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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Introduction

This document specifies the requirements for accreditation bodies accrediting conformity assessment
bodies. In the context of this document, activities covered by accreditation include but are not limited to
testing, calibration, inspection, certification of management systems, persons, products, processes and
services, provision of proficiency testing, production of reference materials, validation and verification.

It is important for interested parties to know that conformity assessment bodies are competent to

perform their tasks. For that reason, there is an increasing demand for impartial attestatio
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Conformity assessment — Requirements for accreditation
bodies accrediting conformity assessment bodies

1 Scope

Thisdocument specifies TequiTements for the COMpPetecs, CONSIStent operation and impartiality of
acrreditation bodies assessing and accrediting conformity assessment bodies.

NOTE In the context of this document, activities covered by accreditation include, but are not |imited to,

tegting, calibration, inspection, certification of management systems, persons, products, processes anfl services,
prpvision of proficiency testing, production of reference materials, validation and verifjcation.

2| Normative references

The following documents are referred to in the text in such a way-that some or all of thejr content
copstitutes requirements of this document. For dated references, ‘enily the edition cited applies. For
urldated references, the latest edition of the referenced document{including any amendmentd) applies.

ISP/IEC 17000, Conformity assessment — Vocabulary and general principles

3| Terms and definitions

Far the purposes of this document, the terms and definitions given in ISO/IEC 17000 and the
following apply.

ISP and IEC maintain terminological databases for use in standardization at the following addresses:

—{ ISO Online browsing platform: available at https://www.iso.org/obp

—|{ [EC Electropedia: available at http://www.electropedia.org/

3.1
adcreditation
thjrd-party attestation.related to a conformity assessment body (3.4) conveying formal demdnstration
of|its competence te carry out specific conformity assessment tasks

[SPURCE: ISO/EC17000:2004, 5.6]

3.p
aqgcreditation body
authetritative body that performs accreditation (3.1)

Note T to entry: The authority of an accreditation body 1s generally derived from government.
[SOURCE: ISO/IEC 17000:2004, 2.6]

3.3
accreditation body logo
logo used by an accreditation body (3.2) to identify itself

3.4
conformity assessment body
body that performs conformity assessment activities and that can be the object of accreditation (3.1)

Note 1 to entry: Whenever the term “conformity assessment body” is used in the text, it applies to both the
applicant and accredited conformity assessment bodies, unless otherwise specified.

© ISO/IEC 2017 - All rights reserved 1
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[SOURCE: ISO/IEC 17000:2004, 2.5, modified — The words “and that can be the object of accreditation”
have been added to the definition and the Note to entry has been added.]

3.5
conformity assessment activity
activity conducted by a conformity assessment body (3.4) when assessing conformity

Note 1 to entry: In the context of this document, activities covered by accreditation (3.1) include, but are not limited
to, testing, calibration, inspection, certification of management systems, persons, products, processes and services,
provision of proficiency testing, production of reference materials, validation and verification. For simplicity, these
are referred to as conformityv assessment activities hping pprfnrmpd bv conformitv assessment bodies

3.6
scope of Accreditation
specific cpnformity assessment activities for which accreditation (3.1) is sought or has been’granted

3.7
flexible 4cope of accreditation
scope of pccreditation (3.6) expressed to allow conformity assessment bodieg’ te”make changes|in
methodology and other parameters which fall within the competence of the conformity assessment body
(3.4) as cpnfirmed by the accreditation body (3.2)

3.8
accreditation scheme
rules and processes relating to the accreditation (3.1) of conformity assessment bodies to which the
same reqpirements apply

Note 1 to gntry: Accreditation scheme requirements include, but are not limited to, ISO/IEC 17020, ISO/IEC 17021,
ISO/IEC 17025, ISO/IEC 17024, 1SO 17034, ISO/IEC 17043, ISO/}E€17065, ISO 15189 and ISO 14065.

3.9
accreditjtion activity
individuall operational tasks of the accreditationprocess (3.11)

Note 1 to ¢ntry: See Clause 7.

3.10
impartiallity
presence [of objectivity

Note 1 to pntry: Objectivity means that conflicts of interest do not exist, or are resolved so as not to advers¢ly
influence §ubsequent activitiés of the accreditation body (3.2).

Note 2 to [entry: Other terms that are useful in conveying the element of impartiality include “independende”,

“freedom [from conflict-of interests”, “freedom from bias”, “lack of prejudice”, “neutrality”, “fairness”, “op¢n-

» o«

mindedneps”, “eventhandedness”, “detachment”, “balance”.

[SOURCE]ISQ/IEC 17021-1:2015, 3.2, modified — The words “certification body” have been replaced py
“accreditfition body” in Note 1 to entry.]

3.11

accreditation process

activities from application through to granting and maintenance of accreditation (3.1) as defined by the
accreditation scheme (3.8)

3.12

accreditation symbol

symbol issued by an accreditation body (3.2) to be used by accredited conformity assessment bodies to
indicate they are accredited

2 © ISO/IEC 2017 - All rights reserved
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3.13
accreditation decision

2017(E)

decision on granting (3.14), maintaining (3.15), extending (3.16), reducing (3.17), suspending (3.18) and

withdrawing (3.19) accreditation (3.1)

3.14
granting accreditation
awarding accreditation (3.1) for a defined scope of accreditation (3.6)

3.15

=g == R LT
m llll.alllllls dililTuitaltivil

firming the continuance of accreditation (3.1) for a defined scope

16
tending accreditation
ding conformity assessment activities to the scope of accreditation (3.6)

LD W

7
ducing accreditation
celling part of the scope of accreditation (3.6)

o= w

8
spending accreditation
tting temporary restrictions in place for all or part of the seope of accreditation (3.6)

w 5w w

9
wijthdrawing accreditation
celling accreditation (3.1) for the full scope

reditation
ksessment

[SPURCE: ISO/IEC 17000:2004, 6.5, modified — The words “to a conformity assessmenf body or

assessment

asgessment body (3.4), based on standard(s) and/or other normative documents and for a defi

kion body,
Ddy”.]

h decision

cess‘undertaken by an accreditation body (3.2) to determine the competence of a cpnformity

hed scope

of accreditation (3.6)

3.23
reassessment
assessment (3.22) performed to renew the accreditation (3.1) cycle

3.24
assessment technique
method used by an accreditation body (3.2) to perform an assessment (3.22)

Note 1 to entry: Assessment techniques, can include, but are not limited to:

— on-site assessment;
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— remote assessment (3.26);

— witnessing (3.25);

— document review;
— file review;

— measurement audits;

— review of performance in proficiency testing and other interlaboratory comparisons;

— validation audits;
— unannpunced visits;
— interviewing.

