl to accept an application,

— refusdl to proceed with an assessment,

— corredtive action requests,

— changes in accreditation scope,

— decisipns to deny, suspend or withdraw accreditation, and

— any other action that impedes the attainment of accreditation .

3.7

assessment

process Undertaken by an accreditation body to assess the competence of a CAB, based on particular
standard(s$) and/or other normative doetiments and for a defined scope of accreditation

NOTE Assessing the competepee of a CAB involves assessing the competence of the entire operations of the CAB,
including thle competence of the personnel, the validity of the conformity assessment methodology and the validity of the
conformity pssessment results,

3.8

assessor

person aspigned by an accreditation body to perform, alone or as part of an assessment team, an assessmégnt
of a CAB

3.9

complaint

expression of dissatisfaction, other than appeal, by any person or organization, to an accreditation body,

relating to

3.10

the activities of that accreditation body or of an accredited CAB, where a response is expected

conformity assessment body

CAB

body that performs conformity assessment services and that can be the object of accreditation

NOTE

Whenever the word “CAB” is used in the text, it applies to both the “applicant and accredited CABs” unless
otherwise specified.

© ISO 2004 — All rights reserved
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3.1
consultancy

pa

rticipation in any of the activities of a CAB subject to accreditation

EXAMPLES:

preparing or producing manuals or procedures for a CAB;

participating in the operation or management of the system of a CAB;

giving specific advice or specific training towards the development and implementation of the management system

and/or competence of a CAB;

3.

giving specific advice or specific training for the development and implementation of the operational proe
CAB.

2

expert

pe
of

3.

rson assigned by an accreditation body to provide specific knowledge or expertisé.with respect to
accreditation to be assessed

3

extending accreditation

pr
3.
in
pa

N(
of

3.

pcess of enlarging the scope of accreditation

4
erested parties
rties with a direct or indirect interest in accreditation

TE Direct interest refers to the interest of those who.lndergo accreditation; indirect interest refers to t
hose who use or rely on accredited conformity assessmént services.

5

lead assessor

as|

3.
re

pr

3.
SG

Sp

3.

sessor who is given the overall responsibility for specified assessment activities

6
Hucing accreditation
pcess of cancelling accreditationfor part of the scope of accreditation

7
ope of accreditation
ecific conformity assessment services for which accreditation is sought or has been granted

8

suyrveillance

se
fo

t of activities, except reassessment, to monitor the continued fulfilment by accredited CABs of red
accregditation

N(

edures of a

the scope

he interests

uirements

TE Surveillance includes both surveillance on-site_assessments and other surveillance activities, §

uch as the

foll

a)

owing:
enquiries from the accreditation body to the CAB on aspects concerning the accreditation;
reviewing the declarations of the CAB with respect to what is covered by the accreditation;

requests to the CAB to provide documents and records (e.g. audit reports, results of internal quality
verifying the validity of CAB services, complaints records, management review records);

monitoring the performance of the CAB (such as results of participating in proficiency testing).

© 1SO 2004 - All rights reserved
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3.19

suspending accreditation
process of temporarily making accreditation invalid, in full or for part of the scope of accreditation

3.20

withdrawing accreditation
process of cancelling accreditation in full

3.21

witnessing

observati

4 Acc

£4L o OAD H + £ H 4 H H | ) £ AP
MU uic 'OUAD diTylity UUL CUTMTUITTITILY dooTOooIlTITIIL STITVILT O WILNITT Tto oLUPT Ul aLUl TUIdtuiuri

reditation body

4.1 Ledal responsibility

The accreditation body shall be a registered legal entity.

NOTE Governmental accreditation bodies are deemed to be legal entities on the basis_of\théir governmental stat
Where the|governmental accreditation body is part of a larger governmental entity, the.goyernment is responsible
identifying the accreditation body in a way that no conflict of interest with governmental"CABs occur. This accreditat
body is degmed to be the "registered legal entity" in the context of this International Standard.

