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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. | i T ~ T i i
respongible for the development of International Standards and Guides.

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

Draft Ipnternational Standards are circulated to the national bodies for voting. Publication as an
Interndtional Standard requires approval by at least 75 % of the national bodies castingna vote.

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considgred to be no longer valid or useful.

Attentipn is drawn to the possibility that some of the elements of this.document may be the subject of
patent fights. ISO shall not be held responsible for identifying any-oitall such patent rights.

ISO/IEQ TR 17026 was prepared by the ISO Committee on conformity assessment (CASCO).
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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{I¢
Report does not prevent scheme owners, in consultation with other stakeholders, from adeptin
measures or using them in different combinations to achieve a fit-for-purpose scheme.

In particular, the range of activities used, and the intensity with which they are applied, nee|

requirements. Factors such as the particular characteristics of the marketplace; the product tech
and the production methods related to the products also need to be taken into‘account.

The principal stakeholders, who are most affected by the rules, procédures and managemen
5cheme, are the following:

— the scheme owner;

— the certification body/bodies;

— the manufacturers of certified products;

— users of the certified product and entities that rély on certification.

NOTE Where a certification body runs its own seheme, the certification body is the scheme owner.
Dther stakeholders include, but are not limited to:

— regulatory authorities;

— specifiers, purchasers and users of certified products;

— conformity assessment bodies, such as testing laboratories and inspection bodies, involve
product certification process;

— accreditation bodiesand peer assessment groups;

— international certification schemes that facilitate the recognition of certification status fr
scheme owner to another;

— COonsuIners.

This «Technical Report contains neither normative requirements (expressed by “shal
recommendations (expressed by “should”). It is intended solely as an example of a type 5 |

chnical
g other

d to be

proportionate to the consequences and likelihood of a product in service failing to fulfil specified

inology

t of the

1 in the

pm one

") nor
broduct

certification scheme.
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TECHNICAL REPORT ISO/IEC TR 17026:2015(E)

Conformity 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 tangiblep
hs described in ISO/IEC 17067.

NOTE1  The example provided in this Technical Report relates to a certification scheme forproducts. H
f applicable, it can also be used as a basis for developing certification schemes for servicésyand proces
Lype 6 as described in ISO/IEC 17067).

NOTE 2 In the context of this Technical Report, the assessment of a managemeht'system as part of
certification does not constitute the certification of the management system.

NOTE 3  This Technical Report is intended to provide useful information to those involved in
certification on the application of ISO/IEC 17067.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document :
indispensable for its application. For dated references, only the edition cited applies. For
references, the latest edition of the referenced document (including any amendments) applies.

[SO/IEC 17000:2004, Conformity assessment —\Vocabulary and general principles

[SO/IEC 17065:2012, Conformity assessment— Requirements for bodies certifying products, proce
Services

[SO/IEC 17067:2013, Conformity assessment — Fundamentals of product certification and guidel
product certification schemes

3 Terms and definitions

For the purposes ofthis document, the terms and definitions given in ISO/IEC 17000, ISO/IEC 17
[SO/IEC 17065 apply

4 General description of the example scheme

4.1, \Development and operation of a product certification scheme

roducts

owever,
ses (see

product

product

ind are

ndated

ses and

ines for

67 and

bulated

TreTroT

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

ISO/IEC 17067.
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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:

a) selection (see 4.5), including:

1y

specified requirements for the products covered by the scope of the scheme (e.g. those in a
standard or other naormative document);

2)
3)

4)
5)

6)
b) det

)