3.25
witnessihg

observation by the accreditation body (3.2) of a conformity assessment body (3.4) carfying out conform
assessmejnt activities within its scope of accreditation (3.6)

3.26

remote assessment

assessment (3.22) of the physical location or virtual site of a conformity assessment body (3.4), usi
electroni¢ means

Note 1 to entry: A virtual site is an online environment allowing persons to execute processes, e.g. in a clo|
environme¢nt.

3.27

assessmént programme

set of ass¢ssments (3.22) consistent with a specifiCaccreditation scheme (3.8) that the accreditation bo
(3.2) perflorms on a specific conformity assessnient body (3.4) during an accreditation (3.1) cycle

3.28
assessment plan
descriptipn of the activities and arrangements for an assessment (3.22)

[SOURCE{ISO 19011:2011, 3.15,,medified — The word “audit” has been replaced by “assessment”.]

3.29
accreditation body personnel
internal dr external individuals carrying out activities on behalf of the accreditation body (3.2)

3.30
assessor
person agsigned by an accreditation body (3.2) to perform, alone or as part of an assessment team,

=}

g

AN

assessment3.22) of a conformity assessment body (3.4)

3.31
team leader
assessor (3.30) who is given the overall responsibility for the management of an assessment (3.22)

3.32
technical expert

person assigned by an accreditation body (3.2), working under the responsibility of an assessor (3.30),
who provides specific knowledge or expertise with respect to the scope of accreditation (3.6) to be

assessed and does not assess independently

Note 1 to entry: A technical expert is not expected to have assessor qualifications and training.
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3.33
interested party

pe

rson or organization with a direct or indirect interest in accreditation (3.1)

Note 1 to entry: Direct interest refers to the interest of those who undergo accreditation; indirect interest refers
to the interests of those who use or rely on accredited conformity assessment bodies.

Note 2 to entry: Interested parties can include the accreditation body (3.2), conformity assessment bodies, their
associations and their clients, industry services, trade associations, scheme owners, governmental regulatory
bodies or other governmental services, or non-governmental organizations, including consumer organizations.

3(.]34
cgnsultancy

p3
EX
EX

EX
m

4

4

T}
re

N(
th

N(

TH
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Jl Legal entity

.2 Accreditation agreement

rticipation in any of the activities of a conformity assessment body (3.4) subject to accneditat
AMPLE 1  Preparing or producing manuals or procedures for a conformity assessmentbody.
AMPLE 2 Participating in the operation or management of a conformity assessment body.

AMPLE 3  Giving specific advice or specific training towards the development and implementa
inagement system, operational procedures and/or competence of a conformity*assessment body.

General requirements

e accreditation body shall be a legal entity, or a defined part of a legal entity such that it
sponsible for its accreditation activities.

Pir government.

TE2  Anaccreditation body that is part'of a larger body can operate under a different name.

ion (3.1)

Fion of the

is legally

TE1 Governmental accreditation bodies are déemed to be legal entities on the basis of their status within

e accreditation body shallsestablish a legally enforceable arrangement with each c

to commit to fulfil continually the requirements for accreditation for the scope
accreditation js'setight or granted and to commit to provide evidence of fulfilment. Thi
agreement tg-adapt to changes in the requirements for accreditation;

to cooperate as is necessary to enable the accreditation body to verify fulfilment of requ
for acereditation;

to\provide access to conformity assessment body personnel, locations, equipment, inff

nformity

sessment body that requires the conformity assessment body to conform to at least the follpwing:

r which
includes

lirements

brmation,

documents and records as necessary to verify fulfilment of requirements for accreditatio

1;

f)
g)

to arrange the witnessing of conformity assessment activities when requested by the

accreditation body;

to have, where applicable, legally enforceable arrangements with their clients that co

mmit the

clients to provide, on request, access to accreditation body assessment teams to assess the

conformity assessment body's performance when carrying out conformity assessment ac
the client’s site;

to claim accreditation only with respect to the scope for which it has been granted;

tivities at

to commit to follow the accreditation body's policy for the use of the accreditation symbol;

h) not to use its accreditation in such a manner as to bring the accreditation body into disrepute;

© ISO/IEC 2017 - All rights reserved


https://standardsiso.com/api/?name=7e3933d4c8ef4cf12ddfb301694a09de

ISO/IEC 17011:2017(E)

symbol and claims of aocreditation status. This policy shall specify as a minimum:

to inform the accreditation body without delay of significant changes relevant to its accreditation;

Such changes can concern:

— itslegal, commercial, ownership or organizational status;

— the organization, top management and key personnel;

— resources and location(s);

ope of accreditation;

ther matters that can affect the ability of the conformity assessment body to fulfil requiremeyits
Hitation.

y fees as determined by the accreditation body;

sist in the investigation and resolution of any accreditation-related complaints about t
rmity assessment body referred to it by the accreditation body.

2 of accreditation symbols and other claims of accreditation

he accreditation body shall take measures to ensure that:the accredited conform
nt body:

conforms to the requirements of the accreditation body for claiming accreditation stat
making reference to its accreditation in communication media;

not make any misleading or unauthorized statement regarding its accreditation;
withdrawal of its accreditation, discontinues:its use of any reference to that accreditation;

not refer to its accreditation in a way so as to imply that a product, process, servi
gement system or person is approved by the accreditation body;

s its affected clients of the suspension, reduction or withdrawal of its accreditation and
iated consequences without undue delay.

