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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-governmental, in liaison with ISO and IEC, also take part in the
work. In the field of conformity assessment, the ISO Committee on conformity assessment (CASCO) is
responsible for the development of International Standards and Guides.

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

Draft Interpational Standards are circulated to the national bodies for voting. Publication ap an
Internationpl Standard requires approval by at least 75 % of the national bodies castinga vote.

In exceptional circumstances, when a technical committee has collected data of a different kind from
that which fis normally published as an International Standard (“state of the art’)-for example), it[may
decide by ajsimple majority vote of its participating members to publish a Techhical Report. A Technical
Report is enptirely informative in nature and does not have to be reviewed until the data it provides are
considered [to be no longer valid or useful.

Attention i§ drawn to the possibility that some of the elements of thisdocument may be the subje[ct of
patent rights. ISO shall not be held responsible for identifying any ok all such patent rights.

ISO/IEC TR|17026 was prepared by the ISO Committee on confoxmity assessment (CASCO).

iv © ISO/IEC 2015 - All rights reserved
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Introduction

Product certification is used ever more widely to provide confidence that products, processes and
services fulfil specified requirements.

This Technical Report is intended to provide useful information to those involved in product
certification on the application of ISO/IEC 17067. It provides an example of a type 5 scheme, as outlined
in ISO/IEC 17067, related to the certification of tangible products.

There are many different ways in which product certification is operated in practice. This Technical

Rep pri-deesnot-prevent-scheme-owhnersiconsttationr-with-etherstakeholdersfremadqpting other
meapures or using them in different combinations to achieve a fit-for-purpose scheme.

In pprticular, the range of activities used, and the intensity with which they are dpplied,| need to be
proportionate to the consequences and likelihood of a product in service failing to fulfil specified
reqyirements. Factors such as the particular characteristics of the marketplacefthé productitechnology
and the production methods related to the products also need to be taken intg account.

The|principal stakeholders, who are most affected by the rules, proc€dures and management of the
scheme, are the following:

— fhe scheme owner;

— the certification body/bodies;

— the manufacturers of certified products;

— sers of the certified product and entities thatrely on certification.

NOTE Where a certification body runs its own sclieme, the certification body is the scheme owner.

Othgr stakeholders include, but are not limited to:

Thiq “Fechnical Report contains neither normative requirements (expressed by

regulatory authorities;
specifiers, purchasers and users of certified products;

conformity assessment/bodies, such as testing laboratories and inspection bodies, inv
product certification process;

hccreditation bodies and peer assessment groups;

scheme owher to another;

consumers.

«

blved in the

internationaltcertification schemes that facilitate the recognition of certification statys from one

shall”) nor

recommendations (expressed by 'should”). It is intended solely as an example of a type 5 product
certification scheme.

© ISO/IEC 2015 - All rights reserved
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Co

nformity assessment — Example of a certification

scheme for tangible products

1 Scope

This Technical Report provides an example of a type 5 product certification scheme for tangible products

asd

NOT
if ap
type

NOT

certification does not constitute the certification of the management system.

NOT

certification on the application of ISO/IEC 17067.

2

The
indi
refe

ISO

ISO
serv

ISO
prod

3

For{
ISO

4

pscribed 1n 150O/1EC 17067.

£ 1 The example provided in this Technical Reportrelates to a certification scheme forprodu
plicable, it can also be used as a basis for developing certification schemes for serviges and pj
6 as described in ISO/IEC 17067).

. 2 In the context of this Technical Report, the assessment of a management system as pa

3 This Technical Report is intended to provide useful information to those involved

Normative references

following documents, in whole or in part, are normatively referenced in this docum
spensable for its application. For dated references, only the edition cited applies. K
rences, the latest edition of the referenced document (including any amendments) appli

[EC 17000:2004, Conformity assessment —-Vocabulary and general principles

[EC 17065:2012, Conformity assessment — Requirements for bodies certifying products, p
ces

[EC 17067:2013, Conformity asSessment — Fundamentals of product certification and g
uct certification schemes

Terms and definitions

he purposes of/this'document, the terms and definitions given in ISO/IEC 17000, ISO/IE
[EC 17065 apply:

General'description of the example scheme

4.1

ts. However,
ocesses (see

't of product

in product

ent and are
or undated
bS,

rocesses and

Lidelines for

[ 17067 and

Development and operation of a product certification scheme

General provisions for the development and operation of a product certification scheme are stipulated
in ISO/IEC 17067:2013, Clause 6. This Technical Report provides an example of how those general
provisions are implemented in a particular type 5 product certification scheme. The example is not
intended to limit in any way the decisions of scheme owners when developing and operating their own
schemes. They may develop alternative product certification schemes including those described in

1S0/

IEC 17067.