2)

c) rey
d) de
e) licg
Y
2)
3)
f) sur
1

elements of the production process to be assessed and of the management system to be audited

determination activities, and the basis on which those activities be undertaken (e.g. feferencd
ISO/IEC 17065 for product certification bodies, and to the applicable requitements of
ISO/IEC 17025 for testing, ISO/IEC 17020 for inspection and ISO/IEC 17021 for ‘mtanagement
system auditing);

sampling methods and frequency;

requirements which the client has to fulfil in order to gain and maihtdin certification of thg
product (e.g. signing a certification agreement, the ongoing operation/of a management system
maintaining control over the use of the mark of conformity, advising the certification body of
changes affecting product conformity);

any other certification requirements;

ermination (see 5.2), including:

evaluation of the product;

assessment of the production process and auidit of other elements of the client’s management
system critical to managing product_c¢onformity through document review and onsitg
assessment;

iew of the evaluation results;

ision on certification and attestation of conformity (see 5.7 and 5.8);
nsing and control of the mark (see 5.9), including:

mark of conformityg

publicity to clients;

misuse of certificate and marks of conformity;

veillance\(see 5.10), including:

testing and inspection of product samples;

2)

assessment of the production process and audit of the management system,;

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

h) managing changes affecting certification (see Clause 7).

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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4.3 Scope of the scheme

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 Parties involved in the scheme

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

) tiTe SCHETTe OWIET;
b) the certification body;

c) the organization that has a certification agreement with the certification body, ox\that has
for (this organization is referred to as “the client”).

NOTE 1  For further information on the certification agreement, see ISO/IEC 17065:2012, 4.1.2.

All product certification schemes have a scheme owner. The scheme ownercan be a certification|
regulatory authority, an industry group, a group of certification bodies©r,others. The scheme o
responsible for the rules, procedures, management and integrity of the\scheme.

NOTE 2 Further information on scheme owner can be found in ISO/IEC17067.

The certification body may outsource some activities te,other organizations but always
responsibility for the outcome. The review, decision and attgstation cannot be outsourced.

The client is often the manufacturer, who may use.sub-contractors for some of the pro
pperations, but sometimes the manufacturer’s agentor another organization in the supply ch3
b distributor) can act as the client and seek certification. In such cases, the client may not have
pf the manufacturing processes nor access te\the production facilities. Before signing a certi
hgreement, the client needs to be able to ensure that the certification body can perform all ne
nssessment activities of the production processes and the manufacturer’s quality management §

1.5 Selection elements in the scheme

Within the declared scope (see 4.3), the scheme specifies the requirements that the products, pro
process and management system are intended to fulfil. These requirements are specified by re|
to standards, technical-specifications or other normative documents that have been devel
pccordance with the guidance in ISO/IEC 17007.

Certification requirements are comprised of:
— productgegquirements (as defined in ISO/IEC 17065:2012, 3.8);
— othet pequirements for the client to fulfil, including the following:

—¥ " signing a certification agreement;

applied

body, a
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retains
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auditing;
— payment of necessary fees;
— signing a licensing agreement for the use of the certification mark on their products;
— providing product information.

The 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 scheme specifies the sampling method(s) to be used for evaluation. Sample(s) need to be:
a) 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 [evaluation is performed on prototype samples, further evaluation of subsequent production
sample[s) is necessary.

4.7 Determination procedures of the scheme
This scheme provides details of the procedures to be used for determination activities; e.g.

a) sarppling, testing and other evaluation activities, where these have not been adequately specified in
thg product requirements or other normative documents;

b) asdessing the production process;

c) auditingthose elements of the client’s management system which are\identified as critical to ongoing
praduct conformity.

5 Sepguence of a certification cycle and involved activities

5.1 Application for certification and certification agreement

The ceftification body provides the potential clienfwith all information necessary to understand and
follow the rules for the specific certification scheme. These rules are publicly available.

The clipnt makes an application to the cerfification body for certification of its specified products
The application provides the certification~body with all necessary information to enable it to plan thq
evaluatlion and certification process.

ISO/IEC 17065:2012, 7.2, gives ekxamples of the information needed and it constitutes the basis for the
applica[ion information listed in/Annex A.

Once the application is réceived from the client, the certification body checks that the information
provided by the client is-cléar and sufficient and, if it is not, asks the client for the necessary clarification
or addifional informatien.