[hen an accreditation begdy-has an accreditation symbol, the accreditation body shall have
[ to use it and the accreditation symbol shall be legally protected.

he accreditation body shall have a documented policy governing the use of the accreditati

rementsifor the use and monitoring of the accreditation symbol in combination with a
rmity.assessment body mark;

for

He-accreditation symbol is not affixed on its own or used to imply that a product, process

or

service (Or any part of 1T) has been certified or approved by the accreditation body;

requirements for reproduction of the accreditation symbol;

requirements for any reference to accreditation;

requirements for the use of the accreditation symbol and claims of accreditation status in
communication media;

that the conformity assessment body only uses the accreditation symbol and claims of accreditation

)
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— SC
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j) topa
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a) fully
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s for the specific activities covered by the scope of accreditation.
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4.3.4 The accreditation symbol shall have, or be accompanied with, a clear indication as to which
conformity assessment activity the accreditation is related.

4.3.5 The accreditation body shall take suitable action to deal with incorrect or unauthorized claims
of accreditation status, or misleading or unauthorized use of accreditation symbols and the accreditation
body logo.

NOTE Suitable actions can include requests for corrective action, suspension, withdrawal of accreditation,
publication of the transgression and, if necessary, legal action.

4.4 Impartiality requirements
44.1 Accreditation shall be undertaken impartially.

4.4.2 The accreditation body shall be responsible for the impartiality of its  accreditation|activities
arld shall not allow commercial, financial or other pressures to compremise impartialify. Where
ar| accreditation body, including a governmental accreditation body, is_patt of a larger dntity, the
acpreditation body shall be organized so that accreditation is provided impartially.

4.4.3 The accreditation body shall have top management commitment to impartiality. It shall locument
arld make public an impartiality policy which includes the importance of impartiality in cafrying out
it accreditation activities, managing conflict of interest and)ensuring objectivity of its accreditation
activities.

shill act objectively and shall be free from any undue commercial, financial and other presgures that
could compromise impartiality. The accreditation body shall require all personnel and dommittee
members to disclose any potential conflict of interest whenever it may arise.

4%.4 All accreditation body personnel and committees who could influence the accreditation process
0

4.4.5 The accreditation body shall document and implement a process to provide opporfunity for
effective involvement by interested-patties for safeguarding impartiality. The accreditation hody shall
ensure a balanced representation ofinterested parties with no single party predominating.

ddcument on an ongoing basis the risks to impartiality arising from its activities including any conflicts
arjsing from its relationships or from the relationships of its personnel. The process shall include
identification of and\Censultation with appropriate interested parties as described in 4.4.5 to jadvise on
matters affectingimpartiality including openness and public perception.

4.4.6 The accreditation body shall have a process to identify, analyse, evaluate, treat, mTitor and

NQTE 1 Sources of risks to impartiality of the accreditation body can be based on ownership, gpvernance,
managemeiit, personnel, shared resources, finances, contracts, outsourcing, training, marketing and gayment of
a dales commission or other inducement for the referral of new clients, etc.

NOTE2  One way of fulfilling the consultation with the interested parties is by the use of a committge.

4.4.7 Where any risks to impartiality are identified, the accreditation body shall document
and demonstrate how it eliminates or minimizes such risks and document any residual risk. The
demonstration shall cover all potential risks that are identified, whether they arise from within the
accreditation body or from the activities of other persons, bodies or organizations.

4.4.8 Top management shall review any residual risk to determine if it is within the level of
acceptable risk.

4.4.9 When an unacceptable risk to impartiality is identified and which cannot be mitigated to an
acceptable level, then accreditation shall not be provided.

© ISO/IEC 2017 - All rights reserved 7
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4.4.10 The accreditation body’s policies, processes and procedures shall be non-discriminatory and
shall be applied in a non-discriminatory way. The accreditation body shall make its services accessible
to all applicants whose application for accreditation falls within the scope of its accreditation activities
as defined within its policies and rules. Access shall not be conditional upon the size of the applicant
conformity assessment body or membership of any association or group, nor shall accreditation be
conditional upon the number of conformity assessment bodies already accredited.

NOTE It is not considered discriminatory when an accreditation body refuses services to a conformity
assessment body because of proven evidence of fraudulent behaviour, falsification of information or deliberate
violation of accreditation requirements.

4.4.11 The accreditation body and any part of the same legal entity shall not offer or provide any service
that affects its impartiality, such as:

a) confdrmity assessment activities covered by accreditation which include but are not limited [to
testimg, calibration, inspection, certification of management systems, persons, produets, procesdes
and gervices, provision of proficiency testing, production of reference materials; validation apd
verification;

b) consyltancy.

4.4.12 In case the accreditation body is linked to a body offering consultancy or undertaking thdse
conformify assessment activities mentioned in 4.4.11 bullet a), the accréditation body shall have:

a) diffefent top management (see 5.7);
b) diffefent personnel performing the accreditation decision-making processes (see Clause 5);
c) distinctly different name, logos and symbols;

d) effecfive mechanisms to prevent any influence.onthe outcome of any accreditation activity.

4.4.13 The accreditation body’s activities shall- not be presented as linked with consultancy or other
services that pose an unacceptable risk tosimpartiality. Nothing shall be said or implied that woyld
suggest that accreditation would be simpler, easier, faster or less expensive if any specified person(s)|or
consultarlcy were used.

NOTE Accreditation bodies can carry out, for example, the following duties that are not considered a riskfto
impartialify:

— arranging and participating as a lecturer in training, orientation or educational courses, provided that th¢se
courses cdnfine themselyvés)to the provision of generic information that is freely available in the public domafin,
i.e. they cqnnot providéspecific solutions to a conformity assessment body in relation to the activities of that
organization;

— adding value,during assessments, e.g. by identifying opportunities for improvement as they become evid¢nt
during thd asSessment without recommending specific solutions;

— advising other accreditation bodies on development of accreditation process;

— advising scheme owners on accreditation requirements, including requirements within relevant conformity
assessment standards.

4.5 Financing and liability

4.5.1 The accreditation body shall have the financial resources, demonstrated by records and/or
documents, required for the operation of its activities. The accreditation body shall have a description of
the source(s) of its income.
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4.5.2 The accreditation body shall evaluate the risks arising from its activities and have arrangements

to

cover liabilities arising from its activities.

4.6 Establishing accreditation schemes

4.6.1 Theaccreditation body shall develop or adopt accreditation schemes. The accreditation body shall
document the rules and processes for its accreditation schemes referring to the relevant International
Standards and/or other normative documents.