4.2 Structure

4.2.1 The structure and operation of an accreditation body shall be such as to give confidence in
accreditatlons.

4.2.2 Tlhe accreditation body shall have authority and_shall be responsible for its decisions relating

accreditat
accreditat

on, including the granting, maintaining, extending, reducing, suspending and withdrawing
on.

4.2.3 The accreditation body shall have a desgtiption of its legal status, including the names of its owner

applicable

, and, if different, the names of the pefrsons who control it.

Us.

for

on

its

to
of

5 if

4.2.4 The accreditation body shall document the duties, responsibilities and authorities of top management

and other

personnel associated with the‘accreditation body who could affect the quality of the accreditation.

425 T
for each

e accreditation body shall identify the top management having overall authority and responsibi
the following:

a) develppment of policies relating to the operation of the accreditation body;

b) supe

ision of the'implementation of the policies and procedures;

c) supelvisionvof the finances of the accreditation body;

ity

d) decisions on accreditation,

e) contractual arrangements;

f)  delegation of authority to committees or individuals, as required, to undertake defined activities on behalf
of top management.

4.2.6 The accreditation body shall have access to necessary expertise for advising the accreditation body
on matters directly relating to accreditation.

NOTE

Access to the necessary expertise may be obtained through one or more advisory committees (either ad-hoc
or permanent), each responsible within its scope.

© ISO 2004 — All rights reserved
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4.2.7 The accreditation body shall have formal rules for the appointment, terms of reference and operation
of committees that are involved in the accreditation process, and shall identify the parties participating.

4.2.8 The accreditation body shall document its entire structure, showing lines of authority and responsibility.

4.3 Impartiality

4.3.1 The accreditation body shall be organized and operated so as to safeguard the objectivity and
impartiality of its activities.

T ' ' ' policies of
oeratlon of |ts accredltatlon system the accreditation body shall have documented and |mplemented a
stucture to provide opportunity for effective involvement by interested parties. The accreditation pody shall
ensure a balanced representation of interested parties with no single party predominating.

4.3.3 The accreditation body’s policies and procedures shall be non-discriminatory and| shall be
administered in a non-discriminatory way. The accreditation body shall make its ‘services accessible to all
applicants whose requests for accreditation fall within the activities (see 4.6.1),and the limitations @s defined
within its policies and rules. Access shall not be conditional upon the size of the<applicant CAB or mgmbership
of| any association or group, nor shall accreditation be conditional upon)‘the number of CABs already
accredited.

4.3.4 All accreditation body personnel and committees that could influence the accreditation prdcess shall
act objectively and shall be free from any undue commercidl)\financial and other pressures that could
compromise impartiality.

4.3.5 The accreditation body shall ensure that each“decision on accreditation is taken by gompetent
person(s) or committee(s) different from those who carrigd out the assessment.

4.3.6 The accreditation body shall not offer or, provide any service that affects its impartiality, such|as

THe accreditation body’s activities _shall not be presented as linked with consultancy. Nothing shall pe said or
imlplied that would suggest that-accreditation would be simpler, easier, faster or less expensive if any specified

confidentiality, objectivity and impartiality of its accreditations. A related body may, however, offer consultancy
or|provide those. ¢onformity assessment services the accreditation body accredits, subject to the related body

a)| different'top management for the activities described in 4.2.5,

b)| (personnel different from those involved in the decision-making processes of accreditation,

c) no possibility to influence the outcome of an assessment for accreditation, and

d) distinctly different name, logos and symbols.

The accreditation body, with the participation of the interested parties as described in 4.3.2, shall identify,
analyse and document the relationships with related bodies to determine the potential for conflict of interest,
whether they arise from within the accreditation body or from the activities of the related bodies. Where
conflicts are identified, appropriate action shall be taken.

NOTE 1 A related body is a separate legal entity that is linked by common ownership or contractual arrangements to
the accreditation body as described in 4.1.

© 1SO 2004 - All rights reserved 5
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NOTE 2

A separate part of the government, outside the governmental accreditation body as described in 4.1,

considered as a related body.