Thecerftificationbpdy establishesalegally enforceable agreementwiththe client(seeISO/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 demonstrates its fulfilment of certification requirements.

5.2.2 Evaluation plan

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

4 © ISO/IEC 2015 - All rights reserved
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Based on the requirements of the scheme, the certification body prepares an evaluation plan sett
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;

ing out:

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;

T the Metiods and procedures to be USed WHET a5SesSINg the production process;
f) the coverage and the extent of the auditing of the management system;
o) the personnel and other resources, including outsourcing, to be used for the evaluation.

The evaluation plan can be a generic plan that can be used for all certification evaluation activitie|
this scheme, or an individual plan for each client or individual evaluation.

The certification body advises the client of the plan, including any financial and timescale
required by the scheme, and ensures that the client has completed, or hasundertaken to compl
certification agreement (see Annex F for the suggested content of a certification agreement that i
the matters identified in ISO/IEC 17065:2012, 4.1.2).

After confirmation of the acceptance of the application, the ¢értification body makes the ne
prrangements with the client for the initial assessment in aceordance with the evaluation plan.

Under this certification scheme, the following determination activities are used:
— initial testing and examination of the product;
— assessment of the production process;

— audit of the elements of the management system that are critical to product conformity.

including sampling, testing, assessthent of the production process, auditing of the management
hnd surveillance of the certifiedproduct.

5.2.3 Acceptance of conformity results generated prior to the application or provided by
client

System certification) which are generated prior to the application, or are provided by the c

conformity-assessment results.

[n order-to cover this responsibility under this scheme, the certification body:

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

s under

hspects
ete, the
ncludes

cessary

The certification body is responsible for all actions included in the particular certification gcheme,

bystem,

the

This scheme acceptseonformity assessmentresults (including suchitems astestresults and mana]Eement

ient. In

pccordance with/ISO/IEC 17065:2012, 6.2 and 7.4.5, the certification body takes responsibility for these

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

ascertain 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

b) 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

c) thd testing laboratory having a peer assessment recognition by a competent organization with-g
scqpe covering the product being certified.

If test flesults are accepted, test reports and samples are examined together to ensure that teSt results
are applicable to product samples under consideration.

5.3 Assessment of the production process and audit of the management§ystem

5.3.1

Assessment of the client’s production process and audit of the elements- ef’the management system

critical
certific

The cli¢nt designates:

— a

—

— a person(s) with management responsibility for.the technical performance of the production
prqcesses and management system.

5.3.2

The fir
system

The ce

determfine the readiness for the onsite assessment.

To facil
to the

makes
managg

The cer
certific

a) the

General

to product conformity forms part of the initial assessment in ‘accordance with this product
ation scheme.

bsponsible person as the main contact with the certifieation body;

Initial document review

5t stage of undertaking an assessmént of the production process and audit of the management
is a document review.

"tification body conducts a document review of the client’s management system in order tq

itate the document review, the client provides information on the management system pertinent
broduction process.-An example of the pertinent information is shown in Annex B. The client
hvailable to the certification body records that demonstrate the effective implementation of the
bment system.

tificationbody may, at its discretion, take into account the client’s current management system
ation, provided that the certification covers:

seope of products being considered;

b) 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 re

levant International Standards (e.g. [SO/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


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

ISO/IEC TR 17026:2015(E)

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) the applicable product requirements;

) iata t o d /o 2o oo i oo P2 P -k oo o

) CllJlJl Uyl IdlU LU Ol Clllbl/ Ul lLLOlJbb CIVUIT lJl liluulrcvo diiu L\,\,uuu«lu\,o,

c) conformity assessment procedures;

(1) the management system requirements and audit methodologies as included in thescheme.

NOTE For additional information on audit activities and knowledge and skills of auditors, referenc
made to ISO/IEC 17021.

The matters to be investigated by the assessment team at the client’s faciljties'include:
— determine that all information provided in the application is corregct'd@nd complete;
— assessment of the production process;

— audit of the elements of the management system criticalto'product conformity.