4.
us

p3
th
N(

N(
do

4.

b.2 The accreditation body shall ensure that any guidance, application or normative doc
es have been developed by committees or persons possessing the necessary competence
rticipation of appropriate interested parties. These documents shall not contradict ot excly
e requirements included in the relevant international standards and/or other normative doc

TE1  Where international application or guidance documents are available, these’¢an be used.

TE2  The accreditation body can adopt and/or develop application or guidance documents,
cuments and/or participate in their development.

b.3 The accreditation body shall have a policy and documented procedures to deter

sufitability of the conformity assessment schemes and standards feryaccreditation purposes.
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b)
c)
d)
e)
f)
g)
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.6.4 The accreditation body shall establish, document, ‘implement and maintain a pr

veloping and extending its accreditation schemes. The following shall be considered:
feasibility of launching or extending an accreditation scheme;

analysis of its present competence and resotirces;

accessing and employing expertise;

the need for application or guidance-documents;

training of accreditation body'pérsonnel;

implementation or transition arrangements;

views of interested-parties.

6.5 Before an degreditation body discontinues an accreditation scheme in part or in full, a
lowing shall be considered:

views of\interested parties;

contractual duties;

uments it
and with
de any of
iments.

normative

mine the

ocess for

[ least the

c)

fransition arrangements;

d)
e)

5

external communication regarding the discontinuation;

information published by the accreditation body.

Structural requirements

5.1 The accreditation body shall be structured and managed so as to safeguard impartiality.

5.2 The accreditation body shall document its entire organizational structure, including lines of
authority and responsibility.
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5.3 Ifthe accreditation body is part of a larger entity, the accreditation body shall be identified.

5.4 The accreditation body shall have a description of its legal status, including the names of its owners
if applicable, and, if different, the names of the persons who control it.

5.5 The accreditation body shall have authority and be responsible for its accreditation decisions
which shall not be subject to approval by any other organization or person.

5.6 The accreditation body shall document the duties, responsibilities and authorities of top
managenijent and other personnel associated with the accreditation body who are involved ip the
accreditation process.

5.7 Thg accreditation body shall identify the top management having overall authority ahd
responsihility for each of the following:

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

b) supefvision of the implementation of the policies, processes and procedures;

c) supervision of the finances of the accreditation body;

d) development or adoption of activities for the schemes for which it’provides accreditation;
e) decisfions on accreditation;

f) perfdrmance of assessments and accreditation processes;

g) respqnding to complaints and appeals in a timely manner;

h) contrjactual arrangements;

i) provision of adequate resources;

j) delegation of authority to committees or-individuals, as required, to undertake defined activities
on bghalf of top management;

k) safeguarding of impartiality.

5.8 Thg accreditation body(shall have formal rules for the appointment, terms of reference aphd
operatior] of committees that7are involved in the accreditation process, and shall identify the interested
parties pdrticipating.

6 Resoqurce réquirements

6.1 Co1npetence of personnel

6.1.1 General

The accreditation body shall have processes to ensure its personnel have appropriate knowledge and
skills relevant to the accreditation schemes and geographic areas in which it operates.

6.1.2 Determination of competence criteria

6.1.2.1 The accreditation body shall have a documented process for determining and documenting
the competence criteria for personnel involved in the management and performance of assessments and
other accreditation activities. Competence criteria shall be determined with regard to the requirements

10 © ISO/IEC 2017 - All rights reserved


https://standardsiso.com/api/?name=7e3933d4c8ef4cf12ddfb301694a09de

ISO/IEC 17011:2017(E)

of each accreditation scheme and shall include the required knowledge and skills for performing
accreditation activities.

6.1.2.2 The accreditation body shall ensure the assessment team, and the accreditation body personnel
who review documents, review assessment reports and make accreditation decisions, demonstrate
knowledge of the following:

— assessment principles, practices and techniques;

— general management system principles and tools.

6.1.2.3 The accreditation body shall ensure the assessment team, and the accreditation body personnel
who review applications, select assessment team members, review documents, review agsessment
reports, make accreditation decisions and manage accreditation schemes, demonstrate:knowlefdge of the
following:

— accreditation body's rules and processes;

—| accreditation and accreditation scheme requirements and relevant” guidance and application
documents;

—| conformityassessmentschemerequirements, other proceduresand methodsused by the conformity
assessment body.

6.1.2.4 The accreditation body shall ensure the assessment team, and the accreditation body personnel
who review assessment reports, make accreditatiori<'decisions and manage accreditation|schemes,
dgmonstrate knowledge of risk based assessment prificiples.

6.1.2.5 The accreditation body shall ensure*® the assessment team, and the accreditation body
pdrsonnel who review documents, review assessment reports, make accreditation decisions and manage
accreditation schemes, demonstrate kngwledge of general regulatory requirements relat¢d to the
conformity assessment activities.

6.1.2.6 The accreditation body shall ensure the assessment team demonstrates the [following
krlowledge and skills:

— knowledge of practices’/and processes of the conformity assessment body business envirdnment;
— communicationsKills appropriate to interact with all levels within the conformity assessnjent body;
— note-takingand report-writing skills;
— openingdnd closing meeting skills;

— interviewing skills;

—_assessment-management skills

6.1.2.7 The accreditation body shall ensure the accreditation body personnel who review documents
demonstrate note-taking and report-writing skills.

6.1.2.8 The group or individual that takes the accreditation decisions shall understand the applicable
accreditation scheme requirements and shall have competence to evaluate the outcomes of the
assessment, including where appropriate related recommendations of the assessment team.

NOTE Annex A summarizes 6.1.2.2 to 6.1.2.8.

6.1.2.9 Where additional specific competence criteria have been established for a specific accreditation
scheme, these shall be applied.
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6.1.3 Competence management

6.1.3.1 The accreditation body shall:

a) establish and implement a documented process for the initial evaluation and on-going monitoring
of all personnel involved in accreditation processes;

b) ensure that its evaluation methods are effective to demonstrate competence of accreditation body
personnel;

c) priortoundertaking accreditatiomactivities, authorize personmet to perfornT those activities of the
accreditation process.