© ISO/IEC 2015 - All rights reserved
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4.2 Outline of the example product certification scheme

This example ofa product certification scheme reflectsatype 5 product certification scheme as explained
inISO/IEC 17067. Itincludes the following functions, activities and elements, which are further described
in this Technical Report:

selection (see 4.5), including:

1) specified requirements for the products covered by the scope of the scheme (e.g. those in a

ndard or other normative document);

entsofthe nraductionnrocesstobeassessedandofthemanacementsustemtobeaud
r r o J

ited;

3) defermination activities, and the basis on which those activities be undertaken (e.g.xefer

/IEC 17065 for product certification bodies, and to the applicable requirement

tem auditing);

hpling methods and frequency;

duct (e.g. signing a certification agreement, the ongoing operation of a management sys

uirements which the client has to fulfil in order to gain and maintain certification of

ence
s of

/IEC 17025 for testing, ISO/IEC 17020 for inspection and ISO/IEC 17021 for\inanagement

the
tem,

malintaining control over the use of the mark of conformity, adwising the certification bodly of

determlfination (see 5.2), including:

1) malrk of conformity;

nges affecting product conformity);

r other certification requirements;

luation of the product;

tem critical to managing product_conformity through document review and ol
essment;

of the evaluation results;
h on certification and attestation of conformity (see 5.7 and 5.8);

g and control of the mark (see 5.9), including:

plicity to clients;
buse of dertificate and marks of conformity;

ance_(see 5.10), including:

essment of the production process and.audit of other elements of the client’s manageinent

nsite

Ing and mspection of product samples;

essment of the production process and audit of the management system;

suspending or withdrawing a certification and license (see 5.9.5);

managing changes affecting certification (see Clause 7).

a)
sta
2) ele
ISC
IS
sy9
4) sar
5) reg
prd
ch3
6) any
b)
1) eve
2) ass
sy9
asg
c) review
d) decisio
e) licensiry
2) pul
3) mi
f) surveil
1) tes
2) ass
g
h)
NOTE

These functions are consistent with the requirements specified in ISO/IEC 17065, in which the

functions selection and determination are together referred to as “evaluation”. A description of the functions
listed above appears in ISO/IEC 17000:2004, Annex A.

© ISO/IEC 2015 - All rights reserved
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The scope of the scheme is defined in terms of the types of product, the product requirements and other
requirements specified by the certification scheme and the geographical areas within which it operates.

4.4
The
a)
b)
‘)

NOT

Allg
regy
resp

NOT
The

resp

The

ope
a dig
of th
agre
asse

4.5

Within the declared scope (se€4.3), the scheme specifies the requirements that the products
prod

to s

accordance with the guidance in ISO/IEC 17007.

Cert

The

Parties involved in the scheme
main parties involved in the operation of the scheme are:

the scheme owner;

ne certification body;

the organization that has a certification agreement with the certification body, of that
for (this organization is referred to as “the client”).
£ 1 For further information on the certification agreement, see ISO/IEC 17065:2012, 4.1.2.

roduct certification schemes have a scheme owner. The scheme ownercan be a certificg

onsible for the rules, procedures, management and integrity of tHe scheme.

. 2 Further information on scheme owner can be found in ISO/AEC17067.

certification body may outsource some activities te other organizations but alw
onsibility for the outcome. The review, decision and atfestation cannot be outsourced.

client is often the manufacturer, who may use/sub-contractors for some of the
ations, but sometimes the manufacturer’s agentor another organization in the supply
tributor) can act as the client and seek certification. In such cases, the client may not h
e manufacturing processes nor access ta’the production facilities. Before signing a ¢
ement, the client needs to be able to ensure that the certification body can perform a
ssment activities of the production processes and the manufacturer’s quality managem

Selection elements in thesScheme

ess and management sysfem are intended to fulfil. These requirements are specified i
fandards, technical tspecifications or other normative documents that have been d

ification requirements are comprised of:
productrequirements (as defined in ISO/IEC 17065:2012, 3.8);

pther requirements for the client to fulfil, including the following:

has applied

tion body, a

latory authority, an industry group, a group of certification bodies‘or others. The scheine owner is

ays retains

production
y chain (e.g.
ave control
ertification
1 necessary
ent system.

production
y reference
bveloped in

cloning 4 cartificatinn aagroomant
=4 =

CeTTTTI T T O T g T CET TS

To Tt (=)

auditing;
payment of necessary fees;
— providing product information.

product requirements are a subset of the certification requirements.

© ISO/IEC 2015 - All rights reserved
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4.6 Sampling processes in the scheme

This schem

a)

e specifies the sampling method(s) to be used for evaluation. Sample(s) need to be:

representative of products to be certified;

b) made using components and sub-assemblies approved for use in production;

c¢) made using production tools and assembled using methods established for the products to be
certified.

Where eva

sample(s) is

4.7 Dete

uation is performed on prototype samples, further evaluation of subsequent production

necessary.

rmination procedures of the scheme

This schemg provides details of the procedures to be used for determination activities)e.g.

a) sampling, testing and other evaluation activities, where these have not been adequately specifi¢d in
the profduct requirements or other normative documents;

b) assessipg the production process;

c) auditingthose elements of the client’s management system which areidentified as critical to ongoing
product conformity.

5 Sequdnce of a certification cycle and involved activities

5.1 Appljcation for certification and certification agreement

The certifidation body provides the potential client-with all information necessary to understand|and

follow the rjules for the specific certification schemie. These rules are publicly available.

