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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
established by the respective organization to deal with particular fields of technical activity. ISO and IEC
technical committees collaborate in fields of mutual interest. Other international organizations, governmental

and non-gove
assessment, t
International S

International S

Draft Internatic
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ne ISO Committee on conformity assessment (CASCO) is responsible for the develops
fandards and Guides.

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

nal Standards are circulated to the national bodies for voting. Publicatien as an Intern
res approval by at least 75 % of the national bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this documentymay be the subject of]

rights. ISO shs

ISO/IEC 17064

Il not be held responsible for identifying any or all such patentrights.

was prepared by the ISO Committee on conformity assessment (CASCO).

It was circulated for voting to the national bodies of both ISO“and IEC, and was approved

organizations.

This first editio
revised.

The following 1

restructuri

ISO/PAS
introductia
informatio

revision of

modificatipns based on

n of ISO/IEC 17065 cancels and replaces |SO/IEC Guide 65:1996, which has been tec

hajor changes have been made compared with ISO/IEC Guide 65:1996:
hg of this International Standard.based on the common structure adopted by ISO/CASC(
ISO/PASA7001, ISO/PAS 17002,

ISO/PAS 17003, ISO/PAS 1700

7005;
n of the ISO/IEC 17000 functional approach in the process requirements of Clause 7;
h on the application of this International Standard for processes and services in Annex B

the terms and definitions in Clause 3;

formity
hent of

ational

patent

y both

hnically

Nl

1 and

improvem

ISO/IEC 1

bt of tha imnartialiiy, koo iramantc (machanicom).
O tHeTrparuatyrequrermerts (et TS

consolidation of the management system requirements in Clause 8;
inclusion of principles for product certification bodies and their activities in Annex A;

improvement by taking into account IAF GD 5;

7067.
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Introduction

The overall aim of certifying products, processes or services is to give confidence to all interested parties that
a product, process or service fulfils specified requirements. The value of certification is the degree of
confidence and trust that is established by an impartial and competent demonstration of fulfilment of specified
requirements by a third party. Parties that have an interest in certification include, but are not limited to:

L e
a) thectentsofthecertificationbodies;

the¢ customers of the organizations whose products, processes or services are certified;
gogvernmental authorities;
nan-governmental organizations; and

cohsumers and other members of the public.

tion of products, processes or services is a means)of providing assurance that the
i¢d requirements in standards and other normative documents. Some product, proc
certification schemes may include initial testing or dinspection and assessment of its su
management systems, followed by surveillance that takes into account the quality manageme
the testing or inspection of samples from the preduction and the open market. Other scheme
testingland surveillance testing, while still others comprise type testing only.

This International Standard specifies requirements, the observance of which is intended
certification bodies operate certification(schemes in a competent, consistent and impartial m

s International

y comply with
PSS Or service
ppliers' quality
nt system and
5 rely on initial

o ensure that
anner, thereby

nd services on
hndard can be
tal authorities,

facilitafing the recognition of such bodies and the acceptance of certified products, processes 3
a natignal and international basis:and so furthering international trade. This International St
used ap a criteria document for ‘accreditation or peer assessment or designation by governme
schemg owners and others.

The requirements contained in this International Standard are written, above all, to be considered as general
criteria| for certification bodies operating product, process or service certification schemes; they may have to
be amplified whenspecific industrial or other sectors make use of them, or when particular reqdiirements such
as health and safety have to be taken into account. Annex A contains principles relating to certffication bodies

and ceftificationactivities that they provide.

This International Standard does not set requirements for schemes and how they are developed and is not
intended to restrict the role or choice of scheme owners, however scheme requirements should not contradict
or exclude any of the requirements of this International Standard.

Statements of conformity to the applicable standards or other normative documents can be in the form of
certificates and/or marks of conformity. Schemes for certifying particular products or product groups,
processes and services to specified standards or other normative documents will, in many cases, require their
own explanatory documentation.

While this International Standard is concerned with third parties providing product, process or service

certification, many of its provisions may also be useful in first- and second-party product conformity
assessment procedures.

© 1SO 2012 — All rights reserved
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In this International Standard, the following verbal forms are used:
— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Further details can be found in the ISO/IEC Directives, Part 2.

vi © 1SO 2012 — All rights reserved
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INTERNATIONAL STANDARD

ISO/IEC 17065:2012(E)

Conformity assessment — Requirements for bodies certifying
products, processes and services
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3 Terms and.definitions

For the

3.1

f, process and service certification bodies. Certification bodies operating to this-Interna
ot offer all types of products, processes and services certification. Certification-of produ
Fvices is a third-party conformity assessment activity (see ISO/IEC 17000:2004, definition

International Standard, the term “product” can be read as “processj or “service”, e
es where separate provisions are stated for “processes” or “services! (see Annex B).

prmative references
ces, only the edition cited applies. For undated<references, the latest edition of f{
ent (including any amendments) applies.

C 17000, Conformity assessment — Vocabulary and general principles

C 17020, Conformity assessment —ZRequirements for the operation of various ty,
ing inspection

C 17021, Conformity assessment — Requirements for bodies providing audit and
ement systems

C 17025, General requirements for the competence of testing and calibration laboratories

purpases’of this document, the terms and definitions given in ISO/IEC 17000 and the fo

ernational Standard contains requirements for the competence, consistent operation anli impartiality of

onal Standard
cts, processes
5.5).

xcept in those

llowing referenced documents are indispensable for) the application of this documgnt. For dated

he referenced

bes of bodies

certification of

lowing apply.

client

organization or person responsible to a certification body for ensuring that certification requirements (3.7),
including product requirements (3.8), are fulfilled

NOTE
“client”,

3.2

Whenever the term “client” is used in this International Standard, it applies to both the “applicant” and the

unless otherwise specified.

consultancy
participation in

a) the designing, manufacturing, installing, maintaining or distributing of a certified product or a product to be

ce

rtified, or

© 1SO 2012 — All rights reserved


https://iecnorm.com/api/?name=f3cc7f1561a0634cfa18f4dcc7fca276

ISO/IEC 17065:2012(E)

b)
c)

NOTE

personnel of certification bodies and organizations related or linked to certification bodies.