6.1.3.2 [The accreditation body shall have documented processes for selecting, training and-formally
authorizihg assessors. The accreditation body shall have documented processes forcselecting ahd
authorizihg technical experts and familiarizing them with relevant requirements and procedures used|in
the accredlitation process. The initial competence evaluation of an assessor shall include determining the
ability to ppply required knowledge and skills during assessments.

NOTE One method of evaluating an assessor is to have competent individuals observing the assesgor
conducting an assessment.

6.1.3.3 [The accreditation body shall identify training needs and shallprovide access to specific trainipg
to ensure|all personnel involved in accreditation processes are comipetent for the accreditation activitjes
they perform.

6.1.3.4 |[There shall be a documented process for monitoring competence and performance of pll
personne] involved in the assessment activities based ,on“the frequency of their involvement and the
level of rigk linked to the accreditation activities they perform. In particular, the accreditation body shpll
review and record the competence of its personneltaking into account their performance in order|to
take any mecessary corrective action.

for whicll the assessor is authorized. . The documented monitoring process of assessors shall include

6.1.3.5 [The accreditation body shall monitor each assessor considering each accreditation sche;Fe
el,

a combirjation of on-site evaluatiofi;ireview of assessment reports and feedback from person
conformify assessment bodies or frem other interested parties.

6.1.3.6 [Each assessor shall-be observed during an assessment at regular intervals. This shall be|at
least everly three years, unless there is sufficient supporting evidence that the assessor is continuing|to
perform qompetently. If the interval is extended, justification shall be made.

6.2 Personnelinvolved in the accreditation process

6.2.1 Theéaccreditation body shall have access to a sufficient number of competent personnel |to
manage amd supportatt its accreditation activities for att accreditation SThetes:

6.2.2 The accreditation body shall have enforceable arrangements requiring all personnel to conform
to applicable policies and implement processes as defined by the accreditation body. The arrangements
shall address aspects relating to confidentiality and impartiality and shall require all personnel to
notify the accreditation body of any existing, prior or foreseeable relationships which may compromise
impartiality.

6.2.3 The accreditation body shall give assessors and technical experts access to an up-to-date set of
documented procedures giving assessment instructions and all relevant information on the accreditation
processes.
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The accreditation body shall maintain records, including qualifications, training, competence, results
of monitoring, experience, professional status and professional affiliations for personnel managing or
performing accreditation activities.

6.4 Outsourcing

6.4.1 The accreditation body shall itself normally undertake the accreditation activities.

6.L.2 Accreditation decisions shall not be outsourced. The person(s) assigned by the lace

bd
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6.4.4 The accreditation body shall have an enforceable arrangeiment covering the ou
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6.£.5 The accreditation body shall:

a)
b)

6.£.6 The accreditation body shall have a documented process for the approval and monito
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inglividually contractéd to operate under the accreditation body's management system (see 6.2.2).

N(
6.4

7

dy to make an accreditation decision shall be employed by, or shall be under enforceable.arra
th the accreditation body.

.3 The accreditation body shall describe the conditions under which outsourcing may {
d when applicable shall have a documented procedure for outsourcing.

rangements, including confidentiality and conflicts of interests;)with each body that
tsourced services.

take responsibility for all activities outsourced toangther body;

ensure that the body that provides outsourced services, and the individuals that it uses|
to requirements of the accreditation body and also to the applicable provisions of this d
including competence, impartiality and confidentiality;

parts of the assessment.

dies that provide outsourced\services used for accreditation processes, and shall ensure th:
the competence of all personnel involved in accreditation processes are maintained.

TE1 Where the accreditation body engages individuals or employees of other organizations
ditional resources or’expertise, the use of these individuals does not constitute outsourcing providg

TE2  Mugual recognition arrangements based on this document can fulfil some of the requiremer
1.5 and 6.4.6.

Process requirements
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ake place
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provides
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ocument,

obtain the consent of the conformity assessment body to use a particular provider of any outsourced

Fing of all
it records

fo provide
d they are

tsin 6.4.4,

7.

1 Accreditation requirements

The general requirements for accreditation of conformity assessment bodies shall be those set out in the
relevant International Standards and/or other normative documents for the operation of conformity

as

sessment bodies.
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7.2 Application for accreditation

7.2.1 The accreditation body shall require an authorized representative of the applicant conformity
assessment body to make a formal application that includes the following:

a) general features of the conformity assessment body, including legal entity, name, address(es), legal
status and human and technical resources;

b) general information concerning the conformity assessment body such as its relationship in a larger
entity if any, addresses of all its physical location(s) and, information on activities conducted at all
locat{ons including virtual site(s);

c) a clearly defined scope of accreditation as defined in 7.8.3 for which the conformity assessmgnt
body|seeks accreditation, including limits of capability where applicable;

d) a commitment to continually fulfil the requirements for accreditation and the other-obligations|of
the cpnformity assessment body:.

7.2.2 The accreditation body shall require the applicant conformity assessmént body to provide
informatipn demonstrating that the accreditation requirements are addressed-prior to commencemgnt
of the asspssment.

7.2.3 The accreditation body shall review the information supplied’by-the conformity assessment body
to deternjine the suitability of the application for accreditation to ifiitiate an assessment.

7.2.4 Af any point in the application or initial assessment,process, if there is evidence of fraudulgnt
behaviouf; if the conformity assessment body intentionally:provides false information or if the conform|ty
assessmept body conceals information, the accreditation body shall reject the application or termingte
the assesgment process.

7.2.5 Where the accreditation body conducts a*preliminary visit before the initial assessment, it shpll
be condufted with the agreement of the conférmity assessment body. The accreditation body shall have
clear rules for the conduct of preliminary visits and shall exercise due care to avoid consultancy.

7.3 Resource review

7.3.1 The accreditation bpdy/shall review its ability to carry out the assessment of the applicgnt
conformify assessment hedy, in terms of its own policy and procedures, its competence and the
availability of personnelSyitable for the assessment activities and decision making.

7.3.2 The review)shall also include the ability of the accreditation body to carry out the initjal
assessmept in astimely manner. Where the initial assessment cannot be conducted in a timely manner,
this shall pe €ommunicated to the conformity assessment body.

