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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. Qther international nrgnni791‘inne, overnmental

and non-governmental, in liaison with ISO and IEC, also take part in the work.

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

Draft| Guides adopted by the responsible Committee or Group are circulated to the national bodigs for voting.
Publication as a Guide requires approval by at least 75 % of the national bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rightg. ISO and IEC shall not be held responsible for identifying any or all’'such patent rights.

ISO/IEC Guide 68 was prepared by the ISO Committee on Conformity Assessment (CASCO).
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Introduction

The primary objective of conformity assessment is to provide confidence for users that requirements
applicable to products, services and systems have been met. Such confidence, in turn, directly contributes to
the market acceptance (which may include regulatory compliance) of those products, services and systems.

h t 1 I traded d d h t 1 titi f i
One of the +teasochs—w \ internationa v traded—goods—an services—are—subhiasct to repetitive—con nrm|ty

assessmentg is a lack of confidence by users of conformity assessment in one country regarding the
competence |of bodies carrying out conformity assessment activities in other countries. Confidence inthe|work
of conformity assessment bodies and accreditation bodies is therefore essential to private jand public
purchasers, fegulators and other users.

Such user confidence can be achieved through cooperation among conformity assessment bodies gnd/or
accreditation| bodies, resulting in mutual recognition and promotion across borders of each participant’s work.

The elements and procedures used so far and found practical for establishing and maintaining |such
cooperationg are described in this Guide.
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Arrangements for the recognition and acceptance of conformity
assessment results

1

cope

This |Guide provides an introduction to the development, issuance and operation of arrangen
recognition and acceptance of results produced by bodies undertaking similar conformity ass
related activities. The activities to which this guidance is intended to apply are those, related to th
unregulated marketplace transactions extending across borders from one. country to an
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ments among governments pertaining to transactions of regulated goods)and services ¢

e and does not specifically address any special requirements that_governmental agree
rate.

b countries may be concerned about having the necessary’human and institutional re
gements. Guidance on the acquisition and development,of the resources required is beyond
buide.

Normative references

following referenced documents are .indispensable for the application of this documen
bnces, only the edition cited applies? For undated references, the latest edition of th

ment (including any amendments).applies.

EC Guide 2:1996, Standardization and related activities — General vocabulary

Terms and definitions

For the purposes of this document, the terms and definitions given in ISO/IEC Guide 2 and

apply.

NOTH

3.1

Clauses 12 to 17 of ISO/IEC Guide 2:1996 (on conformity assessment) are under revision as IS

nents for the
essment and
e conduct of
pther. While
an take into

int the agreements addressed by this Guide, the guidance provided heré’is introductory and general in

ments might

sources with

bct to conformity assessment infrastructures which would permit them to participate in such

the scope of

t. For dated
b referenced

the following

D/IEC 17000.

reco

gnition arrangement

arrangement whereby participating bodies acknowledge to others that the conformity assessment results of
the other participating bodies have been produced by competently performed, equivalent procedures

3.2
acce

ptance arrangement

arrangement whereby participating bodies use conformity assessment results of other participating bodies
when these are acknowledged as having been produced by competently performed, equivalent procedures

3.3

agreement group
bodies that are signatories to the agreement on which an arrangement is based
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3.4

peer assessment
evaluation of a body, against specified requirements, by representatives from other bodies in, or candidates

for, an agree

NOTE

ment group

4 Elements of an agreement

In this Guide the term “agreement” refers to the document signed by the participants of an agreement group.

41 General

A comprehensive list of elements contained in agreements related to conformity assessment results.is given
in 4.2 to 4.14. In general, most of the elements are addressed in an agreement.

4.2 Title

The term “mutual recognition agreement” is sometimes used when the agreementshas a legally bipding
nature, such as a mutual recognition agreement in regulatory fields among government authorities|from
different couptries. Consequently, in order to distinguish voluntary applications from government agreements,
“mutual recdgnition arrangement” or "multilateral recognition arrangement’~is ‘commonly used in volyntary
applications,|such as accreditation and certification/registration systems.