3.3
evaluation

combination of the selection and determination functions of conformity assessment activities

NOTE The

3.4
product
result of a prog

NOTE 1 Fou

services (e

software (g

hardware (

processed

Many products
service, softwarg

NOTE 2 Prod
resources.
NOTE 3 Ada
3.5

process

set of interrelated or interacting activities which transforms inputs into outputs

EXAMPLES
confirmation of
processes; plan

NOTE Ada

3.6

service
result of at led
which is gener

NOTE 1

return);

NOTE2 Ada

selection and determination functions are specified in ISO/IEC 17000:2004, Clauses A.2 and A.3.

the designing, implementing, operating or maintaining of a certified process or a process to be certified, or
the designing, implementing, providing or maintaining of a certified service or a service to be certified

In this International Standard, the term “consultancy” is used in relation to activities of certification bodies,

€SS

generic product categories are noted in ISO 9000:2005:
g. transport) (see definition in 3.6);

g. computer program, dictionary);

p.g. engine, mechanical part);

Materials (e.g. lubricant).

comprise elements belonging to different generic product categories. Whether the product is the
. hardware or processed material depends on the dominant element.

ucts include results of natural processes, such as\growth of plants and formation of other

bted from ISO/IEC 17000:2004, definition 3.3:

Welding engineering processes; heat treatment processes; manufacturing processes r
process capability (e.g. operating or producing product within specified tolerances); food prg
growth processes.

pted from ISO 9000:2005, definition 3.4.1.

st ohe) activity necessarily performed at the interface between the supplier and the cu
bilyintangible

h called

natural

Pquiring
duction

stomer,

Provision of a service can involve, for example, the following:

an activity performed on a customer-supplied tangible product (e.g. automobile to be repaired);

the creation of ambience for the customer (e.g. in hotels and restaurants).

pted from 1ISO 9000:2005, definition 3.4.2.

© ISO 2012 — All rights

an activity performed on a customer-supplied intangible product (e.g. the income statement needed to prepare a tax

the delivery of an intangible product (e.g. the delivery of information in the context of knowledge transmission);
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3.7

certification requirement

specified requirement, including product requirements (3.8), that is fulfilled by the client (3.1) as a condition
of establishing or maintaining certification

NOTE Certification requirements include requirements imposed on the client by the certification body [usually via the
certification agreement (see 4.1.2)] to meet this International Standard, and can also include requirements imposed on the
client by the certification scheme. “Certification requirements”, as used in this International Standard, do not include
requirements imposed on the certification body by the certification scheme.

EXAMPLE The following are certification requirements that are not product requirements:

— completing the certification agreement;

— paying fees;

— praviding information about changes to the certified product;
— providing access to certified products for surveillance activities.
3.8
produ¢t requirement

requirgment that relates directly to a product, specified in standards or in other normative documents identified
by the ertification scheme

NOTE Product requirements can be specified in normative documents'such as regulations, standarfls and technical
specificptions.
3.9

certifigation scheme
certification system related to specified products, to which the same specified requirements, spgcific rules and
procedures apply

NOTE 1 Adapted from ISO/IEC 17000:2004, definition 2.8.

NOTE 3 A “certification system” is a “conformity assessment system”, which is defined in ISO/IEC 17000:2004,
definition 2.7.

NOTE 3 The rules, procedures and management for implementing product, process and service |certification are
stipulated by the certification scheme-

NOTE 4 General guidance™for the development of schemes is given in ISO/IEC 17067, in cpmbination with
ISO/IEG Guide 28 and ISO/IEC Guide 53.

3.10
scope |of certification
identification of

— the product(s), process(es) or service(s) for which the certification is granted,

— the applicable certification scheme, and

— the standard(s) and other normative document(s), including their date of publication, to which it is judged
that the product(s), process(es) or service(s) comply

3.1
scheme owner
person or organization responsible for developing and maintaining a specific certification scheme (3.9)

NOTE The scheme owner can be the certification body itself, a governmental authority, a trade association, a group
of certification bodies or others.

© 1SO 2012 — All rights reserved 3
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3.12

certification body

third-party con
NOTE

3.13
impartiality

formity assessment body operating certification schemes

A certification body can be non-governmental or governmental (with or without regulatory authority).

presence of objectivity

NOTE 1

influence the activities of the body.

NOTE 2

detachment and

4 General
4.1

411

The certificatio
held legally reg

NOTE A gd

4.1.2 Certific
41.21 TH
activities to its

body and its cl

4.1.2.2 TH
least, with the

Othd
of interest, freq

Objectivity is understood to mean that conflicts of interest do not exist, or are resolved so as not to adversely

br terms that are useful in conveying the element of impartiality are independence, freedom from

balance.

requirements

Legal and contractual matters

Legal nesponsibility

n body shall be a legal entity, or a defined part of a legal entity, such that the legal entity
ponsible for all its certification activities.

tation agreement

clients. Certification agreements(shall take into account the responsibilities of the certi
ents.

following:

hen they are eommunicated by the certification body (see 7.10);

ification (@pplies to ongoing production, the certified product continues to fulfil the
nts (see<3.8);

the client makes all necessary arrangements for

dom from bias, freedom from prejudice, neutrality, fairness, open-mindedness, even-hand

vernmental certification body is deemed to be a legahentity on the basis of its governmental statud.

e certification body shall have a legally enforceable agreement for the provision of certi

conflicts
edness,

can be

fication
fication

e certification body shall ensure its certification agreement requires that the client comply at

always fulfils the—certification requirements (see 3.7), including implementing appfopriate

product

the conduct of the evaluation (see 3.3) and surveillance (if required), including provision for

examining documentation and records, and access to the relevant equipment, location(s), area(s),

a) the client
changes \
b) if th(_a cer
requireme)
c)
1)
perso
2)
3)
d)
4

nnel, and client's subcontractors;

investigation of complaints;
the participation of observers, if applicable;

the client makes claims regarding certification consistent with the scope of certification (see 3.10);

© ISO 2012 — All rights
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9)

h)

)

k)
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the client does not use its product certification in such a manner as to bring the certification body into
disrepute and does not make any statement regarding its product certification that the certification body

may consider misleading or unauthorized;

upon suspension, withdrawal, or termination of certification, the client discontinues

its use of all

advertising matter that contains any reference thereto and takes action as required by the certification

scheme (e.g. the return of certification documents) and takes any other required measure;

if the client provides copies of the certification documents to others, the documents shall be reproduced in

their entirety or as specified in the certification scheme;

in making reference to its product certification in communication media such as documents, brochures or

advertising, the client complies with the requirements of the certification body or as_sf

certification scheme;

ecified by the

the client complies with any requirements that may be prescribed in the certification sch¢me relating to

th¢ use of marks of conformity, and on information related to the product;

NQTE  See also ISO/IEC 17030, ISO/IEC Guide 23 and ISO Guide 27.

the¢ client keeps a record of all complaints made known to it relating to compliance w|

requirements and makes these records available to the certification body when requested,

1)| takes appropriate action with respect to such complaints-and any deficiencies found i

affect compliance with the requirements for certification;
2)| documents the actions taken;

NQTE Verification of item j) by the certification body can be specified in the certification scheme.

the client informs the certification body, without delay, of changes that may affect its ab

with the certification requirements.