System.

5.3.3.2 Production process

Assessment of the production process includes direct observation and examination of the pro
line and communicating with production personnel to demonstrate:

n)  that the client has the necessary.facilities, equipment, personnel and procedure for carrying|
tasks associated with producingthe product in accordance with the product requirements;

b) the client’s capability and ‘competence to monitor, measure and test the product during a
production so as to ensure conformity with the specific product requirements used in the s

c) thattheclientsamplingandtesting(whetheritbein-houseoroutsourced)isundertakeninaccd
with the certification requirements (including the specific product standards and methods
and the applicable requirements of ISO/IEC 17025 and the certification requirements;

d) quality eontrol of the product through the production process in accordance with the certi

of the completed products;

) ~the ability of the client to identify and quarantine nonconforming product and to maintain j

b can be

Annex B provides an example of information to be provided on production process and management

duction
out the
1d after
rheme;

rdance

f tests)

fication

requiréments, from the receipt of inputs, through all transformation processes, through to dlispatch

broduct

traceability where there is a certification requirement.

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

5.3.3.3 Elements of the management system critical for product conformity

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 resour
personnel competence that can affect product conformity;

ces and

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

© ISO/IEC 2015 - All rights reserved
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c) existing management system certifications and associated audit reports;
d) internal audits and management reviews;

e) procedures and records associated with product nonconformance, corrective and preventive
actions;

f) the identification, marking, and marketing of conforming products in accordance with certification
requirements and license agreements.

NOTE The certification body gives consideration to the amount of audit time when the client’s management
system |s certified by an accredited or peer assessed quality management system certification body.

5.4 Nonconformities
It is important that the scheme specifies how nonconformities are managed resolved.

If the fertification body does not have sufficient evidence that the client has.{émonstrated that
certification requirements have been fulfilled, it informs the client of those aspects which do not comply
with agplicable requirements as nonconformities.

If the client undertakes corrective actions these have to be completed within'a specified time limit set
by the fertification body. The certification body may repeat the necessary parts of the initial product
evaluatfion, assessment and audit to verify the nonconformity has beer adequately addressed.

5.5 Hvaluation report

Following the initial product evaluation, assessment of production process and audit of the elementg
of the management system, and after satisfactory actign on any nonconformities, a report on the
assessthent team’s findings is prepared. The report will'be considered as part of the total package of
evidenge to demonstrate compliance with the certification requirements by the certification body’s
personfor group responsible for making the certification decision.

5.6 Review

Once all determination activities havebeen completed, the results of initial product evaluation and
the on [site assessment are reviewed to ensure that they provide a suitable, adequate and effectivg
demonstration that the product and the system for managing product quality fulfil the specified
requirgments. The review is carried out by a person (or group of people) who has not been involved in
the detprmination activities. If the evidence is sufficient, a recommendation for certification is made.

5.7 Decision

When the outcome(of the review is positive, a decision is made to grant certification. When the outcome
of the 1leview.iS\hegative, a decision is made not to grant certification. The client is informed with the
reason$ fop the negative decision. The decision is made by a person (or group of persons) who has not
been injvolved in the evaluation activities. The review and decision may be made by the same person o
group ofpersons:

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.

8 © 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

ertification hndv ta each organization which uses them on orin conjunction with certified nroducts

involved include the following:

product, to another organization (the manufacturer would need to be a licensee);

with the client (the customer would need to be a licensee);
c) other cases.

[n all cases, the client ensures that the certification body has access to the licensee’s premises

during surveillance.

5.9.2 Mark of conformity

distinctive and are:
n) proprietary in nature, with legal protegtion as regards composition and control of use, and
b) so coded or otherwise designed as*to’aid in the detection of counterfeiting or other forms of

The mark of conformity is directly~applied to each individual product except where the physi

smallest package in which the.wnit is marketed.