The client makes an application to the certification body for certification of its specified prodficts.

The application provides the certification body with all necessary information to enable it to plan the

evaluation and certification process.

ISO/IEC 17065:2012, 7.2, gives examples of the information needed and it constitutes the basis fof the

applicationfinformation listed in:Annex A.

Once the application is received from the client, the certification body checks that the informgtion

provided by the client isi€lear and sufficient and, if it is not, asks the client for the necessary clarificqtion

or additional information.

Thecertificptionbody establishesalegally enforceable agreementwiththeclient (see ISO/IEC17065:2012,

4.1.2).

5.2 Determination

5.2.1 General

During this function, the certification body gathers information to determine the extent to which the

client demo

5.2.2 Eva

nstrates its fulfilment of certification requirements.

luation plan

From the information provided in the application, the certification body ascertains that it has the
competence and capability to undertake the work.

© ISO/IEC 2015 - All rights reserved
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Based on the requirements of the scheme, the certification body prepares an evaluation plan setting out:

a) the product type (e.g. model identification) for which certification is sought;

b) the standards and other normative documents that specify the product requirements;

c) the evaluation methods and procedures to be used where these are not specified in the standards;
d) the product samples and/or the sampling procedures required for evaluation;

e) the methods and procedures to be used when assessing the production process;

f) [hecoverage and the extent of the auditing of the management system,

g) the personnel and other resources, including outsourcing, to be used for the evaluyation

The pvaluation plan can be a generic plan that can be used for all certification evaluation actiyities under
thisscheme, or an individual plan for each client or individual evaluation.

The|certification body advises the client of the plan, including any financial and timesdale aspects
reqyired by the scheme, and ensures that the client has completed, or Has undertaken to cqmplete, the
cert|fication agreement (see Annex F for the suggested content of a ceritification agreement that includes

the fnatters identified in ISO/IEC 17065:2012, 4.1.2).

Afte

r confirmation of the acceptance of the application, the(eertification body makes th

arrangements with the client for the initial assessment in aécordance with the evaluation pl

Und

The
inclu
and

5.2.

br this certification scheme, the following determination activities are used:

initial testing and examination of the product;

hssessment of the production process;

nudit of the elements of the management'system that are critical to product conformity

certification body is responsibleifor all actions included in the particular certificat
lding sampling, testing, assesstent of the production process, auditing of the managem
surveillance of the certified product.

B Acceptance of conformity results generated prior to the application or provide

client

Thisg
syst
acc

scheme accepts.conformity assessmentresults (including such itemsas testresultsand
b certification) which are generated prior to the application, or are provided by
dance withISO/IEC 17065:2012, 6.2 and 7.4.5, the certification body takes responsibil

con rmity assessment results.

In ofdér to cover this responsibility under this scheme, the certification body:

i

P necessary
an.

on scheme,
ent system,

l by the

anagement
e client. In
ty for these

a) checks that the conformity assessment results relate to the certification requirements;

b) identifies whether the conformity assessment results come from a body that fulfil the applicable
requirements of ISO/IEC 17020 or ISO/IEC 17021 or ISO/IEC 17025, or are accredited or peer
evaluated to these standards with a scope relevant to the certification requirements.

5.2.4 Initial product evaluation

The product evaluation is carried out in accordance with the methods specified in the applicable
standard(s) or requirement(s), and with the procedures specified by the scheme. The objective is to

asce

rtain if the product fulfils the specified requirements.

© ISO/IEC 2015 - All rights reserved
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Testing facilities used in product evaluation demonstrate to the certification body that they meet the
applicable requirements of ISO/IEC 17025. This can be demonstrated by:

a)

the testing facility having a current accreditation as fulfilling the requirements of ISO/IEC 17025
with a scope of testing covering the test methods established by the normative document for the
product being certified; or

the assessment of the competence of the testing laboratory by the certification body using a suitably
competent laboratory assessor, including the witnessing of testing on a periodic basis; or

the testing laboratory having a peer assessment recognition by a competent organization with a

If test results are accepted, test reports and samples are examined together to ensure that test regults

5.3 Assepsment of the production process and audit of the management$ystem

5.3.1 General

le to product samples under consideration.

Assessment of the client’s production process and audit of the elements{ef the management system
critical to product conformity forms part of the initial assessment ip-accordance with this product

certificatiop scheme.

The client designates:

a responsible person as the main contact with the certification body;

— a pers¢n(s) with management responsibility for, the' technical performance of the produgtion

5.3.2 Initjial document review

procesges and management system.

The first sthge of undertaking an assessment of the production process and audit of the management

system is aj[document review.

The certifi¢ation body conducts a-document review of the client’'s management system in ordg¢r to

determine the readiness for the onsite assessment.

to the production process( An example of the pertinent information is shown in Annex B. The c
makes available to the gertification body records that demonstrate the effective implementation o
management system.