NOQTE Examples of changes can include the following:

—1| the legal, commercial, organizational status or ownership,

—| organization and management (e.g. key managerial, decision-making or technical staff),
—| modifications to theproduct or the production method,

—| contact address and production sites,

—| major changes to the quality management system.

4.1.3 |Use oflicense, certificates and marks of conformity

41.31

th certification
and

h products that

lity to conform

scheme over

The certification body shall exercise the control as specified by the certification

ownership, use and display of licenses, certificates, marks of conformity, and any other mechanisms for
indicating a product is certified.

NOTE 1

ISO/IEC Guide 23.

NOTE 2  ISO/IEC 17030 provides requirements for the use of third-party marks.

41.3.2

Guidance on the use of certificates and marks permitted by the certification body can be obtained from

Incorrect references to the certification scheme, or misleading use of licenses, certificates, marks,

or any other mechanism for indicating a product is certified, found in documentation or other publicity, shall be
dealt with by suitable action.

NOTE

publication of the transgression and, if necessary, legal action.

© 1SO 2012 — All rights reserved
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4.2 Management of impartiality
4.21 Certification activities shall be undertaken impartially.

4.2.2 The certification body shall be responsible for the impartiality of its certification activities and shall not
allow commercial, financial or other pressures to compromise impartiality.

4.2.3 The certification body shall identify risks to its impartiality on an ongoing basis. This shall include
those risks that arise from its activities, from its relationships, or from the relationships of its personnel (see
4.2.12). However, such relationships may not necessarily present a certification body with a risk to impartiality.

NOTE 1 A relationship presenting a risk to impartiality of the certification body can be based on ownership, governance,
management, pgersonnel, shared resources, finances, contracts, marketing (including branding), and payment_of]a sales
commission or dther inducement for the referral of new clients, etc.

NOTE 2  Identifying risks does not imply risk assessments as stated in ISO 31000.

4.2.4 If arisk to impartiality is identified, the certification body shall be able to demonstrate how it elirhinates
or minimizes slich risk. This information shall be made available to the mechanism specified in 5.2.

4.2.5 The cgrtification body shall have top management commitment to impartiality.

4.2.6 The certification body and any part of the same legal entity and-éntities under its organizational
control (see 7.6.4) shall not:

a) be the degigner, manufacturer, installer, distributer or maintainef of the certified product;
b) be the degigner, implementer, operator or maintainer of the certified process;

c) be the degigner, implementer, provider or maintainer.of‘the certified service;

d) offer or prpvide consultancy (see 3.2) to its clients;

e) offer or prpvide management system consultancy or internal auditing to its clients where the certification
scheme rgquires the evaluation of the client’s management system.

NOTE 1  Thig does not preclude the following:

— the possibjity of exchange of information (e.g. explanations of findings or clarifying requirements) betwgen the
certificationf body and its clients;

— the use, inptalling and maintaining of certified products which are necessary for the operations of the cerfification
body.

NOTE2 “Mapagementsystem consultancy” is defined in ISO/IEC 17021:2011, definition 3.3.

4.2.7 The cgrtification body shall ensure that activities of separate legal entities, with which the certification
body or the legal entity of which it forms a part has relationships, do not compromise the impartiality of its
certification activities.

NOTE See 4.2.3, Note 1.

4.2.8 When the separate legal entity in 4.2.7 offers or produces the certified product (including products to
be certified) or offers or provides consultancy (see 3.2), the certification body's management personnel and
personnel in the review and certification decision-making process shall not be involved in the activities of the
separate legal entity. The personnel of the separate legal entity shall not be involved in the management of
the certification body, the review, or the certification decision.

NOTE For the evaluation personnel, impartiality requirements are stipulated in Clause 6 and additional requirements
are given in the other relevant International Standards cited in 6.2.1 and 6.2.2.1.

6 © 1SO 2012 — Al rights reserved
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4.2.9 The certification body's activities shall not be marketed or offered as linked with the activities of an
organization that provides consultancy (see 3.2). A certification body shall not state or imply that certification
would be simpler, easier, faster or less expensive if a specified consultancy organization were used.

4.2.10 Within a period specified by the certification body, personnel shall not be used to review or make a
certification decision for a product for which they have provided consultancy (see 3.2).

NOTE 1 The period can be specified in the certification scheme or, if specified by the certification body, it reflects a
period that is long enough to ensure that the review or decision does not compromise impartiality. A specified period of
two years is often used.

NOTE 2  For the evaluation personnel, impartiality requirements are stipulated in Clause 6 and additional requirements

are givrn ntha athar ralavant Intarnational Qtandarde aitad in 892 4 and 0 92 9 4
g rre-otherrerevarrmerrotorar oo ao-ore e oS oo OTSTS

4.2.11| The certification body shall take action to respond to any risks to its impartiality,* afising from the
actionq of other persons, bodies or organizations, of which it becomes aware.

4.2.12| All certification body personnel (either internal or external) or committees, who could influence the
certification activities shall act impartially.

4.3 liability and financing

4.3.1 | The certification body shall have adequate arrangements”(e.g. insurance or resefves) to cover
liabilitigs arising from its operations.

4.3.2 | The certification body shall have the financial stability and resources required for its opgrations.

4.4 Non-discriminatory conditions

4.41 | The policies and procedures under whieh. the certification body operates, and the administration of
them, shall be non-discriminatory. Procedures:=shall not be used to impede or inhibit access|by applicants,
other than as provided for in this International’Standard.

4.4.2 | The certification body shall make its services accessible to all applicants whose activities fall within
the scqpe of its operations.

4.4.3 | Access to the certification process shall not be conditional upon the size of the client r membership
of any|association or group,'nor shall certification be conditional upon the number of certifigations already
issued] There shall not bé undue financial or other conditions.

NOTE A certification body can decline to accept an application or maintain a contract for certificatjon from a client
when fyndamentaler~demonstrated reasons exist, such as the client participating in illegal activities, hajing a history of
repeatef] non-compliances with certification/product requirements, or similar client-related issues.

4.4.4 | The-certification body shall confine its requirements, evaluation, review, decision and |surveillance (if
any) tolthase matters Qppr‘ifirnlly related to the scope of certification

4.5 Confidentiality

4.51 The certification body shall be responsible, through legally enforceable commitments, for the
management of all information obtained or created during the performance of certification activities. Except for
information that the client makes publicly available, or when agreed between the certification body and the
client (e.g. for the purpose of responding to complaints), all other information is considered proprietary
information and shall be regarded as confidential. The certification body shall inform the client, in advance, of
the information it intends to place in the public domain.