4.4 Confidentiality

is

The accreditation body shall have adequate arrangements to safeguard the confidentiality of the information
obtained in the process of its accreditation activities at all levels of the accreditation body, including
committees and external bodies or individuals acting on its behalf. The accreditation body shall not disclose
confidential information about a particular CAB outside the accreditation body without written consent of the
CAB, except where the law requires such information to be disclosed without such consent.

4.5 Liability and financing

4.51

4.5.2 THe accreditation body shall have the financial resources, demonstrated by records and/or documen
required fpr the operation of its activities. The accreditation body shall have a description”ef'its source(s)

income.

4.6 Acg¢reditation activity

4.6.1

Internatio

The accreditation body shall have arrangements to cover liabilities arising from its activities.

al Standards, Guides or other normative documents.

Txe accreditation body shall clearly describe its accreditation activities, referring to the relevant

ts,
of

4.6.2 The accreditation body may adopt application or guidancé{documents and/or participate in the

developmegnt of them. The accreditation body shall ensure that such documents have been formulated
committegs or persons possessing the necessary competence_and, where appropriate, with participation
interested|parties. Where international application or guidancecdocuments are available, these should be us

4.6.3

of interested parties. Possible elements to be included-in‘the procedures are

a) analypis of its present competence, suitabilitylof extension, resources, etc. in the new field,
b) accegsing and employing expertise from.other external sources,

c) evalupting the need for applicatiomor guidance documents,

d) initial|selection and training ©f\assessors, and

e) trainipg accreditation body’s staff in the new field.

5 Manpgement

5.1 General

5.1.1

The accreditation body shall establish procedures;for extending its activities and to react to deman

by
of
ed.

ds

Tlhe —accreditation _body shall establish, implement and maintain_a management system a

nd

continually improve its effectiveness in accordance with the requirements of this International Standard.
Requirements for the management system that take into account the particular nature of accreditation bodies
are defined in 5.2 t0 5.9.

5.1.2 Where this International Standard requires the accreditation body to have or establish procedures,
this means that they shall be documented, implemented and maintained, and shall be based on formulated

policies

wherever suitable.

© ISO 2004 — All rights reserved
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5.2 Management system

5.21 The accreditation body’s top management shall define and document policies and objectives,
including a quality policy, for its activities, and it shall provide evidence of commitment to quality and to
compliance with the requirements of this International Standard. The management shall ensure effective
communication of the needs of interested parties. The management shall also ensure that the policies are
understood, implemented and maintained at all levels of the accreditation body. The objectives should be
measurable and shall be consistent with the accreditation body’s policies.

NOTE Those accreditation bodies that are signatories to a mutual recognition arrangement may refer to the

b' 'H £ Ll 4 ] H'H U | N Lai
(o] rgatoTnS o theTotaar reCogrmaorarrrang e tet poOntresTt

5.2.2 The accreditation body shall operate a management system appropriate to the type, fange and
vojume of work performed. All applicable requirements of this International Standard shall be addregsed either
inja manual or in associated documents. The accreditation body shall ensure that the ynanual and relevant
associated documents are accessible to its personnel and shall ensure effective implementation of the
syptem’s procedures.

5.2.3 The accreditation body's top management shall appoint a member of‘management who, irrespective
of other responsibilities, shall have responsibility and authority that includes

a)| ensuring that procedures needed for the management system are‘established, and

b)| reporting to top management on the performance of the ‘management system and any| need for
improvement.

5.3 Document control

THe accreditation body shall establish procedures to,coentrol all documents (internal and external) that relate to
its|accreditation activities. The procedures shall define the controls needed

a)| to approve documents for adequacy priofto issue,
b)| to review and update as necessary-and re-approve documents,
c)| to ensure that changes and the current revision status of documents are identified,

d)| to ensure that relevant yersions of applicable documents are available to personnel, subcgntractors,
assessors and experts of the accreditation body and CABs at points of use,

e)| to ensure that documents remain legible and readily identifiable,

f)| to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they
are retaingd for any purpose, and

g)| torsafeguard, where relevant, the confidentiality of documents.