To facilitatd the document review, the client provides information on the management system perti[lent
i

ient
the

The certifidationbody may, at its discretion, take into account the client’s current management system

certification, provided that the certification covers:

a)
b)

the scope of products being considered;

the sites where the activities take place.

Considerationisalso givento the extentthatthe managementsystem certificationis mutually recognized,
through it originating from a certification body that is accredited and/or peer assessed in accordance
with relevant International Standards (e.g. ISO/IEC 17021 and/or ISO/IEC 17040).

The certification body evaluates the information provided, requests additional information as needed,
and determines whether the application can proceed to the onsite stage of the determination function.

© ISO/IEC 2015 - All rights reserved
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5.3.3 On-site assessment

5.3.3.1 General

The certification body arranges a date for a visit to each of the client’s site(s) where the certified product
is manufactured and forms an assessment team that includes persons competent in:

a)
b)

the applicable product requirements;

appropriate test and/or inspection procedures and techniques;

‘)
d)

NOT
mad

The

Ann
syst

5.3.

Asse
line

a)

b)

‘)

d)

UllfUl lllity dbbcbblllcllt PI ULCdul cS,
the management system requirements and audit methodologies as included in the'sche

F For additional information on audit activities and knowledge and skills of auditots, refe
b to ISO/IEC 17021.

matters to be investigated by the assessment team at the client’s facilities'include:
determine that all information provided in the application is correct and complete;
hssessment of the production process;

hudit of the elements of the management system critical toJproduct conformity:.

E1m.

8.2 Production process

ssment of the production process includes direct observation and examination of the
hnd communicating with production personnel to demonstrate:

that the client has the necessary facilities, equipment, personnel and procedure for carr
tasks associated with producingthe product in accordance with the product requireme

the client’s capability and-éompetence to monitor, measure and test the product durir
production so as to enstré conformity with the specific product requirements used in t

thatthe clientsamplingandtesting (whetheritbein-houseoroutsourced)isundertakenin
with the certifieation requirements (including the specific product standards and meth
and the applicable requirements of ISO/IEC 17025 and the certification requirements;

quality eontrol of the product through the production process in accordance with the ¢
requirentents, from the receipt of inputs, through all transformation processes, through
pf the completed products;

ne.

rence can be

bx B provides an example of information to be provided on production process and njanagement

production

ying out the
nts;

g and after
he scheme;

accordance
hds of tests)

ertification
to dispatch

e)

The

heabitity of the ctient to dentify anmdquaramntime morrconforming productard to mraimt
traceability where there is a certification requirement.

certification body takes samples from the production line for subsequent verification.

5.3.3.3 Elements of the management system critical for product conformity

ain product

Matters to be covered in the audit of the elements of the management system critical for product
conformity include reviewing the following:

a) procedures covering the production processes, including quality control, production resources and

personnel competence that can affect product conformity;

b) documents and records control in relation to production processes and product conformity;

© ISO/IEC 2015 - All rights reserved
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interna

existing management system certifications and associated audit reports;

1 audits and management reviews;

actions;

f)

requirements and license agreements.

NOTE

system is certified by an accredited or peer assessed quality management system certification body.

procedures and records associated with product nonconformance, corrective and preventive

the identification, marking, and marketing of conforming products in accordance with certification

The certification body gives consideration to the amount of audit time when the client’s management

5.4 Nond

Itis import

If the certification body does not have sufficient evidence that the client has demonstrated
1 requirements have been fulfilled, it informs the client of those aspect9which do not comply

certificatio
with applic

If the client
by the cert
evaluation,

5.5 Evalyation report

Following t
of the man)|
assessment
evidence tg
personor g

5.6 Revi

Once all d¢
the on site
demonstrat
requiremer
the determ

5.7 Deci

When the o
of the revie

onformities

hnt that the scheme specifies how nonconformities are managed resolved.

hble requirements as nonconformities.

fication body. The certification body may repeat the necessary parts of the initial pro|
assessment and audit to verify the nonconformity has begn-adequately addressed.

he initial product evaluation, assessment of production process and audit of the elem
agement system, and after satisfactory action on any nonconformities, a report on
team’s findings is prepared. The report will be considered as part of the total packa
demonstrate compliance with the certification requirements by the certification b
Foup responsible for making the certification decision.

EW

termination activities have been completed, the results of initial product evaluation
assessment are reviewed to ensure that they provide a suitable, adequate and effe
ion that the product‘and the system for managing product quality fulfil the spec
ts. The review is carried out by a person (or group of people) who has not been involv¢
nation activities.Nf'the evidence is sufficient, a recommendation for certification is mad

sion

itconieof the review is positive, a decision is made to grant certification. When the outc
wds negative, a decision is made not to grant certification. The client is informed wit}

reasons forj

that

undertakes corrective actions these have to be completed withina specified time limift set

duct

ents

the
re of
dy’s

and
ctive
ified
bd in

ome
| the

the'negative decision. The decision is made by a person (or group of persons) who ha

not

been involved in the evaluation activities. The review and decision may be made by the same person or
group of persons.

5.8 Attestation

Following the decision to grant certification, the certification body issues a statement of conformity.