4.5.2 When the certification body is required by law or authorized by contractual arrangements to release

confidential information, the client or person concerned shall, unless prohibited by law, be notified of the
information provided.

© 1SO 2012 — All rights reserved 7
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4.5.3 Information about the client obtained from sources other than the client (e.g. from the complainant or
from regulators) shall be treated as confidential.

4.6 Publicly available information

The certification body shall maintain (through publications, electronic media or other means), and make

available upon

request, the following:

a) information about (or reference to) the certification scheme(s), including evaluation procedures, rules and
procedures for granting, for maintaining, for extending or reducing the scope of, for suspending, for
withdrawing or for refusing certification;

b) a descrip
informatio|

limitations
to the ce

c) a descri:]ion of the rights and duties of applicants and clients, including requirements)) restrict

d) informatio

5 Structul

5.1 Organij
5.1.1 Certifi

5.1.2 The ce¢
authorities of 1
is a defined p4
parts within the

51.3 Them
overall authorit

a) developm
b) supervisio
C) supervisio

d) developm

ion of the means by which the certification body obtains financial support and
h on the fees charged to applicants and to clients;

fication granted;

h about procedures for handling complaints and appeals.

al requirements

rational structure and top management
ation activities shall be structured and managed'so as to safeguard impartiality.

rtification body shall document its organizational structure, showing duties, responsibilit

hanagement and other certification personnel and any committees. When the certificatig
rt of a legal entity, the structure shalléinclude the line of authority and the relationship {
same legal entity.

anagement of the certification body shall identify the board, group of persons, or person
y and responsibility for eaehof the following:

bnt of policies relating'to the operation of the certification body;
n of the impleméntation of the policies and procedures;
n of the finances of the certification body;

bnt of eertification activities;

e) developm

jeneral

ons or

on the use of the certification body's name and certification mark and on the-ways of rgferring

es and
n body
D other

having

bRtof certification requirements;

f)  evaluation

(see 7.4);

g) review (see 7.5);

h) decisions on certification (see 7.6);

i) delegation of authority to committees or personnel, as required,

behalf;

j)  contractual arrangements;

k) provision of adequate resources for certification activities;

I) responsiveness to complaints and appeals;
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m) personnel competence requirements;

n) management system of the certification body (see Clause 8).

5.1.4 The certification body shall have formal rules for the appointment, terms of reference and operation of
any committees that are involved in the certification process (see Clause 7). Such committees shall be free
from any commercial, financial and other pressures that might influence decisions. The certification body shall
retain authority to appoint and withdraw members of such committees.

5.2 Mechanism for safeguarding impartiality

5.2.1 The certification body shall have a mechanism for safequarding its impartiality. The mechanism shall
providg input on the following:

a) the policies and principles relating to the impartiality of its certification activities;

b) any tendency on the part of a certification body to allow commercial or other cofisiderationd to prevent the
copsistent impartial provision of certification activities;

c) matters affecting impartiality and confidence in certification, including epenness.

NOTE 1 Other tasks or duties (e.g. taking part in the decision-making process) can be assigned to [the mechanism,
providefl these additional tasks or duties do not compromise its essential role-ef ensuring impartiality.

NOTE 3 A possible mechanism can be a committee established-by one or more certification bodi¢s, a committee
implemegnted by a scheme owner, a governmental authority or an_equivalent party.

NOTE 3 A single mechanism for several certification schemes can satisfy this requirement.

NOTE 4 If the certification body also provides.~thanagement systems certification, a commiftee that fulfils
ISO/IEG 17021:2011, 6.2, can also fulfil this subclause(56.2) providing that all the requirements of 5.2 havg been met.

5.2.2 | The mechanism shall be formally documented to ensure the following:

a) a palanced representation of significantly interested parties, such that no single interesf predominates
(internal or external personnel-0f’the certification body are considered to be a single interesft, and shall not
prédominate);

b) acress to all the information necessary to enable it to fulfil all its functions.

5.2.3 | If the top management of the certification body does not follow the input of this mechanism, the
mechahism shall/have the right to take independent action (e.g. informing authorities, accreditation bodies,
stakehplders). In\taking appropriate action, the confidentiality requirements of 4.5 relating to|the client and
certification body shall be respected.

Input thatis'in conflict with the operating procedures of the certification body or other mandatory requirements
should not be followed. Management should document the reasoning behind the decision to not follow the
input and maintain the document for review by appropriate personnel.

5.2.4 Although every interest cannot be represented in the mechanism, a certification body shall identify
and invite significantly interested parties.

NOTE 1 Such interested parties can include clients of the certification body, customers of clients, manufacturers,
suppliers, users, conformity assessment experts, representatives of industry trade associations, representatives of
governmental regulatory bodies or other governmental services, and representatives of non-governmental organizations,
including consumer organizations. It can be sufficient to have one representative of each interested party in the
mechanism.

NOTE 2  These interests can be limited, depending on the nature of the certification scheme.
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6 Resource requirements

6.1

6.1.1

6.1.1.1

Certification body personnel

General

The certification body shall employ, or have access to, a sufficient number of personnel to cover

its operations related to the certification schemes and to the applicable standards and other normative

documents.

NOTE

The personnel include those normally working for the certification body, as well as persons working under an

individual contr
certification bod

6.1.1.2 Th
technical judgn

4 £, 1 R R | 4l R 4 ool ] 4 L ol
Coatormar agreTTeTTr uTat PraCCS—uTeTT Wit T T TTar rag eTieTTe COUTTI O arTa— S Yy STCTTTST PTOCTUTT

(see 6.1.3).

e personnel shall be competent for the functions they perform, including making r
nents, defining policies and implementing them.

s of the

pquired

6.1.1.3 Pegrsonnel, including any committee members, personnel of external bodies, or personne| acting

on the certifigation body's behalf, shall keep confidential all information obtained, or created during the

performance of the certification activities, except as required by law or by the certification scheme.

6.1.2 Management of competence for personnel involved in the certification process

6.1.2.1 The certification body shall establish, implement and maintain a procedure for management of

competencies |of personnel involved in the certification process (s€eyClause 7). The procedure shall fequire

the certification body to:

a) determine|the criteria for the competence of personnel for&ach function in the certification process| taking
into account the requirements of the schemes;

b) identify trhining needs and provide, as necessary, training programmes on certification prog¢esses,
requirements, methodologies, activities and other relevant certification scheme requirements;

c) demonstrgte that the personnel have thé.required competencies for the duties and responsibilities they
undertake

d) formally afithorize personnel forfunctions in the certification process;

e) monitor the performance aof the personnel.