5.4—Records

5.4.1 The accreditation body shall establish procedures for identification, collection, indexing, accessing,
filing, storage, maintenance and disposal of its records.

5.4.2 The accreditation body shall establish procedures for retaining records for a period consistent with its

contractual and legal obligations. Access to these records shall be consistent with the confidentiality
arrangements.
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5.5 Nonconformities and corrective actions

The accreditation body shall establish procedures for the identification and management of nonconformities in
its own operations. The accreditation body shall also, where necessary, take actions to eliminate the causes
of nonconformities in order to prevent recurrence. Corrective actions shall be appropriate to the impact of the

problems

encountered. The procedures shall cover the following:

a) identifying nonconformities (e.g. from complaints and internal audits);

b) determining the causes of nonconformity;

c) corre
d) evalu
e) deter
f)  recor

g) revie

cting nonconformities;

ating the need for actions to ensure that nonconformities do not recur;
mining the actions needed and implementing them in a timely manner;
Hing the results of actions taken;

ving the effectiveness of corrective actions.

5.6 Preventive actions

preventiv

actions to eliminate the causes of potential nonconformities.{The preventive actions taken shall

The acchitation body shall establish procedures to identify opportunities” for improvement and to t3

appropria
requireme

a) identi
b) deter
C) recor
d) revie

5.7 Inte

e to the impact of the potential problems. The procedures for preventive actions shall def
nts for

fying potential nonconformities and their causes,
mining and implementing the preventive actions needed,
jing results of actions taken, and

ving the effectiveness of the preventive actions taken.

rnal audits

ke
be
ne

5.7.1 The accreditation body shall establish procedures for internal audits to verify that they conform to the

requireme
NOTE
5.7.2 In

be reducs
implemen

nts of this International Standard and that the management system is implemented and maintaine
As an indication, ISO©,19011 provides guidelines for conducting internal audits.
ternal audits shall be performed normally at least once a year. The frequency of internal audits m

d if the accreditation body can demonstrate that its management system has been effectiv
ed accofding to this International Standard and has proven stability. An audit programme shall

d.

ay
by
be

planned, faking.inio consideration the importance of the processes and areas to be audited, as well as the

results of

brevious audits.

5.7.3 The accreditation body shall ensure that

a) internal audits are conducted by qualified personnel knowledgeable in accreditation, auditing and the
requirements of this International Standard,

b) intern

al audits are conducted by personnel different from those who perform the activity to be audited,

c) personnel responsible for the area audited are informed of the outcome of the audit,

d) actions are taken in a timely and appropriate manner, and

e) anyo

pportunities for improvement are identified.
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5.8 Management reviews

5.8.1 The accreditation body's top management shall establish procedures to review its management
system at planned intervals to ensure its continuing adequacy and effectiveness in satisfying the relevant
requirements, including this International Standard and the stated policies and objectives. These reviews
should be conducted normally at least once a year.

5.8.2 Inputs to management reviews shall include, where available, current performance and improvement
opportunities related to the following:

a)[Tesultsof audits;

b)| results of peer evaluation where relevant;

c)| participation in international activities, where relevant;

d)| feedback from interested parties;

e)| new areas of accreditation;

f)| trends in nonconformities;

g)| status of preventive and corrective actions;

h)| follow-up actions from earlier management reviews;

i) [ fulfilment of objectives;

j) | changes that could affect the management systen;

k)| appeals;

I) [ analysis of complaints.

5.8.3 The outputs from the management review shall include actions related to
a)| improvement of the management system and its processes,

b)|] improvement of services and accreditation process in conformity with the relevant standards and
expectations of intefested parties,

c)| need for resources, and
d)| defining or redefining of policies, goals and objectives.