7.4 Preparation for assessment

7.4.1 The accreditation body shall appoint an assessment team consisting of a team leader and, where
required, a suitable number of assessors and/or technical experts for the scope to be assessed. When
selecting 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 of accreditation;

b) shall have understanding sufficient to make a reliable assessment of the competence of the
conformity assessment body to operate within its scope of accreditation.
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7.4.2 The accreditation body shall inform the conformity assessment body of the names of the members
of the assessment team and any observers, and the organization(s) they belong to, sufficiently in advance
to provide the conformity assessment body the opportunity to lodge an objection to the appointment of
any particular team members or observers with supporting justification. The accreditation body shall
have a policy for dealing with such objections.

7.4.3 The accreditation body shall clearly define the assignment given to the assessment team.

7.4.4 The accreditation body shall establish documented procedures to assess the competence of a
of where
these activities are performed. These procedures shall describe the manner in which the scppe of an
applicant or an accredited conformity assessment body is covered through the use of a,combjnation of
or]-site assessments and other assessment techniques sufficient to provide confidence in‘the cpnformity
with the relevant accreditation criteria.

7.4.5 The procedures shall ensure that the assessment team assesses the performance of a pample of
the conformity assessment activities representative of the scope of accreditation. The assessrent shall
cover a sample of locations and personnel to determine the competenee\of the conformity a§sessment
bqdy to perform the activities covered by its scope of accreditation.

7.4.6 In selecting the activities to be assessed the accreditation body shall consider the risk gssociated
with the activities, locations and personnel covered by the scopg of accreditation.

7.4.7 The accreditation body shall develop an assessnignt plan to cover the activities to be|assessed,
the locations at which activities will be assessed, the, personnel to be assessed where applifable and
the assessment techniques to be utilized including witnessing where appropriate or applidable. The
accreditation body shall justify where witnessing:is not appropriate or applicable.

7.4.8 The accreditation body shall confirm with the conformity assessment body the date(s] and plan
for the assessment.

7.4.9 The accreditation body shall’ ensure that the assessment team is provided with the appropriate
refjuirements documents, previous assessment records, if applicable, and the relevant documents and
refords of the conformity assessment body.

7.6 Review of documented information

7.5.1 The assessment team shall review all relevant documented information supplied by the
copformity assessment body to evaluate its system for conformity with the relevant standalrd(s) and
other requirements for accreditation.

7.5.2 \The accreditation body can decide not to proceed with further assessment based on the review

oflthe documented information In such cases the results with their justification shall be reported in

writing to the conformity assessment body.

7.6 Assessment

7.6.1 The accreditation body shall have documented procedures for describing the assessment
techniques used, the circumstances in which they are to be used and the rules for determining assessment
durations. The procedures shall include how the accreditation body will report the assessment findings
to the conformity assessment body.

7.6.2 For an assessment whether performed on-site or remotely, the assessment team shall commence
the assessment with an opening meeting at which the purpose of the assessment and accreditation
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requirements are clearly defined, and the assessment plan as well as the scope for the assessment are
confirmed.

7.6.3 The assessment team shall conduct the assessment based on the assessment plan.

7.6.4 The assessment team shall analyse all relevant information and objective evidence gathered
prior to and during the assessment to determine the competence of the conformity assessment body as
determined through its conformity with the requirements for accreditation.

7.6.5 here the assessment team cannot reach a conclusion on a finding, the team shall refer bagk|to
the accredlitation body for clarification.

7.6.6 The accreditation body’s documented reporting procedures shall require the following.

a) For ap assessment, whether performed on-site or remotely, a meeting shall take place between the
assegsment team and the conformity assessment body at the end of the assessment. At this meeting,
the assessment team shall report on the findings identified during the assessment and detail|in
writihg any nonconformities. An opportunity shall be provided for the~conformity assessmgnt
body|to seek clarification on the findings including the nonconformities;if-any, and their basis.

b) A wrltten report on the outcome of the assessment shall be provided to the conformity assessmgnt
body|without undue delay and within a defined timeframe. ThiS@ssessment report shall contdin
comrhents on competence as determined through conformity, the scope assessed and shpll
identjfy nonconformities, if any, to be resolved in order €e conform to all of the requiremerts
for agcreditation. Comments on competence as determined through conformity included in the
assegsment report shall be adequate to support the coficlusions arising from the assessment. The
team|s observations on areas for possible improvement may also be presented to the conformity
assegsment body but shall not recommend specific-solutions.

c) If th¢ report on the outcome of the assessment [see bullet b) above] differs from the outcome
delivered at the close of the assessment [see-bullet a) above], the accreditation body shall provide
an explanation to the assessed conformityassessment body, in writing.

7.6.7 The accreditation body shall be.responsible for the content of all of its assessment reports.

7.6.8 When nonconformities aré identified, the accreditation body shall define time limits for
correctiop and/or corrective (a¢tions to be implemented. The accreditation body shall require the
conformity assessment bodyto provide an analysis of the extent and cause (e.g. root cause analysis)|of
the nonc¢nformities and-~to’describe within a defined time the specific actions taken or planned to pe
taken to rjesolve the ngnconformities.

7.6.9 The accreditation body shall ensure that the responses of the conformity assessment body |to
resolve npnconformities are reviewed to determine if the actions are considered to be sufficient apd
approprigté~Where the conformity assessment body's responses are found not to be sufficient, further
informatiomshattbeTequested—Additiomatty, evidence of effective tmplementatiomr of actiomrstaken
may be requested, or a follow-up assessment may be carried out to verify effective implementation of
corrective actions.

7.7 Accreditation decision-making
7.7.1 The accreditation body shall describe its process for all types of accreditation decisions.

7.7.2 The accreditation body shall ensure that each decision on granting, maintaining, extending,
reducing, suspending and withdrawing accreditation is taken by competent person(s) or committee(s)
different from those who carried out the assessment. However, where maintaining is not related to a
reassessment (see 7.9.4) and there is no modification to the scope, or where the reduction, suspension or

16 © ISO/IEC 2017 - All rights reserved


https://standardsiso.com/api/?name=7e3933d4c8ef4cf12ddfb301694a09de

ISO/IEC 17011:2017(E)

withdrawal is requested by the conformity assessment body, then the accreditation body can implement
a process which does not require an independent decision.