6.1.2.2 The certification body shall maintain the following records on the personnel involved|in the

certification prgcess (s€e)Clause 7):

a) name and|address;

b) employer(s) and position held;

c) educational qualification and professional status;

d) experience and training;

e) the assessment of competence;

f)  performance monitoring;

g) authorizations held within the certification body;

h) date of most recent updating of each record.
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6.1.3 Contract with the personnel

The certification body shall require personnel involved in the certification process to sign a contract or other
document by which they commit themselves to the following:

a) to comply with the rules defined by the certification body, including those relating to confidentiality
(see 4.5) and independence from commercial and other interests;

b) to declare any prior and/or present association on their own part, or on the part of their employer, with:

1)
2)
3)
to

c) to
interest (see 4.2).

Certi

activiti

6.2

6.2.1

Whe

resour
Standdrds and, as specified by the certification scheme, of other documents. For testing, it
applicgble requirements of ISO/IEC 17025; for inspection, it shall meet the applicable rg
ISO/IE
ISO/IELC 17021. The impartiality requirements of the evaluation personnel stipulated in the rel
shall a

fi

n

NOTE

expertise is available within the certification body when using the results of the evaluation activity;

thg extent of control“the certification body has over testing (including witnessing the testing),
specifying inspection methods or parameters) or management system assessment (e.g. requiring sp
mganagement system);

a

copfidence in the certification decision.

Resources for evaluation

a supplier or designer of products, or

a provider or developer of services, or
an operator or developer of processes
the evaluation or certification of which they are to be assigned;

reveal any situation known to them that may present them or the certification body w

tion bodies shall use this information as input into identifying risks to impartiality
s of such personnel, or by the organizations that employ them-(see 4.2.3).

Internal resources
a certification body performs evaluation.activities, either with its internal resources
es under its direct control, it shall meet-the applicable requirements of the relevarn
C 17020; and for managementsystem auditing, it shall meet the applicable re
ways be applicable.

Examples of reasons as to why some requirements are not applicable include the following:

barticular requirement is covered in an equivalent way by this International Standard, or is nof|

th a conflict of

raised by the

or with other
t International
shall meet the
quirements of
quirements  of
pvant standard

inspection (e.g.
pcific details of a

needed to give

6.2.2 External resources (outsourcing)

6.2.2.1

The certification body shall outsource evaluation activities only to bodies that meet the applicable

requirements of the relevant International Standards and, as specified by the certification scheme, of other
documents. For testing, it shall meet the applicable requirements of ISO/IEC 17025; for inspection, it shall
meet the applicable requirements of ISO/IEC 17020; and for management system auditing, it shall meet the
applicable requirements of ISO/IEC 17021. The impartiality requirements of the evaluation personnel
stipulated in the relevant standard shall always be applicable.

© 1SO 2012 — All rights reserved
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NOTE 1

Examples of reasons as to why some requirements are not applicable include the following:

expertise is available within the certification body when using the results of the evaluation activity;

the extent of control the certification body has over testing (including witnessing the testing), inspection (e.g.

specifying inspection methods or parameters) or management system assessment (e.g. requiring specific details of a
management system);

confidence

NOTE 2
outsourcing.

NOTE3  For
to be synonyms

6.2.2.2 W,
the certificatio
confidence in t

6.2.2.3 TH
outsourced se

6.2.2.4 TH
a) take respg
b)

either dirg

compromi
c) have docd
bodies tha
d) maintain g
e) implemen
which it be
f)  inform the
object.
NOTE If th

other organizati
body can take th

it is provide

ensure that the body that provides outsourced services, and the personnel that it uses, are not in

in the certification decision.

a particular requirement is covered in an equivalent way by this International Standard, or is not needed to give

This can include outsourcing to other certification bodies. Use of external personnel under contract is not

the purposes of this International Standard, the terms “outsourcing” and “subcontracting” are eor

n body shall ensure that the evaluation activities are managed in a manneb which p
he results, and that records are available to justify the confidence.

e certification body shall have a legally binding contract with the-body that provig

e certification body shall:

nsibility for all activities outsourced to another body;

ctly or through any other employer, in such a.way that the credibility of the results cq
5ed;

mented policies, procedures and records for the qualification, assessing and monitorin|
t provide outsourced services used fot’certification activities;

list of approved providers of outseurced services;

comes aware,;

client in advance(of ‘outsourcing activities, in order to provide the client with an opport

bns (e.g« by accreditation bodies, peer assessment bodies or governmental authorities), the cer
is qualification and monitoring into account provided that:

d\fer within the scheme requirements;

sidered

here evaluation activities are outsourced to non-independent bodies (e.g. client.Taborgtories),

fovides

es the

vice, including provisions for confidentiality and conflict of interest\as+specified in 6.1.3, item c).

volved,
uld be

g of all

corrective actions for any breaches of the contract in 6.2.2.3 or other requirements in ¢.2.2 of

Linity to

b qualification;-assessing and monitoring of the bodies that provide outsourced services are perfofmed by

ification

certification

7

7.1 Genera

711
activities.

12

the scope is applicable to the work being undertaken;

body.

Process requirements
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1
lance of the client's management system, or both.

2
C Guide 28 and ISO/IEC Guide 53.

The elements of such schemes can be coupled with surveillance of production, or with the assessment and

General guidance on the development of schemes is given in ISO/IEC 17067, in combination with

7.1.2 The requirements against which the products of a client are evaluated shall be those contained in

specified standards and other normative documents.

NOTE Guidance for developing normative documents suitable for this purpose is contained in ISO/IEC 17007.

7.1.3 If explanations are required as to the application of these documents (see 7.1.2) for a specific

certification-seheme—they—shall-beformulated-by—relevanrt-and-impartial-personrs—or-ecermmitiees, possessing

the negessary technical competence, and shall be made available by the certification body upon request.

7.2 Application

For application, the certification body shall obtain all the necessary information’\to’complete the certification

procesp in accordance with the relevant certification scheme.

NOTE 1 The following are examples of necessary information:

— thg product(s) to be certified;

— thg standards and/or other normative documents for which the clientis seeking certification (see 7.1.3);

— thg general features of the client, including its name and the address(es) of its physical location(s), significant aspects
of [ts process and operations (if required by the relevant cettification scheme), and any relevant legal jobligations;

— geperal information concerning the client, relevant to the field of certification for which the applicatign is made, such
as|the client's activities, its human and technical resources, including laboratories and/or inspection [facilities, and its
furjctions and relationship in a larger corporation, ifrany;

— infprmation concerning all outsourced processes used by the client that will affect conformity to requirements; if the
clignt has identified a legal entity/entities forproducing the certified product(s) that is different from thg client, then the
ceftification body can establish appropriate contractual controls over the legal entity/entities concerrled, if necessary
for] effective surveillance; if such contractual controls are needed, they can be established prior to [providing formal
ceftification documentation (see 7.7),

— alllother information needed innaccordance with the relevant certification requirements, such as infofmation for initial
evpluation and surveillance activities, e.g. the locations where the certified product(s) are produ¢ed and contact
pefsonnel at these locatigns.