5.9 Complaints

The accreditation body shall establish procedures for dealing with complaints. The accreditation body
a) shall decide on the validity of the complaint,

b) shall, where appropriate, ensure that a complaint concerning an accredited CAB is first addressed by the
CAB,

c) shall take appropriate actions and assess their effectiveness,
d) shall record all complaints and actions taken, and

e) shall respond to the complainant.
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6 Human resources

6.1 Personnel associated with the accreditation body

6.1.1 The accreditation body shall have a sufficient number of competent personnel (internal, external,
temporary, or permanent, full time or part time) having the education, training, technical knowledge, skills and
experience necessary for handling the type, range and volume of work performed.

6.1.2 The accreditation body shall have access to a sufficient number of assessors, including lead
assessors, and experts to cover all of its activities.

6.1.3 TILe accreditation body shall make clear to each person concerned the extent and the limits of\thieir
duties, regponsibilities and authorities.

6.1.4 The accreditation body shall require all personnel to commit themselves formally by-a“signature|or
equivalen{ to comply with the rules defined by the accreditation body. The commitment shall‘consider aspe¢ts
relating tol confidentiality and to independence from commercial and other interests, and.any existing or prjor
association with CABs to be assessed.

6.2 Pensonnel involved in the accreditation process

6.2.1 The accreditation body shall describe for each activity involved in the accreditation process
a) the qgualifications, experience and competence required, and

b) initialland ongoing training required.

6.2.2 The accreditation body shall establish procedures:for selecting, training and formally approving
assessord and experts used in the assessment process.

6.2.3 The accreditation body shall identify the specific scopes in which each assessor and expert has
demonstrated competence to assess.

6.2.4 The accreditation body shall ensure that assessors and, where relevant, experts

a) are fgmiliar with accreditation procedures, accreditation criteria and other relevant requirements,
b) have undergone a relevant accéreditation assessor training,

c) have jp thorough knowledge’of the relevant assessment methods,

d) are able to communicate effectively, both in writing and orally, in the required languages, and

e) have pppropriate’personal attributes.

NOTE Guidance on personal attributes may be found in publications such as ISO 19011.

6.3 Monitoring

6.3.1 The accreditation body shall ensure the satisfactory performance of the assessment and the
accreditation decision-making process by establishing procedures for monitoring the performance and
competence of the personnel involved. In particular, the accreditation body shall review the performance and
competence of its personnel in order to identify training needs.

6.3.2 The accreditation body shall conduct monitoring (e.g. by on-site observations, or by using other
techniques such as review of assessment reports, feedback from CABs and peer monitoring of assessors) to
evaluate an assessor’s performance and to recommend appropriate follow-up actions to improve performance.
Each assessor shall be observed on-site regularly, normally every three years, unless there is sufficient
supporting evidence that the assessor is continuing to perform competently.
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6.4 Personnel records

6.4.1 The accreditation body shall maintain records of relevant qualifications, training, experience and
competence of each person involved in the accreditation process. Records of training, experience and
monitoring shall be kept up to date.

6.4.2 The accreditation body shall maintain up-to-date records on assessors and experts consisting of at
least the following:

a) name and address;

b)| position held and for external assessors and experts, the position held in their own organization
c)| educational qualifications and professional status;

d)| work experience;

e)| training in management systems, assessment and conformity assessment activities;

f)| competence for specific assessment tasks;

g)| experience in assessment and results of their regular monitoring.

7| Accreditation process
7.1 Accreditation criteria and information

7.1.1  The general criteria for accreditation of CABS shall be those set out in the relevant [normative
dgcuments such as International Standards and Guides for the operation of CABs.

7.1.2 The accreditation body shall make publicly available, and update at adequate intervals, the following:

a)| detailed information about its assessment and accreditation processes, including arrangements for
granting, maintaining, extending{ reducing, suspending and withdrawing accreditation;

b)] a document or reference_documents containing the requirements for accreditation, including technical
requirements specific to-each field of accreditation, where applicable;

c)| general information ‘about the fees relating to the accreditation;
d)| a description.of the rights and obligations of CABs;
e)| informationon the accredited CABs as described in 8.2.1;

f)| information on procedures for lodging and handling complaints and appeals;

g)Lnformation about the authority under which the accreditation programme operates:
h) a description of its rights and duties;

i) general information about the means by which it obtains financial support;

j) information about its activities and stated limitations under which it operates;

k) information about the related bodies as described in 4.3.7, if applicable.
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7.2 Application for accreditation