7.7.3 The information provided to the accreditation decision-maker(s) for review shall include the

following:

a) unique identification of the conformity assessment body;

b) date(s) and type(s) of assessment(s) (e.g. initial, reassessment);

c) mamefsjof theassessorsjand; ifappticabte; technicatexpert({sjinvotved i the assessmer

d)| unique identification of all locations assessed;

e)| scope of accreditation that was assessed;

f)| the assessment report(s);

g)| a statement on the adequacy of the organization and procedures/adopted by the c
assessment body to give confidence in its competence, as determinéd.through its fulfil
requirements for accreditation;

h)[ sufficient information to demonstrate the satisfactory response to all nonconformities;

i) where relevant, any further information that may assist‘in determining the competer
conformity assessment body as determined through.conformity with requirements;

j)| where appropriate, a recommendation as to the acereditation decision for the proposed s

7.V.4 The accreditation body shall, prior to niaking a decision, be satisfied that the infor

adequate to decide that the requirements for-acoreditation have been fulfilled.
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conformity assessment body that shall identify the following:

/.5 The accreditation body shall, witheut undue delay, make the accreditation decision on

e conformity assessment body shall'be notified in writing of the decision including justificat
evant.

7.6 Where the accreditation body uses the results of an assessment already performed b
creditation body, it shiall ‘have assurance that the other accreditation body was operating in a
th the requirementsf this document.
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the name of the accredited conformity assessment body and the name of the legal entity, if

scope of accreditation;

different;

locations of the accredited conformity assessment body and, as applicable, the conformity

assessment activities performed at each location and covered by the scope of accreditatio
the unique accreditation identification of the accredited conformity assessment body;

the effective date of accreditation and, if applicable, its expiry or renewal date;
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g) astatement of conformity and a reference to the international standard(s) and/or other normative
document(s), including issue or revision used for assessment of the conformity assessment body.

NOTE

The information can be provided in an accreditation certificate or other suitable means (e.g.

electronic media).

7.8.2 The effective date of accreditation shall be the date of or a date after the accreditation decision.

7.8.3 The scope of accreditation shall, at least, identify the following.

a) For cprtification bodies:

b) For ipspection bodies:

c) For cplibration laboratories:

d) For testing'laboratories (including medical laboratories):

—

he type of certification (e.g. management systems, products, processes, services or personsJ;

dertification scheme(s);

[

he standards, normative documents and/or regulatory requirements to which managemgnt
ystems, products, processes and services, or persons are certified, as applicable;

%)

—n

hdustry sectors, where relevant;

fdroduct, processes, service and persons categories where relevant:

the type of inspection body (as defined in ISO/IEC 17020);

—e

hspection schemes, where relevant;
the field and range of inspection for which accreditation has been granted;

the regulations, inspection methods, standards and/or specifications containing the
requirements against which the inspection is to be performed, as applicable.

the calibration and measurement capability (CMC) expressed in terms of:
—+ measurand or referenceymaterial;

-+ calibration or measurement method or procedure and type of instrument or material to pe
calibrated or meéasured;

-+ measuremeént range and additional parameters where applicable, e.g. frequency of applied

voltage;

™

-~ measurement uncertainty.

materials or products tested;
component, parameter or characteristic tested;

tests or types of tests performed and, where appropriate, the techniques, methods and/or
equipment used.

e) For proficiency testing providers:

18

schemes that the proficiency testing provider is competent to provide;

type of proficiency testing items;
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— the measurand(s) or characteristic(s) or where appropriate the type of measurand(s) or
characteristic(s) that are to be identified, measured or tested.

f) For reference material producers:
— types of reference materials (certified reference material, reference material or both);
— the reference material matrix or artefact;

— the property/properties characterized;

— the approach used to assign property values.
g)| For validation and verification bodies:
— identification of the activity (validation or verification or both);

— the standards, normative documents and/or regulatory requirements_to which valjdation or
verification or both is to be performed, as applicable;

— validation and/or verification scheme, where relevant;
— industry sector, where relevant.

h)[ For other conformity assessment bodies:

— the specific conformity assessment activities the cenformity assessment body is accrddited for;

— the standards, normative documents andjor regulatory requirements containing the
requirements against which the conformityassessmentactivityis to be performed, as applicable;

— conformity assessment scheme, where:felevant;

— industry sector, where relevant.

7.8.4 When the accreditation bodyluses a flexible scope of accreditation, it shall have dofumented
prpcedures on how it addresses and manages flexible scopes. The procedure shall includd how the
acereditation body addresses 7:8.3 bullets a) to h), including specifying how the information refuired for
byllets a) to h) shall be maintaiited and made available on request.

7.9 Accreditation cycle

7.9.1 An accreditation cycle shall begin at or after the date of the decision for granting the initial
acrreditation 0 decision after reassessment (see 7.9.4) and shall not be longer than five years.

7.p.2 _ The accreditation body shall apply an assessment programme for assessing the cpnformity
aspessment body activities during the accreditation cycle to ensure that the conformity agsessment
aclivities representative of the scope of accreditation at the relevant locations are assessed during the
accreditation cycle (see 7.4.4). Factors such as knowledge obtained by the accreditation body about the
conformity assessment body’s management system and activities and the performance of the conformity
assessment body shall be considered by the accreditation body when establishing the assessment
programme.

7.9.3 Theassessment programme shall ensure that the requirements of the international standards and
other normative documents containing requirements for conformity assessment bodies and the scope of
accreditation shall be assessed taking risk into consideration. A sample of the scope of accreditation shall
be assessed at least every two years. The time between consecutive on-site assessments shall not exceed
two years. However, if the accreditation body determines that an on-site assessment is not applicable, it
shall use another assessment technique to achieve the same objective as the on-site assessment being
replaced and justify the use of such techniques (e.g. remote assessment).
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7.9.4 Before the end of the accreditation cycle, a reassessment shall be planned and performed taking
into consideration the information gathered from assessments performed over the accreditation cycle.
The reassessment shall confirm the competence of the conformity assessment body and cover all the
requirements of the standard(s) for which the conformity assessment body is accredited. An accreditation
decision shall be made after the reassessment.