NOTE 3 A variety ofimedia and mechanisms can be used to collect this information at various times, including an

application form. Such.information gathering can be in conjunction with, or separate from, the completipn of the legally

binding Jagreement (the certification agreement) specified in 4.1.2.

NOTE 3 Application for an extension of the certification scope could involve similar products, different Ipcations, etc.

7.3 Application review

7.3.1 The certification body shall conduct a review of the information obtained (see 7.2) to ensure that:

a) the information about the client and the product is sufficient for the conduct of the certification process;

b) any known difference in understanding between the certification body and the client is resolved, including
agreement regarding standards or other normative documents;

c) the scope of certification (see 3.10) sought is defined;

d) the means are available to perform all evaluation activities;

e) the certification body has the competence and capability to perform the certification activity.

© 1SO 2012 — All rights reserved
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7.3.2 The certification body shall have a process to identify when the client's request for certification
includes

— atype of product, or

— a normative document, or

— a certification scheme

with which the certification body has no prior experience,

NOTE Products can be considered to be of the same type when the knowledge of the requirements, characteristics
and technology |related to one product is sufficient to understand the requirements, characteristics and technology of
another product

7.3.3 In thege cases (see 7.3.2), the certification body shall ensure it has the competence and"capability for
all the certification activities it is required to undertake, and it shall maintain a record of the/justification|for the
decision to undertake certification.

7.3.4 The cgrtification body shall decline to undertake a specific certification if it\lacks any competence or
capability for the certification activities it is required to undertake.

7.3.5 If the [ertification body relies on certifications it has already granted to the client, or has already
granted to other clients, to omit any activities, then the certification<body shall reference the g¢xisting
certification(s)|in its records. If requested by the client, the certification body shall provide justification for
omission of acjivities.

7.4 Evaluation

7.41 The certification body shall have a plan for the' evaluation activities to allow for the negessary
arrangements fo be managed.

NOTE Depending on the characteristics of the certification scheme and the product requirements, the plan| can be
either a generic|plan applicable to all activities, incliding evaluation of the quality management system, when applicable,
or a specific ond for a particular activity, or a combination of both.

7.4.2 The cgrtification body shall assigh personnel to perform each evaluation task that it undertakes with
its internal resgurces (see 6.2.1).

NOTE Outgourced tasks are_completed by personnel usually assigned by the organization to which the|task is
outsourced. Sudh personnel are\not normally assigned by the certification body.

7.4.3 The certification body shall ensure all necessary information and/or documentation is made ayailable
for performing [the evaluation tasks.

NOTE The| evaluation tasks can_include activities such as design and documentation review, sampling, |testing,
inspection and audit.

7.4.4 The certification body shall carry out the evaluation activities that it undertakes with its internal
resources (see 6.2.1) and shall manage outsourced resources (see 6.2.2) in accordance with the evaluation
plan (see 7.4.1). The products shall be evaluated against the requirements covered by the scope of
certification and other requirements specified in the certification scheme.

7.4.5 The certification body shall only rely on evaluation results related to certification completed prior to the
application for certification, where it takes responsibility for the results and satisfies itself that the body that
performed the evaluation fulfils the requirements contained in 6.2.2 and those specified by the certification
scheme.

NOTE This can include work carried out under recognition agreements between certification bodies.
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The certification body shall inform the client of all nonconformities.

If one or more nonconformities have arisen, and if the client expresses interest in

continuing the

certification process, the certification body shall provide information regarding the additional evaluation tasks
needed to verify that nonconformities have been corrected.

7.4.8

7.4.9

NOTE 1

If the client agrees to completion of the additional evaluation tasks, the process specified in 7.4 shall
be repeated to complete the additional evaluation tasks.

The results of all evaluation activities shall be documented prior to review (see 7.5).

This documentation can provide an opinion as to whether product requirements (including requirements such

as thos
have bg

NOTE 2
respons

requiremnents of 7.4 are not applicable.

B TOT the quality management system under which the product 1s produced, It required by the certl
en fulfilled.

The certification scheme can indicate whether the evaluation is performed by the certificatior
ibility, or is performed prior to the application (see 7.2) for the certification process! In the

ication scheme)

body, under its
latter case, the

sults related to
the evaluation

ons relating to

7.5 Review

7.5.1 | The certification body shall assign at least one person to reviéw)all information and re

the evaluation. The review shall be carried out by person(s) who-have not been involved in

process.

7.5.2 | Recommendations for a certification decision based on the review shall be documenied, unless the
review [and the certification decision are completed concufrently by the same person.

7.6 Certification decision

7.6.1 | The certification body shall be responsible for, and shall retain authority for, its decis

certification.

7.6.2 | The certification body shall assign at least one person to make the certification decisig

information related to the evaluation;)its review, and any other relevant information. The certifi

shall b
in the

NOTE

persony.

7.6.3
make 4

b carried out by a personsorgroup of persons [e.g. a committee (see 5.1.4)] that has nof
rocess for evaluation (see7.4).

The review and the certification decision can be completed concurrently by the same per

The person(s) [excluding members of committees (see 5.1.4)] assigned by the certif
certification decision shall be employed by, or shall be under contract with, one of the fo

— thT certification body (see 6.1);

n based on all
cation decision
been involved

son or group of

cation body to
lowing:

an

7.6.4

entity under the organizational control of the certification body (see 7.6.4).

A certification body’s organizational control shall be one of the following:

— whole or majority ownership of another entity by the certification body;

majority participation by the certification body on the board of directors of another entity;

the certification body resides), linked by ownership or board of director control.

NOTE

a documented authority by the certification body over another entity in a network of legal entities (in which

For governmental certification bodies, other parts of the same government can be considered to be “linked by
ownership” to the certification body.

© 1SO 2012 — All rights reserved
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7.6.5 The persons employed by, or under contract with, entities under organizational control shall fulfil the
same requirements of this International Standard as persons employed by, or under contract with, the

certification bo

dy.

7.6.6 The certification body shall notify the client of a decision not to grant certification, and shall identify the
reasons for the decision.

NOTE If the client expresses interest in continuing the certification process, the certification body can resume the
process for evaluation from 7.4.