Under this scheme, the statement of conformity is in the form of a certificate and a subsequent listing of
the certificate on the scheme owner’s website by the certification body, and on the certification body’s
website if the certification body wishes.

Annex C gives an example of information to be included in a certificate of conformity.

© ISO/IEC 2015 - All rights reserved
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In addition the certified client may place the scheme’s certification mark on the product subject to a
licensing agreement being entered into with the certification body:.

5.9

Licensing use of certificates and marks of conformity

5.9.1 General

The use of the certificate and mark of conformity is controlled through a licence issued by the
certification body to each organization which uses them on, or in conjunction with, certified products.
The organization holding the licence (referred to in this clause as the licensee) may be different from the

clie
inv

c)

Ina
pur

ved include the following:

the client sub-contracts the manufacture of the product, including the placing-ofthe 1
product, to another organization (the manufacturer would need to be a licensee);

h customer of the client applies its own label, including the mark, to the product under ar
with the client (the customer would need to be a licensee);

pbther cases.

| cases, the client ensures that the certification body has ageess to the licensee’s pren
ses of assessment of the production process and audit ©f,the management system, i

h
during surveillance.

pn might be

nark on the

agreement

ises for the
hitially and

5.9.2 Mark of conformity

In agcordance with ISO/IEC Guide 23 and ISO/IEE~17030, the certificate and mark of conformity are

distinctive and are:

a) proprietary in nature, with legal protection as regards composition and control of use, And

b) ko coded or otherwise designed as té’aid in the detection of counterfeiting or other formls of misuse.

The |mark of conformity is directly=applied to each individual product except where the physical size

of the unit or the type of product does not permit this, in which case the mark may be applied to the

smallest package in which thejunit is marketed.

5.9.3 Other labelling

In cqrtain circumstances, it may be appropriate to use other labelling in association with the certificate

or njark of confermity, e.g.

a) fhe name-or logo of the certification body where such cannot be determined from the cgrtificate or
mark of conformity used;

b) hC a1l Uf thc lJl Udubt L}aooiﬁuatiuu VVhCl < DuLh ib llUt LUllllJ}CtC}_y UbViUuD,

c) identification of the relevant standard(s).

The certificate and labelling are used in accordance with the product certification scheme.
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5.9.4

Issuing of a licence

The certification body submits a licensing agreement to the licensee for signature. When the licence
agreement has been signed, the certification body issues a licence. An example of the information to be

included in

NOTE

an agreement and a licence are included in Annexes D and E.

If the provisions addressed by the licensing agreement are incorporated in the application form (if

the scheme requires an application form) or the certification agreement, the “licensing agreement” might not be

necessary.

The licensing agreement addresses conditions under which the mark or certificate will be used, and

establishes rules in the case of misuse

5.9.5 Suspending or withdrawing a licence

5.9.5.1 Suspension

The applic
in the folloy

a) ifthes

withdr
b) ifacase
isnots
c) ifthere
the cer

The license

a suspensign of the licence as applicable to that produget.

Alicencem

for a limited period of non-production or for other reasons.

An official
licensee (or

The license
may not (de

The certifig
example co

At the end df the suspension period, the certification body investigates whether the indicated condit

for re-instit

ility of the licence to a specific product may be suspended for a limited period, for exat
ving cases:

hwal is not necessary;

of improper use of the certificate or the mark (e.g. misleading publications or advertisen
blved by suitable retractions and appropriate correctiyeactions by the licensee;

has been any other contravention of the product{certification scheme or the procedur
fification body.

e is prohibited from identifying as certified any product that has been manufactured u

y also be suspended after mutual agreement between the certification body and the lice

suspension of a licence is confirmed by the certification body in a registered letter tc
by equivalent means).

e may give notice of appeal, and the certification body when considering the appeal mz
pending on the nature of the case) decide to proceed with its decision to suspend the lice

ation body indicdtes under which conditions the suspension would be removed, such a
‘rective action‘taken in accordance with 5.9.6.

uting the licence have been fulfilled.

mple

urveillance shows nonconformity with the requirements of suth-a nature that immedliate

ent)
es of
nder
nsee
the
ly or
nce.

s for

ions

On fulfilme

tof these conditions, the suspension is remaved hy notifying the licensee

5.9.5.2 Withdrawal

Apart from
a)
b)
c)
d)

if there

10

the suspension of a licence, a licence is withdrawn in the following cases:

if the surveillance shows that the nonconformity is of a serious nature;

if the licensee fails to comply with the due settlement of financial obligations;

is any other contravention of the licensing agreement;

ifinadequate measures are taken by the licensee in the case of suspension.
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In the above cases, the certification body has the right to withdraw the licence by informing the licensee
in writing. Concerning the specification of a time limit, see j) of the example licensing agreement
(Annex D).

The licensee may give notice of appeal, and the certification body when considering the appeal may
or may not (depending on the nature of the case) decide to proceed with its decision to withdraw the
licence.