5.9.3 Other labelling

[n certain circumstances, it may be appropriate to use other labelling in association with the cer
pr mark of confermity, e.g.

) the name or logo of the certification body where such cannot be determined from the certif]
mark of conformity used;

b) Atle name of the product classification where such is not completely obvious;

The organization holdlng the licence (referred to in this clause as the llcensee) may be different-ffom the
client to which the certificate was issued. Circumstances under which a different organization might be

n) the client sub-contracts the manufacture of the product, including the placing(ofithe mark on the

b) acustomer of the client applies its own label, including the mark, to the pfoduct under an agreement

for the

purposes of assessment of the production process and audit afjthe management system, initiglly and

[n accordance with ISO/IEC Guide 23 and ISO/IE@17030, the certificate and mark of conformity are

misuse.

cal size

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

tificate

lcate or

Y -1 P . £ 1 1 1L
) IACIIUIIICAtION O tIIC IeievdaIit stdiiadra(sj.

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

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

NOTE 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 applicability of the licence to a specific product may be suspended for a limited period, for examplg
in the fpllowing cases:

a) if the surveillance shows nonconformity with the requirements of su¢h)a nature that immediate
withdrawal is not necessary;

b) ifa|case ofimproper use of the certificate or the mark (e.g. misleading publications or advertisement)
is 1jot solved by suitable retractions and appropriate correctiyéjactions by the licensee;

c) ifthere has been any other contravention of the product:€ertification scheme or the procedures of
thq certification body.

The lic¢nsee is prohibited from identifying as certified“any product that has been manufactured under
a suspégnsion of the licence as applicable to that produict.

Alicende may also be suspended after mutual agreement between the certification body and the licensed
for a lithited period of non-production or for other reasons.

An offifial suspension of a licence is confirmed by the certification body in a registered letter to thd
licenseg (or by equivalent means).

The licg¢nsee may give notice of dppeal, and the certification body when considering the appeal may o
may nof (depending on the nattre of the case) decide to proceed with its decision to suspend the licence

The ceftification body indicates under which conditions the suspension would be removed, such as for]
example corrective actien taken in accordance with 5.9.6.

At the gnd of the suspension period, the certification body investigates whether the indicated conditions
for re-ipstituting the licence have been fulfilled.

On fulfilment’of these conditions, the suspension is removed by notifying the licensee.

5.9.5.2 Withdrawal

Apart from the suspension of a licence, a licence is withdrawn in the following cases:
a) if the surveillance shows that the nonconformity is of a serious nature;

b) ifthe licensee fails to comply with the due settlement of financial obligations;

c) ifthereis any other contravention of the licensing agreement;

d) 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 w1thdrawa1 of a hcence the certification body decides upon the consequences in relation to
om all
products in stock, and perhaps even, 1fpract1cable from products already sold, or Whether a cleagance of
the stock of marked products is permissible within a short period of time. The certification bedy fdecides
if other actions are required, including (if necessary in cases of a serious nature) informingthe clients of
the licensee, by the licensee or by the certification body.

Furthermore, 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 nét ot cannot ensure conformity
with the new requirements (see 7.1);

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

— on the grounds of other provisions specified in the licen§ing agreement.

5.9.6 Misuse of the mark

The certification body takes action when unauthorized, incorrect, or misleading use of the certjificates
pr marks of conformity is found.

[ncorrect references to the certification schieme or misleading use of certificates or the mark found
in advertisements, catalogues, etc., are. dealt with by suitable actions, which could include legal or
corrective action or publication of the transgression.

[n cases of misuse of certificates or the mark of conformity by clients, corrective action is taken in
pccordance with ISO Guide 27..Withdrawal of a licence due to misuse of the certification mark may be
published by the certificatien'body

5.10 Surveillance

The certification-body carries out surveillance as defined in the scheme in order to provide conlfidence
that products ananufactured after the initial certification continue to fulfil the specified requir¢ments.
The surveillan€e activities are selected according to the nature of the product and the consequences
hnd probability of non-conforming products. The frequency with which the activities are carrield out is
specifiedin the scheme and can be adjusted in the light of the results of previous surveillance cydles. For
example, if non-conformities in products or the management system have been found, surveillafice 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
following:

a) 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.
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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.

ied by the client, the certification body considers what action to take.