7.7 Certific

ation documentation

771 The c
conveys, or pe

a) the name

b) the date ¢
was comp

c) thename
d) the scope

NOTE Whe
include referencg
documentation.

e) thetermo
f) any other

7.7.2 Thefo
person(s) of th

NOTE The

priification body shall provide the client with formal certification documentation that
rmits identification of the following:

and address of the certification body;

ertification is granted (the date shall not precede the date on which the ‘certification d
eted);

and address of the client;
of certification (see 3.10);

re the standard(s) or other normative document(s) (see _7.2) to which conformity is being
e to other standards or normative documents, these do nét need to be included in the formal cerf

I expiry date of certification, if certification expires after an established period;

nformation required by the certification scheme.

e certification body assigned sueh-responsibility.

record at the certification body is an example.of a “defined authorization” other than a signature.

7.7.3 Forma
following:

certification documentation (see 7.7) shall only be issued after, or concurrent wi

a) the decisi

b) certificati

n to grant©r.extend the scope of certification (see 7.6.1) has been made;

requitements have been fulfilled;

clearly

ecision

certified
ification

rmal certification documentation shall include the signature or other defined authorization of the

name and title of an individual\whose agreement to be responsible for certification documentatipn is on

th, the

c) the certifiqatioh agreement (see 4.1.2) has been completed/signed.

7.8 Directo

ry of certified products

The certification body shall maintain information on certified products which contains at least the following:

a) identification of the product;

b) the standard(s) and other normative document(s) to which conformity has been certified;

c) identification of the client.

16
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The parts of this information that need to be published or made available upon request in a directory (through
publications, electronic media or other means) are stipulated by the relevant scheme(s). As a minimum, the

certification body shall provide information, upon request, about the validity of a given certification.

NOTE

Where the certification body provides the information to a scheme, the scheme directory would satisfy this
requirement.

7.9 Surveillance

7.91

If surveillance is required by the certification scheme, or as specified in 7.9.3 or 7.9.4, the certification
body shall initiate surveillance of the product(s) covered by the certification decision in accordance with the
certification scheme.

NOTE 1 ISO/IEC 17067 provides examples of surveillance activities in certification schemes.
NOTE 3 The criteria and process for surveillance activities are defined by each certification scheme.
7.9.2 | When surveillance utilizes evaluation, review or a certification decision, therequiremenis in 7.4, 7.5 or

7.6, reg

7.9.3

or info|
surveil
validity|

7.9.4
be estq

of fulfiliment of process or service requirements.

7.10 (¢

7.10.1

certification body shall ensure these changes are communicated to all clients. The certificat

verify t

NOTE
model ¢

applicalple, is given in ISO/IEC.Guide 28:2004, Annex E.

7.10.2
by the

NOTE

requirements-obtained by the certification body after certification has been established.

pectively, shall be fulfilled.

When continuing use of a certification mark is authorized for placemeént on a product (o
Fmation accompanying it) (for process or service, see 7.9.4)_of a type which has
ance shall be established and shall include periodic surveillance of marked products to ¢
of the demonstration of fulfilment of product requirements,

When continuing use of a certification mark is authorized for a process or service, su
blished and shall include periodic surveillance activifies to ensure ongoing validity of the

Lhanges affecting certification
When the certification scheme introduces new or revised requirements that affect
ne implementation of the changes-by its clients and shall take actions required by the sch

Contractual arrangemernts with clients can be necessary to ensure implementation of these
f a license agreement for.the use of certification, including the aspects related to a notice of ch

The certification_body shall consider other changes affecting certification, including ch
Client, and shallhdecide upon the appropriate action.

Changes affecting certification can include new information related to the fulfilment

its packaging,
been certified,
nsure ongoing

r'veillance shall
demonstration

the client, the
ion body shall
eme.

requirements. A
hnges, as far as

anges initiated

of certification

7.10.3

The actions to implement changes affecting certification shall include, if required, the fo

owing:

ev

ce

ce

aluation (see 7.4);

review (see 7.5);

decision (see 7.6);

rtification;

rtification scheme).
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These actions shall be completed in accordance with applicable parts of 7.4, 7.5, 7.6, 7.7 and 7.8. Records
(see 7.12) shall include the rationale for excluding any of the above activities (e.g. when a certification
requirement that is not a product requirement changes, and no evaluation, review or decision activities are
necessary).

7.11 Termination, reduction, suspension or withdrawal of certification

7.11.1 When a nonconformity with certification requirements is substantiated, either as a result of
surveillance or otherwise, the certification body shall consider and decide upon the appropriate action.

NOTE Appropriate action can include the following:

a) continuatiofrofcertificatiomunder conditions specifred by the certificationm body (g Mcreasedsurveittarnce);

O

)

) reduction i} the scope of certification to remove nonconforming product variants;
c) suspension of the certification pending remedial action by the client;

)

d) withdrawal [of the certification.

7.11.2 When [the appropriate action includes evaluation, review or a certification decision, the requirements
in 7.4, 7.5 or 7|6, respectively, shall be fulfilled.

7.11.3 |If certification is terminated (by request of the client), suspended or-withdrawn, the certificatign body
shall take actipns specified by the certification scheme and shall make all*ne€cessary modifications tol formal
certification documents, public information, authorizations for use of marks; etc., in order to ensure it pfovides
no indication that the product continues to be certified. If a scope of certification is reduced, the certification
body shall takg actions specified by the certification scheme andyshall make all necessary modificafions to
formal certificgtion documents, public information, authorizations_for use of marks, etc., in order to enspre the
reduced scopg¢ of certification is clearly communicated tocthe client and clearly specified in certification
documentation and public information.

7.11.4 If certification is suspended, the certification bedy shall assign one or more persons to formulate and
communicate the following to the client:

— actions ng¢eded to end suspension and, restore certification for the product(s) in accordance with the
certification scheme;

— any other pActions required by the certification scheme.

These person$ shall be competent in their knowledge and understanding of all aspects of the hangling of
suspended ceftifications (see 6.4).

7.11.5 Any evaluations;.reviews or decisions needed to resolve the suspension, or that are required| by the
certification scheme, shall be completed in accordance with the applicable parts of 7.4, 7.5, 7.6, 7.7.3, 1.9 and
7.11.3.

7.11.6 If certificatiomr—is—remstated—after suspensiom,—the certification Iuuu'y stratt—make—att nectessary
modifications to formal certification documents, public information, authorizations for use of marks, etc., in
order to ensure all appropriate indications exist that the product continues to be certified. If a decision to
reduce the scope of certification is made as a condition of reinstatement, the certification body shall make all
necessary modifications to formal certification documents, public information, authorizations for use of marks,
etc., in order to ensure the reduced scope of certification is clearly communicated to the client and clearly
specified in certification documentation and public information.