Prior to withdrawal of a licence, the certification body decides upon the consequences in relation to
products certified under the licence, whether the mark of conformity needs to be removed from all
products in stock, and perhaps even, if practicable, from products already sold, or whether a clearance of

ifot
the

Fur

5.9.6

The
or nj

Inco
in a
corr

In c
acc

5.10 Surveillance

The
that
The
and
sped

pubTi-shed by the certificatign body

er actions are required, including (if necessary in cases of a serious nature) informing-t
icensee, by the licensee or by the certification body.

hermore, the licence may be withdrawn in the following cases:
if the licensee does not wish to maintain the licence;

if the standard or rules are changed and the licensee either will n6t or cannot ensure
with the new requirements (see 7.1);

if the product is no longer made or the licensee goes out of business;

pn the grounds of other provisions specified in the licensing agreement.

b Misuse of the mark

certification body takes action when unauthotized, incorrect, or misleading use of the
arks of conformity is found.

rrect references to the certification s¢cheme or misleading use of certificates or the
lvertisements, catalogues, etc., are.dealt with by suitable actions, which could inclu
ective action or publication of the t¥ansgression.

hses of misuse of certificates of the mark of conformity by clients, corrective action
dance with ISO Guide 27, Withdrawal of a licence due to misuse of the certification nj

certification body carries out surveillance as defined in the scheme in order to provide
productsananufactured after the initial certification continue to fulfil the specified re

probahility of non-conforming products. The frequency with which the activities are cz
ified-in the scheme and can be adjusted in the light of the results of previous surveillanc

pbdy decides
he clients of

conformity

certificates

mark found
de legal or

is taken in
ark may be

confidence
Juirements.

surveillance activities are selected according to the nature of the product and the consequences

rried out is
e cycles. For

exar|

plé, if non-conformities in products or the management system have been found, surv

illance may

be carried out more frequently until the necessary level of confidence is restored.

Surveillance activities cover all sites where manufacturing takes place and include one or more of the

follo
a)

wing:

inspection of product samples taken either from the point of production, or from the market, or

from both for conformity with the certified type;

b) testing of product samples taken either from the point of production, or from the market, or from
both to check that they fulfil the specified requirements;
c) assessmentofthe production processandauditing ofthe managementsystem,including examination

of the client’s quality records relating to the production process.

© ISO/IEC 2015 - All rights reserved
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It may not be necessary to repeat all of the elements of the initial product evaluation. This could be
the case with custom-built products and could be applied to cases where the initial testing is very
complicated or where the samples are very expensive. In such cases, the surveillance may be based on
examination only, or combined with more simple identification tests which ensure that the product is
in conformity with the certified type. Such identification tests are described in the product certification

scheme.

The client is informed about the results of the surveillance.

If surveillance reveals nonconformity with the certification requirements which cannot be readily
remedied by the client, the certification body considers what action to take.

The client K
and docum
body on reg
certificatio

6 Publiq

The client h

eeps a record of any complaints relating to compliance with the certification requirein
bnts the remedial actions taken. The client makes the records available to the ceftificg
uest. If non-conforming products have been released onto the market, the clientinform
1 body so that it can agree on the action to be taken.

ity by clients

as the right to publish the fact that:

a) anidentified product has been certified;

b) the clie

useq

ht has been authorized to

a valid certificate of conformity, and

ap

ly a mark of conformity for products to which.the licence applies.

In every cape, the client takes sufficient care of its publications and advertising so that no confy
arises betwleen certified and non-certified products(

The client
purchasers

factitis nof.

In this exarn

es not specify any function or makesany claim or the like in user information that could
to believe that performance of the\product or its use is covered by the certification whg

hple the scheme requires.thé certification body to approve instruction books, manuals

other user information accompanying the product.

7 Chang

7.1 Chan

When a st4
changed, th

es affecting certification

ges to preduct requirements

ndard.or another normative document that is part of the certification requiremen
ere-gre a number of factors that have to be considered by the scheme owner when he

the date on

shich the news prndn(‘f rp{}nir'pmpnfc ofthe r‘h:\ngpd documentwill comeinto force (pffp

ents
tion
5 the

sion

lead
PN In

and

ks is
Fixes
[tive

date reflecting the transition period).

NOTE See also Clause D.2, bullet k).

The effective date of obsolescence of a standard or other normative document is communicated by the
certification body to all applicable clients to allow them adequate time to take appropriate action.

In those cases when the standard development organization responsible for the standard or other
normative document defines the transition period until which the superseded document is valid, this
date defines the obsolescence of the superseded document unless otherwise stated by law or by the
scheme.
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Further factors that are considered when choosing the effective date include, but are not necessarily
restricted to, the following:

a)
b)

)

compliance with regulations or contractual obligations;

the urgency of complying with revised health, safety, or environmental requirements;

the length of time and financial costs for retooling and manufacturing a product complying with the

revised requirements;

d) the extent of stock on hand and whether it can be reworked to meet the revised requirements;

e)
f)

7.2

The
sche

7.3

The

pro

dete
furt
L]lting from such changes untit the certification body has notified the client accordingly.

res

A cl
sam

the
dec

sele

req

may|

If thE client wishes to apply the certification to additional types of products, but to differe

req

avoidance of unintentional commercial advantage given to a particular manufacture.or

pperational constraints of the certification body.