The clig¢nt keeps a record of any complaints relating to compliance with the certification requirementg
and dofuments the remedial actions taken. The client makes the records available to the cer'tification
body on request. If non-conforming products have been released onto the market, the clientinforms the
certification body so that it can agree on the action to be taken.

6 Publicity by clients
The clig¢nt has the right to publish the fact that:
a) anfidentified product has been certified;
b) thq client has been authorized to
— | use a valid certificate of conformity, and
— | apply a mark of conformity for products to which thelicence applies.

In everly case, the client takes sufficient care of its publications and advertising so that no confusion
arises hetween certified and non-certified products;

The clignt does not specify any function or make-any claim or the like in user information that could lead
purchagers to believe that performance of the product or its use is covered by the certification when in
factiti$ not.

In this pxample the scheme requires the certification body to approve instruction books, manuals and
other user information accompanying the product.

7 Chlanges affecting certification

7.1 (hanges to product requirements

When § standardYor another normative document that is part of the certification requirements ig
changef, there-are a number of factors that have to be considered by the scheme owner when he fixeg
the dat¢ oncwiiich the new product requirements of the changed document will come into force (effectivd
date refleeting 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) compliance with regulations or contractual obligations;

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

c) thelength of time and financial costs for retooling and manufacturing a product complying with the

revised requirements;

1) the extent of stock on hand and whether it can be reworked to meet the revised requiremen
e) avoidance of unintentional commercial advantage given to a particular manufactureor desi

f) operational constraints of the certification body.

7.2 Changes to other scheme requirements

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

n) testand examination procedures where these are not contained-inthe standards or other nof
documents that specify the product requirements;

b) criteria and procedures for assessment of production processes and audit of management s}
c) conditions for licensing of the certification mark;

d) qualification criteria and procedures for conformity assessment bodies participating in the s

7.3 Changes by client

The client informs the certification body-about any intended modification to the product, pro
process or management system which'unay affect the conformity of the product. The certificatiq
determines whether the announced\changes require another initial testing and assessment g
further investigations. In such cases, the client is not permitted to release products under the cef
resulting from such changes untilt'the certification body has notified the client accordingly.

A client wishing to extend the scope of certification to additional types or models of productg
same specified requiretnents as the products for which a certification is already granted, ap
the certification body using an application form (Annex A). In such cases, the certification bo
decide not to carry-0ut an assessment of production process or management system but to reg
select test samples of the additional types of products to determine that they comply with the sj
requirements Ifthe tests are successful, the scope of certification is extended and the licence agr
may be modified.

[f the ¢lient wishes to apply the certification to additional types of products, but to different sy
requirements, or if the client wishes to apply for an extension of the certification to cover an ad

ts;

sn;

s to the

mative

ystems;

cheme.

duction
n body
r other
tificate

, to the
plies to
dy may
uire or
ecified
eement

ecified
Hitional

facility that is not covered by the earlier licence, it will be necessary to perform only those part

s 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.
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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

O
suspenfling and withdrawing certification. In all of these cases, the certification body’s complaints dind

appeals

TTOTT

process will apply, as described in ISO/IEC 17065:2012, 7.13.