7.21 The accreditation body shall require a duly authorized representative of the applicant CAB to make a
formal application that includes the following:

a)

b)

c)

d)

general features of the CAB, including corporate entity, name, addresses, legal status and human and
technical resources;

general information concerning the CAB such as its activities, its relationship in a larger corporate entity if
any, and addresses of all its physical location(s) to be covered by the scope of accreditation;

a cledrly defined, requested, scope of accreditation;

an agreement to fulfil the requirements for accreditation and the other obligations of the €AB, [as
descibed in 8.1.

7.2.2 The accreditation body shall require the applicant CAB to provide at least the following information

relevant tg the accreditation prior to commencement of the assessment:

a)

b)

7.2.3 The accreditation body shall review for adequacy the information supplied by the CAB.

7.3 Resource review

a degcription of the conformity assessment services that the CAB undertakés)'and a list of standardgs,
methpds or procedures for which the CAB seeks accreditation, including)limits of capability where
appligable;

a copy (on paper or in electronic form) of the quality manual _ef the CAB, and relevant associated
docuinents and records, such as information on participation in proficiency testing as described in 7.15,
wherg applicable.

7.3.1  The accreditation body shall review its ability to carry out the assessment of the applicant CAB,]|in
terms of its own policy, its competence and the availability of suitable assessors and experts.
7.3.2 The review shall also include the ability of the accreditation body to carry out the initial assessmen{ in

a timely mlanner.

7.4 Subcontracting the assessment

7.41 The accreditation body shall normally undertake the assessment on which accreditation is based.
The accreditation body shall not subcontract the decision-making. If the accreditation body subcontragts
assessmdnts, it shall have/a policy describing the conditions under which subcontracting may take place| A
properly documentedsagreement covering the arrangements, including confidentiality and conflict of intergst,

shall be drawn up.

NOTE Contracting of external individual assessors and experts is not to be considered as subcontracting.

7.4.2 The accreditation body

a) shall take full responsibility for all subcontracted assessments and shall itself have competence in the
decision-making,

b) shall maintain its responsibility for granting, maintaining, extending, reducing, suspending or withdrawing
accreditation,

c) shall ensure that the body and its personnel involved in the assessment process, to which assessment
has been subcontracted, are competent and comply with the applicable requirements of this International
Standard and any provisions and guidelines given by the subcontracting accreditation body, and

d) shall obtain the written consent of the CAB to use a particular subcontractor.
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7.4.3 The accreditation body shall list the subcontractors it uses for assessments and shall have means for
assessing and monitoring their competence and for recording the results.

7.5 Preparation for assessment

7.5.1 Before the initial assessment, a preliminary visit may be conducted with the agreement of the CAB.
This visit may result in identification of deficiencies in the system of the applicant CAB or its competencies.
The accreditation body shall have clear rules and shall exercise due care to avoid consultancy during such
activities.

7.5.2—The accreditatiom body statt-formmatty appoint am assessment teanT Consisting of a fead-assessor and,

where required, a suitable number of assessors and/or experts for each specific scope. When-sélecting the
assessment team, the accreditation body shall ensure that the expertise brought to each ‘assignment is
appropriate. In particular, the team as a whole

a)| shall have appropriate knowledge of the specific scope for which accreditation is.sought, and

b)| shall have understanding sufficient to make a reliable assessment of the. competence of tHe CAB to
operate within its scope of accreditation.

7.5.3 The accreditation body shall ensure that team members act in“an impartial and non-disgriminatory
manner. In particular,

a)| assessment team members shall not have provided consultancy to the CAB which might compfomise the
accreditation process and decision, and

b)| in accordance with the provisions of 6.1.4, the assessment team members shall inform the acgreditation
body, prior to the assessment, about any existing, former or envisaged link or competitive position
between themselves or their organization and the CAB to be assessed.