Changes to other scheme requirements

scheme owner advises the certification bodies, and their clients if necessary, of other ch
me requirements, such as:

test and examination procedures where these are not containeddnthe standards or othe
documents that specify the product requirements;

criteria and procedures for assessment of production proeesses and audit of manageme
conditions for licensing of the certification mark;

gualification criteria and procedures for conformity assessment bodies participating in

Changes by client

client informs the certification bodyswabout any intended modification to the product,
ess or management system which:iay affect the conformity of the product. The certifi
rmines whether the announced, changes require another initial testing and assessme
her investigations. In such cases; the client is not permitted to release products under th

(¢

ent wishing to extend the scope of certification to additional types or models of prod
e specified requirements as the products for which a certification is already granted
Certification body using an application form (Annex A). In such cases, the certificatio
e not to carry‘out an assessment of production process or management system but t
't test samples’of the additional types of products to determine that they comply with t
irements:If the tests are successful, the scope of certification is extended and the licencg
be modified.

i

U

design;

hinges to the

I normative

nt systems;

the scheme.

production
cation body
nt or other
b certificate

ucts, to the
, applies to
h body may
require or
he specified
agreement

ht specified

h additional

facility that is not covered by the earlier licence, it will be necessary to perform only those parts of the
original application procedure which do not cover the new circumstances.

8

Confidentiality

The certification body is responsible for ensuring that confidentiality of information is maintained by
its employees and those of its subcontractors concerning all information obtained as a result of their
contacts with the client; this applies also to information obtained at the application stage.

© ISO/IEC 2015 - All rights reserved

13


https://iecnorm.com/api/?name=1108890d4e8258c4a96824e78fc86e50

ISO/IEC TR 17026:2015(E)

9 Product liability

In this scheme, all questions related to product liability are dealt with on the basis of the relevant legal
system(s).

10 Complaints and appeals

The client has a right to complain to the certification body about aspects of the service provided. The
client may also appeal to the certification body against its decisions on issuing, maintaining, extending,
suspending and withdrawing certification. In all of these cases, the certification body’s complaints and
appeals prdcess will apply, as described in ISO/TEC 170652012, 7.13-
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Annex A
(informative)

Example of information provided with an application for product
certification

A.1| General

Thefinformation given in this annex is based on ISO/IEC 17065:2012, 7.2, Note 1. The information could
be cpllected by various methods and media such as completion of an application)or by inplitting to an
onlihe database.

A.2| Example of information provided
A.2[1 Date of application

A.22 Information regarding applicant
— [Legal name of the applicant, address of its registered office, contact details

— Name and function of the person acting as contact to the certification body and authorijized to sign
pn behalf of the applicant

— [Business address and contact details

— Role of applicant organization (mamtfacturer, designer, distributor, agent, etc.)

A.23 Information regarding.intended certificate holder (if different from applicant)
— [Legal name of company, address of registered office, contact details

— [Name and function ef the person acting as contact to the certification body and authorjized to sign
pn behalf of the applicant

— [Business addxress and contact details

— Role of intended certificate holder (manufacturer, designer, distributor, etc.)

A.24  Designation of product(s) for which certification is requested

— Description of product(s); inctuding catatogue umber(s); type desigmation(s)or otier descriptive
identifier(s)

— Standard(s) and other normative document(s) to which certification is requested: number, title,
year of issue

A.2.5 Manufacture of product(s)
— Place(s) (physical address(es)) of manufacture of the product(s)
— Name and title of person responsible for product quality

— Business address and contact details
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A.2.6 Certification and licensing agreements

— Declaration of willingness, on satisfactory completion of evaluation, to conclude the applicable
certification agreement and licensing agreement, if not previously concluded

— Name (in block letters, of the person nominated in A.2.2 or A.2.3)

— Signature
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Annex B
(informative)

Example of information on production process and management

system

B.1

Thisg
prog
actiy

the initial on site evaluation the facility or facilities involved. If the product is' manufactured

loca

The
com

B.2

B.2,

Inth
prog

B.2,

B.2.

NOT

General

example provides preliminary information on the production process used-toimanu
ucts for which certification is sought and on the management system whigch’is useq
rities critical to product conformity. It is intended to help the certificationhody in its pr¢

Fions, the information for each location is supplied.

amount of preliminary information to be provided by the applicant depends on the
plexity of the product/production process.

Example of information provided

1 General

is example, B.2.2 and B.2.3 list possible aspectswhere information can be provided on thg
esses and management systems.