14
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Annex A
(informative)

Example of information provided with an application for product
certification

A.1 General

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

A.2 Example of information provided
A.2.1 Date of application

A.2.2 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 authorized|to sign
on behalf of the applicant

— Business address and contact details

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

A.2.3 Information regarding intended certificate holder (if different from applicant)
— Legal name of company, address of registered office, contact details

— Name and function of.the person acting as contact to the certification body and authorized|to sign
on behalf of the applicant

— Business address and contact details

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

A.2.4 Designation of product(s) for which certification is requested

— ADescription of product(s), including catalogue number(s), type designation(s) or other des¢riptive
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 General

This example provides preliminary information on the production process used, €0, manufact
products for which certification is sought and on the management system which is used to
pctivities critical to product conformity. It is intended to help the certificationdody in its prepar
the initial on site evaluation the facility or facilities involved. If the product iSmanufactured at d
locations, the information for each location is supplied.

complexity of the product/production process.

B.2 Example of information provided

B.2.1 General

[n this example, B.2.2 and B.2.3 list possible aspectswhere information can be provided on the pro
processes and management systems.

B.2.2 Production process

B.2.2.1 Production companies
assessments

certified (including contact persons and contact details)

—  All sites wheére the final product to be certified is manufactured (addresses and contact pers
contact détails)

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

— _Principal activities carried out at all these locations

ure the
control
htion of
ifferent

The amount of preliminary information to be provided by the applicant depends on the natyre and

Huction

— All information about the manufacturing sites necessary for the certification body to plan the

— Organization having the product ownership and bearing overall responsibility for the produlct to be

bns and

B:2:22—Productiomorgamnization

— 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-contracted operations (description of operation, name and address of sub-contractor, details of
conjtract relevant for product conformity)

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

— Control of inventory
— Control of work in progress
— Control of finished products

— Control of defective materials, components, sub-assemblies and/finished products

B.2.2.5( Quality control inspection and test and existing conformity assessment attestations

— Ingpections and tests carried out on purchased major components during manufacturing-processeg
and on finished products

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

— Existing conformity assessment -attestations from internal or external laboratories, inspection
bodlies or certification bodies fexthe product to be certified or for essential components

B.2.2.6f Documentation and récords
— Pr¢duct and productien specification (drawings, parts lists, work instructions)

— Control of changes+to the product and production process

B.2.2.7| Certificates and control of marks of conformity

— Sta1ge atwhich 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
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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

Management structure

Key personnel

Competence records for key personnel

B.2.3.3 Management system maintenance

Documentation and records

Internal audit

Management review

Improvements (corrective and preventive action)

Change management

B.2.3.4 Productrealization

See B.2.2.

© ISO/IEC 2015 - All rights reserved
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Annex C
(informative)

Example of information to be included in a certificate of
conformity

— Certificate number or other unique identification
— Name of scheme under which the certificate is issued
— Name and address of certification body
— Name and address of client (certificate holder)
— Reference to certification agreement
— Stdtement of conformity, including:
— | name 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

— | production sites and other details of assessment, e‘g..quality system, production inspection
— Ifapplicable, reference to the accreditation or recoghition status of the certification body
— Date of expiry of certificate (if necessary)
— Date of issue of certificate
— Legally binding signature(s) of person(s) authorized to sign on behalf of the certification body

NOTE In some economies, legally binding authorization of document is accomplished by other means, e.g. by
legally inding 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
— Certification 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 products listed in the licence un|
following conditions.

h) Regulations for certification and assessment

Reference to the general rules for the certification Scheme as well as the standard(s) and the
rules specified in the licence.

b) Rights and obligations of licensee

Certified products manufactured and supplied by it will fulfil the requirements stated in the stg
hnd general and specific rules specified'in the licence.

Persons representing the certification body will have unobstructed access without prior notific
the premises of the facility covered by the licence

The products for which _the licence is granted will be manufactured to the same specification
sample that the certification body found by the initial testing to be in conformity with the stand

c) Surveillance

The certification'body carries out continuing surveillance of the licensee’s conformity with the lig
pbligations;.ih accordance with the conditions stated in the general and specific rules for the sch
specified in'the licence.

Suryeillance is carried out by the certification body personnel or by personnel of agencies on b
tliecertification body.

der the

specific

ndards

htion to

b as the
ard.

ensee’s
leme as

chalf of

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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