7.12 Records

7.12.1 The certification body shall retain records to demonstrate that all certification process requirements
(those in this International Standard and those of the certification scheme) have been effectively fulfilled (see
also 8.4).
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7.12.2 The certification body shall keep records confidential. Records shall be transported, transmitted and
transferred in a way that ensures confidentiality is maintained (see also 4.5).

7.12.3 If the certification scheme involves complete re-evaluation of the product(s) within a determined cycle,
records shall be retained at least for the current and the previous cycle. Otherwise, records shall be retained
for a period defined by the certification body.

NOTE In defining retention times, legal circumstances and recognition arrangements can be considered.

7.13 Complaints and appeals
7.13.1 _The certification body shall have a documented process to receive, evaluate and make decisions on
complgints and appeals. The certification body shall record and track complaints and appe}als, as well as
actiong undertaken to resolve them.

7.13.2| Upon receipt of a complaint or appeal, the certification body shall confirm whether the complaint or
appeallrelates to certification activities for which it is responsible and, if so, shall address it.

7.13.3 | The certification body shall acknowledge receipt of a formal complaint or appeal.

7.13.4 | The certification body shall be responsible for gathering and verifying all necessary infgrmation (as far
as possible) to progress the complaint or appeal to a decision.

7.13.5| The decision resolving the complaint or appeal shall be*made by, or reviewed and approved by,
person|s) not involved in the certification activities related to the complaint or appeal.

7.13.6 | To ensure that there is no conflict of interesty personnel (including those acting inf a managerial
capacily) who have provided consultancy (see 3.2) farra client, or been employed by a client, shall not be
used by the certification body to review or approve the resolution of a complaint or appeal for that client within
two years following the end of the consultancy oremployment.

7.13.7 | Whenever possible, the certificationbody shall give formal notice of the outcome and|the end of the
compldint process to the complainant.

7.13.8 | The certification body shall give formal notice of the outcome and the end of the appeal|process to the
appellgnt.

7.13.9| The certification body'shall take any subsequent action needed to resolve the complain{ or appeal.

8 Mpanagement system requirements

8.1 OQptions

8.1.1 'General
The certification body shall establish and maintain a management system that is capable of achieving the
consistent fulfilment of the requirements of this International Standard in accordance with either Option A or
Option B.

8.1.2 Option A

The management system of the certification body shall address the following:

— general management system documentation (e.g. manual, policies, definition of responsibilities, see 8.2);

— control of documents (see 8.3);
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managem

corrective

8.1.3 Option

control of records (see 8.4);

ent review (see 8.5);

internal audit (see 8.6);

actions (see 8.7);

preventive actions (see 8.8).

B

A certification
requirements

requirements ¢f this International Standard, fulfils the management system clause requirements (ses

8.8).

NOTE Opti
ISO 9001 to us
International Stg

8.2 General management system documentation (Option A)

8.21 The c
objectives for
policies and ol

8.2.2 The cd
and implemen
International S

8.2.3 The cq
other responsi

a) ensuring

implemented and maintained;

b) reporting

improvem

8.24 Al do

this Internatiopal Standard shall be included, referenced, or linked to documentation of the mana

system.

body that has established and maintains a management system, in accordance W
f ISO 9001, and that is capable of supporting and demonstrating the consistent fulfitmen

b that system to demonstrate fulfilment of the management system requiréments in 8.2 to 8.4
ndard. Option B does not require that the certification body's management&ystém is certified to IS

ertification body's top management shall establish, .doeument, and maintain polici
fulfilment of this International Standard and the certification scheme and shall ens
jectives are acknowledged and implemented at alldevéls of the certification body’s orgar

rtification body's top management shall providé.evidence of its commitment to the devel
ation of the management system and its effectiveness in achieving consistent fulfilment
fandard.

rtification body's top management shall appoint a member of management who, irrespe
pilities, shall have responsibility and authority that include the following:

that processes and procedures needed for the management system are estat
to top management:'on the performance of the management system and any ne
ent.

umentation) processes, systems, records, etc. related to the fulfilment of the requirem

8.25 All pe

ith the
t of the
8.2 to

bn B is included to enable a certification body which operates a management system in accordapce with

of this
D 9001.

s and
re the
ization.

bpment

of this

Ctive of

lished,

ed for

ents of
jement

sonnel involved in certification activities shall have access to the parts of the mana

jement

system documentation and related information that are applicable to their responsibilities.

8.3 Control of documents (Option A)

8.3.1

relate to the fulfilment of this International Standard.

8.3.2 Thepr
a)

b)

20

ocedures shall define the controls needed to:

approve documents for adequacy prior to issue;

review and update (as necessary) and re-approve documents;
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c) ensure that changes and the current revision status of documents are identified;

d) ensure that relevant versions of applicable documents are available at points of use;

e) ensure that documents remain legible and readily identifiable;

f)  ensure that documents of external origin are identified and their distribution controlled;

g) prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are
retained for any purpose.

NOTE

8.4
8.4.1
Intern

8.4.2

consistent with its contractual and legal obligations. Access to these-records shall be cons
confidgntiality arrangements.

8.5

8.5.1

8.5.1.1 The certification body's top management:shall establish procedures to review its
system at planned intervals, in order to ensure itscontinuing suitability, adequacy and effective
the stated policies and objectives related to the fulfilment of this International Standard.

8.5.1.2 These reviews shall be conducted at least once a year. Alternatively, a complete
up into|segments shall be completed within a 12-month time frame. Records of reviews shall be

8.5.2

The input to the managementreview shall include information related to the following:
a) results of internal and external audits;

b) feg¢dback from(clients and interested parties related to the fulfilment of this International Sta

NOTE

Documentation can be in any form or type of medium.

Control of records (Option A)

ional Standard.

The certification body shall establish procedures for retaining_records (see 7.12

Management review (Option A)

General

Review inputs

Interested parties can include scheme owners.

The certification body shall establish procedures to define the controls needed for the identification,
storage, protection, retrieval, retention time and disposition of its records related-to the fu

filment of this

for a period
istent with the

management
hess, including

review broken
maintained.

ndard;

fn dbacle fran machanicm-faoracafaciardinatnanartialiby -
(o} ClUoaUt KO e TCoIrTarT ST 1O Sarcguararn g i ripgarctaatity,

d) the status of preventive and corrective actions;

e) follow-up actions from previous management reviews;

f)  the fulfilment of objectives;

g) changes that could affect the management system;

h) appeals and complaints.
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