2 Production process

.1 Production companies

All information about the (tranufacturing sites necessary for the certification body
nssessments

Drganization having'the product ownership and bearing overall responsibility for the p
certified (includihg contact persons and contact details)

All sites wherethe final product to be certified is manufactured (addresses and contact
contact détails)

F Where applicable, this information is required also for subcontracted manufacturers.

facture the
| to control
bparation of
at different

nature and

production

to plan the

roduct to be

bersons and

Priricipal activities carried out at all these locations

B.2.2.2 Production organization

Relationship of all production sites to the product owner organization
Information about the production organization having the product ownership
Organization chart showing key personnel involved in production and their roles
Authorization and training of personnel managing production activities

Information about the initiation and control of production

B.2.2.3 Purchased materials, components and services

© ISO/IEC 2015 - All rights reserved
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— Main materials, components and services purchased, relating to product(s) to be certified
— Purchasing specifications
— Supplier qualification process

— Control of quality of incoming materials, components and services

B.2.2.4 Production

— Description of production process (key stages, flow chart)

— Sub-coftracted operations (description of operation, name and address of sub-contractor, detalls of
contradt relevant for product conformity)

— Description of production resources and equipment (principal items only) (proprietary|and
specially made or adapted)

— Contro] of inventory
— Contro] of work in progress
— Contro] of finished products

— Contro] of defective materials, components, sub-assemblies and finhished products

B.2.2.5 Qpality control inspection and test and existing conformity assessment attestations

— Inspectlions and tests carried out on purchased major.components during manufacturing-procgsses
and on [finished products

— Inspection and test equipment
— Calibration of the measurement equipment
— Responsibility for inspection and test

— Existing conformity assessment.attestations from internal or external laboratories, inspedtion
bodies pr certification bodies forythe product to be certified or for essential components

B.2.2.6 Dpcumentation andrecords
— Product and production specification (drawings, parts lists, work instructions)

— Contro] of changes to the product and production process

B.2.2.7 Certificates and control of marks of conformity

— Stage at which mark is applied to the product
— Control of the products ensure that only those covered by the certificate are marked

— Copies of existing certificates of conformity issued by a certification body

B.2.3 Management system

B.2.3.1 Management system specification
— Conformity with ISO 9001 or equivalent (provide reference)

— Copy of quality manual and/or quality management system documentation

18 © ISO/IEC 2015 - All rights reserved
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Certification of management system (name of certification body, scope of certification, site(s)
covered (related to production of product(s) to be certified), copy of certificate(s))

B.2.3.2 Organization

B.2.

See

Management structure
Key personnel

Responsible quality manager

i da L, 1 1
UllllJCLCllLC ICCUIUS 1UIL I\Cy lJCl SUIIIITT

.3.3 Management system maintenance

Documentation and records

[nternal audit

Management review

[mprovements (corrective and preventive action)

Change management

8.4 Product realization

B.2.2.

© ISO/IEC 2015 - All rights reserved

19


https://iecnorm.com/api/?name=1108890d4e8258c4a96824e78fc86e50

ISO/IEC TR 17026:2015(E)
Annex C
(informative)

Example of information to be included in a certificate of
conformity

— Certifigaterumber or othrer umique Tdentification

— Name df scheme under which the certificate is issued
— Name and address of certification body

— Name gnd address of client (certificate holder)

— Reference to certification agreement

— Statemgnt of conformity, including:

— naIe and unique designation of product

— standard(s) and other normative document(s) (including dates of publication) the requirements
of which the product is attested to fulfil

— prdduction sites and other details of assessment, efg’ quality system, production inspectio

=3

— Ifappligable, reference to the accreditation or recoghition status of the certification body

— Date of]expiry of certificate (if necessary)

— Date offissue of certificate

— Legally|binding signature(s) of person(s) authorized to sign on behalf of the certification body

NOTE I1h some economies, legally binding authorization of document is accomplished by other means, e{g. by
legally bindipg seals.
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Annex D
(informative)

Example of contents of a licensing agreement for the use of a
certificate and mark of conformity

D.1| Parties
— [LCertification body (name, address, contact details)
— [Licensee (name, address, contact details)

NOTE In some schemes, the scheme owner is a party to the licensing agreement.

D.2| Grant of licence

To use certificate of conformity and mark of conformity on preducts listed in the licencg¢ under the
following conditions.

a) Regulations for certification and assessment

Refgrence to the general rules for the certification scheme as well as the standard(s) and [the specific
rulep specified in the licence.

b) Rights and obligations of licensee

Certjified products manufactured and supplied by it will fulfil the requirements stated in the standards
and general and specific rules specified\in the licence.

Perdons representing the certification body will have unobstructed access without prior notification to
the premises of the facility covéred by the licence

The |products for which the licence is granted will be manufactured to the same specifications as the
sample that the certification body found by the initial testing to be in conformity with the sfandard.

c) PBurveillance

The ertificatiefrbody carries out continuing surveillance of the licensee’s conformity with the licensee’s
obligationsyin‘accordance with the conditions stated in the general and specific rules for the scheme as
spedifiedin the licence.

Surveillance is carried out hy the certification hndy pprcnnnn] or hy pnrcnnnn] of agencies bn behalf of

the certification body.

d) Information on modifications in production

The licensee to inform the certification body of any intended modification in the product, the production
process or the management system and any organisational changes which could affect the licensee’s
ability to continue to produce the certified product.

e) Complaints

The licensee to keep records and report to the certification body any complaints regarding those aspects
of the products covered by the licence.

f) Publicity
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