7.9.5 The accreditation body may conduct extraordinary assessments as a result of complaints
or changes, or other matters that may affect the ability of the conformity assessment body to fulfil
requirements for accreditation. The accreditation body shall advise conformity assessment bodies of this
possibility

7.10 Extending accreditation

7.10.1 The accreditation body shall have a documented procedure for extendingcthe scope |of
accreditafion. Based on the risk associated with the activities or locations to be covered in the scope
extension, the accreditation body shall define the appropriate assessment technique(s) to apply apd
consider the corresponding requirements defined in 7.3 to 7.9.

7.10.2 The accreditation body shall take into account extensions granted whémnreviewing the assessmgnt
programipe and planning the subsequent assessment.

7.11 Susgpending, withdrawing or reducing accreditation

7.11.1 The accreditation body shall have documented procédure(s) and criteria to decide in which
circumstdnces the accreditation shall be suspended, withdrawn or reduced when an accredited
conformity assessment body has failed to meet the requirements of accreditation or to abide by the rules
for accreditation or has voluntarily requested a suspension, withdrawal or reduction.

7.11.2 Where there is evidence of fraudulent behaviour, or the conformity assessment body intentiona'ly
provides false information or conceals information, the accreditation body shall initiate its process for
withdrawal of accreditation.

7.11.3 The accreditation body shall-have a documented procedure and criteria for lifting suspension|of
accreditation.

7.12 Complaints

7.12.1 The accreditation’body shall have a documented process to receive, evaluate and make decisions
on complpints. The-accreditation body shall, where appropriate, ensure that a complaint concerning pn
accreditefl conformity assessment body is first addressed by the conformity assessment body.

7.12.2 A|description of the handling process for complaints shall be available to any interested party.

7.12.3 Upon receipt of a complaint, the accreditation body shall confirm whether the complaint relates
to accreditation activities that it is responsible for and, if so, shall deal with it.

7.12.4 The handling process for complaints shall include at least the following elements and methods:

a) a description of the process for receiving, validating, investigating the complaint, and deciding
what actions are to be taken in response to it;

b) tracking and recording complaints, including actions undertaken to resolve them;

c) ensuring that any appropriate action is taken in a timely manner.
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7.12.5 The accreditation body shall acknowledge receipt of the complaint and provide the complainant
with progress reports and the outcome.

7.12.6 The accreditation body shall be responsible for gathering and verifying all necessary information
to validate the complaint.

7.12.7 The accreditation body shall be responsible for all decisions at all levels of the handling process
for complaints.

7.12.8 The decision to be communicated to the complainant shall be made by, or reviewed andjapproved
by} individual(s) not involved in the activities in question.

7.12.9 The accreditation body shall give formal notice of the end of the complaint,handling process to
the complainant.

7.12.10 Investigation and decision on complaints shall not result in‘any discriminatofy actions
agpinst the complainant.

7.13 Appeals

7.13.1 The accreditation body shall have a documented proe€ss to receive, evaluate and make|decisions
or] appeals.

7.13.2 A description of the handling process for appeals shall be available to any interested pdrty.

7.13.3 The accreditation body shall be responsible for all decisions at all levels of the handling process
fof appeals.

7.113.4 Investigation and decision on appeals shall not result in any discriminatory actions.

7.13.5 The handling process for appeals shall include at least the following elements and methods:

a)| a description of the process for receiving, validating, investigating the appeal and deciding what
actions are to be taken.in response to it;

b)| tracking and recofding appeals, including actions undertaken to resolve them;

c)| ensuring thatany appropriate action is taken in a timely manner.

7.113.6 The accreditation body receiving the appeal shall be responsible for gathering and verifying all
negcessarysinformation to validate the appeal.

7. 3.7 Thc annvnrli{—n{-inn baodsiz nL:aH r\nlrv\l\v.vlf\rlrrn racaint oL tha ool S d i da tha o lant Wlth

a a
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progress reports and the outcome.

7.13.8 The decision to be communicated to the appellant shall be made by, or reviewed and approved
by, individual(s) not involved in the activities in question.

7.13.9 The accreditation body shall give formal notice of the end of the appeals handling process to the
appellant.
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7.14 Records on conformity assessment bodies

7.14.1 The accreditation body shall maintain records on conformity assessment bodies to demonstrate
that requirements for accreditation have been effectively fulfilled.

7.14.2 The accreditation body shall have a documented policy and documented procedures on the
retention of records. Records of conformity assessment body shall be retained at least for the duration of
the current cycle plus the previous full accreditation cycle.

8 Information requirements
8.1 Confidential information

8.1.1 The accreditation body shall be responsible through legally enforceable agreements for
managenient of all information obtained or created during the accreditation process.;The accreditati
body shall inform the conformity assessment body, in advance, of the information itihtends to place in
public domain. Except for information that the conformity assessment body makes publicly available,

when ag

of respor;Eing to complaints), all other information obtained during accreditation process is consider

propriet

8.1.2 When the accreditation body is required by law or authorized by contractual arrangements
release cpnfidential information, the conformity assessment.body shall, unless prohibited by law,
notified off the information provided.

8.1.3 Irfformation about the conformity assessment*body obtained from sources other than

conform

assessmept body and the accreditation body., The provider (source) of this information shall
confidentjial to the accreditation body and shall hot be shared with the conformity assessment bo
unless agfreed by the source.

8.1.4 Personnel, including any committee members, contractors, personnel of external bodies,
individuals acting on the accreditation' body's behalf, shall keep confidential all information obtained
created dpring the performance of the accreditation body's activities, except as required by law.

8.2 Publicly available:information

8.2.1 The accreditation body shall make publicly available through publications, electronic media
other megins, withQut request, and update at adequate intervals, the following:

a) information about the accreditation body:

1y
2)
3)

4)

22

reed between the accreditation body and the conformity assessmertbody (e.g. for the purpg

y information and shall be regarded as confidential.

ity assessment body (e.g. complainant, regulators) shall be confidential between the conform

he
bn
he
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a description of the accreditation body's rights and duties;

general information about the means by which the accreditation body obtains financial

support;

information about the accreditation body's activities, other than accreditation;
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