7.5.4 The accreditation body shall inform the\€CAB of the names of the members of the assessment team
and the organization they belong to, sufficieftly in advance to allow the CAB to object to the appdintment of
any particular assessor or expert. The acereditation body shall have a policy for dealing with such ohjections.

7.5.5 The accreditation body shall\clearly define the assignment given to the assessment team. Tlhe task of
b assessment team is to review the documents collected from the CAB and to conduct the on-site
sessment.

.6 The accreditation-body shall establish procedures for sampling (if applicable) where the scope of the
CAB covers a variety_ef specific conformity assessment services. The procedures shall ensurg that the
sessment team (witness a representative number of examples to ensure proper evaluatipn of the
petence of the CAB.

.7 Forinitial assessments, in addition to visiting the main or head office, visits shall be made fo all other
premiseswofithe CAB from which one or more key activities are performed and which are covered by|the scope

v-a PO S

review, planning conformity assessments, review, approval and decision on the results of conformity assessments.

7.5.8 For surveillance and reassessment, where the CAB works from various premises, the accreditation
body shall establish procedures for sampling to ensure proper assessment. All premises from which one or
more key activities are performed should be assessed within a defined timeframe.

7.5.9 The accreditation body shall agree, together with the CAB and the assigned assessment team, to the

date and schedule for the assessment. However, it remains the responsibility of the accreditation body to
pursue a date that is in accordance with the surveillance and reassessment plan.
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7.5.10 The accreditation body shall ensure that the assessment team is provided with the appropriate criteria
documents, previous assessment records, and the relevant documents and records of the CAB.

7.6 Document and record review

7.6.1 The assessment team shall review all relevant documents and records supplied by the CAB (as
described in 7.2.1 and 7.2.2) to evaluate its system, as documented, for conformity with the relevant
standard(s) and other requirements for accreditation.

7.6.2 The accreditation body may decide not to proceed with an on-site assessment based on the
nonconforyriti i Tew. ; iti be
writing to the CAB.

reported i
7.7 On;site assessment
7.71 The assessment team shall commence the on-site assessment with an opening meeting at which the

purpose of the assessment and accreditation criteria are clearly defined, and the assessment.schedule as well
as the scdpe for the assessment are confirmed.

7.7.2 The assessment team shall conduct the assessment of the conformity dssessment services of the
premises of the CAB from which one or more key activities are performed and, where relevant,

the applicpble scope the CAB is competent and conforms to the relevantstandard(s) and other requirements

e assessment team shall witness the performance of a representative number of staff of the CAB|to
provide agsurance of the competence of the CAB across the scope-of accreditation.

7.8 Analysis of findings and assessment report

7.8.1 The assessment team shall analyse all relevant information and evidence gathered during the
document|and record review and the on-site assessment. This analysis shall be sufficient to allow the team|to
determinel the extent of competence and conformity of the CAB with the requirements for accreditation. The
team’s olyservations on areas for possible~itmprovement may also be presented to the CAB. Howevgr,
consultangy shall not be provided.

—

7.8.2 Where the assessment team(Cannot reach a conclusion about a finding, the team should refer back]
the accreditation body for clarification;

(0]

7.8.3 The accreditation body:s)reporting procedures shall ensure that the following requirements are fulfilled.

a) A megting shall take\place between the assessment team and the CAB prior to leaving the site. At this
meeting, the assessment team shall provide a written and/or oral report on its findings obtained from the
analypis (see 7.8:1). An opportunity shall be provided for the CAB to ask questions about the findings,
including noncenformities, if any, and their basis.

b) A wriftémreport on the outcome of the assessment shall be promptly brought to the attention of the CAB.
This Iszmmnwawwmwmmmm iy, [ ify

nonconformities, if any, to be resolved in order to conform with all of the requirements for accreditation.

c) The CAB shall be invited to respond to the assessment report and to describe the specific actions taken
or planned to be taken, within a defined time, to resolve any identified nonconformities.

7.8.4 The accreditation body shall remain responsible for the content of the assessment report, including
nonconformities, even if the lead assessor is not a permanent staff member of the accreditation body.

7.8.5 The accreditation body shall ensure that the responses of the CAB to resolve nonconformities are

reviewed to see if the actions appear to be sufficient and effective. If the CAB responses are found not to be
sufficient, further information shall be requested. Additionally, evidence of effective implementation of actions
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taken may be requested, or a follow-up assessment may be carried out to verify effective implementation of
corrective actions.

7.8.6 The information provided to the accreditation decision-maker(s) shall include the following, as a

minimum:

a) unique identification of the CAB;

b) date(s) of the on-site assessment;

) [Trame(s)of theassessorts)andforexpertsinvotved-mrtheassessment;

d)| unique identification of all premises assessed;

e)| proposed scope of accreditation that was assessed;

f)| the assessment report;

g)| a statement on the adequacy of the internal organization and procedures.adopted by the CA
confidence in its competence, as determined through its fulfilment of the hequirements for accre

h)[ information on the resolution of all nonconformities;

i) | any further information that may assist in determining fulfilment of requirements and the com
the CAB;

j) | where applicable, a summary of the results of proficiencCy testing or other comparisons condug
CAB and any actions taken as a consequence of the-results;

k)| where appropriate, a recommendation ascto granting, reducing or extending accreditatid
proposed scope.

7.9 Decision-making and grantingaccreditation

A The accreditation body shalk-prior to making a decision, be satisfied that the information

dequate to decide that the requirements for accreditation have been fulfilled.

.2  The accreditation body shall, without undue delay, make the decision on whether to grant

reditation on the basis, of an evaluation of all information received (see 7.8.6) and any othq
rmation.

.3 Where the/accreditation body uses the results of an assessment already performed b

reditation bady, it shall have assurance that the other accreditation body was operating in accorg
requirements of this International Standard.

.44 The accreditation body shall provide an accreditation certificate to the accredited (

\B to give
Hitation;

betence of

ted by the

n for the

see 7.8.6)

or extend
r relevant

y another
lance with

LAB. This

feditation certificate shall identify (on the front page, if possible) the following:

a)

d)

e)

the identity and logo of the accreditation body;

the unique identity of the accredited CAB;

all premises from which one or more key activities are performed and which are covered by the

accreditation;
the unique accreditation number of the accredited CAB;

the effective date of granting of accreditation and, as applicable, the expiry date;
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f)

g)

a brief indication of, or reference to, the scope of accreditation;

a statement of conformity and a reference to the standard(s) or other normative document(s), including

issue

or revision used for assessment of the CAB.

7.9.5 The accreditation certificate shall also identify the following:

a) for certification bodies:

4) droduct categories, where relevant, and
5) gersonnel categories, where relevant;
b) for ingpection bodies:
1) the type of inspection body (e.g. as defined in ISO/IEC 17020),
2) the field and range of inspection for which accreditation has _been granted, and
3) the regulations, standards or specifications or types _thereof containing the requirements agai
which the inspection is to be performed, as applicable;
c) for cdlibration laboratories:
1) the calibrations, including the types of measurements performed, the measurement ranges and
Hest measurement capability (BMC) or &quivalent™);
d) for tegting laboratories:
1) the tests or types of tests performed and materials or products tested and, where appropriate,
methods used.
7.10 Appeals

7.10.1 The accreditation ‘body shall establish procedures to address appeals by CABs.

7.10.2 The accreditation body

1) the type of certification,

2) the standards or normative documents, or regulatory requirements or types thereof, to~wh

A

3) industry sectors, where relevant,

roducts, personnel, services or management systems are certified, as applicable,

appoint a person, or group of persons, to investigate the appeal who are competent g

ch

nst

shall advise the CAB of the final decision(s) of the accreditation body,

shall keep records of all appeals, of final decisions, and of follow-up actions taken.

The concept of best measurement capability is currently under review for inclusion in the VIM.

a) shall
independent of the subject of the appeal,
b) shall decide on the validity of the appeal,
c)
d) shall take follow-up action where required, and
e)
1)
16
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