4.3 Introduction

Generally an introduction or preamble is provided, which briefly d€scribes the reason for the agreement, the
history behind its establishment, and details of the needswhich it is intended to address (for example,
facilitation of{trade or reduction of multiple assessment activities).

4.4 Signatories

The organizptions or types of organization forming the agreement group are specified including, when
appropriate, details of their legal status and geographical or other eligibility conditions.

4.5 Scope

This subclayse normally clearlyspecifies the category of product and/or sector and conformity assesgment
activity covered by the agreement.

4.6 Condjtions foreligibility

Agreements [generally specify the conditions for eligibility to enter into an agreement group. These condjtions
are generally decument-based (see the Bibliography) and include satisfactory demonstration of the followjng:

ity to the requirements of the relevant documents applicable to the eligible bodies;

res that result in competently performed assessments within the scope of the agreement;

agreement group.

a) conform
b) procedu
c)

4.7

Individual obligations of signatories

availability of resources to sustain commitment and the ability to continue to meet the obligations to the

A significant part of the agreement is the statement of what the signatories agree to undertake, or other
requirements to which they commit themselves. Typical items of commitment included in existing agreements
are as follows:
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a) recognition of the equivalence of the conduct of activities within the scope of the agreement by its
signatories;

b) acceptance of results produced by other signatories as applicable within the scope of the agreement;

c) promotion of public awareness of the equivalence of the performance and, where applicable, the results
produced by signatories to the agreement;

d) maintenance of the confidentiality of information so designated with respect to other signatories;

e) acceptance of legal and liability responsibilities, as well as responsibility for notifying other signatories of
significant changesmstatus:

NOTH Agreements vary in the extent to which they call for the acceptance of results by the‘\signatories. Some

agregments are without a requirement for acceptance of any results, while others require one_sighatory
entirety the results produced by other signatories, thus avoiding redundant work by a signatory_in the dg
process.

4.8

Anot
colle

Collective obligations of signatories

ner significant part of the agreement is the statement of what{the signatories agree
ctively. ltems of collective responsibility often appearing in agreements elaborate on cond

folloying:

a)

b)

c)

d)

NOTH

¢valuation and resolution of complaints relative to the operation of the agreement;

maintenance and operation of an ongoing systemyof/surveillance and/or re-assessment
basis;

uise of a common logo and/or document.by the signatories, if so agreed.

they develop confidence among themselves:

4.9

Som
is wi

Relationships with other agreement groups

b international agreements provide for relationships with other agreement groups. The typica
h regional groupings of similar scope. To effect these relationships, an agreement will p

cond|tions for entrysand continuing membership of the regional grouping, which ensure adherenc

grou

p signatories t0'the conditions given in 4.7.

4.10| Duration of the agreement

The

o use in their
bcision-making

o0 undertake
tions for the

n a periodic

processing and resolution of disputes occurring within the group within the scope of the agregment;

Before accepting the use of a,eommon logo, signatories may initially limit the scope of the arrangement until

| relationship
obably have
e by regional

commencement date of the agreement will be indicated and possibly also the period of

alidity of the

agreement and the conditions under which participation by one or more of the signatories may be suspended
or withdrawn, or the agreement as a whole may be terminated.

4.1

Points of contact

Most agreements include identification of the signatory contact personnel who are responsible for updating
and exchanging information, publishing details of the arrangement in their respective territories, and
identifying when a signatory is unable to fulfil its obligations under the arrangement.
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4.12 Official signatures

The text of an agreement normally contains the signatures and titles of personnel of appropriate authority
representing each body which is a signatory to the agreement. The date of each signature is also recorded.

4.13 Conditions for amendment

The text of an agreement normally contains conditions with which (and the procedures by which) the terms of
the agreement may be amended or otherwise altered.

NOTE
for their webs|
here are actus

Annex A lists some organizations that have agreements in place and gives uniform resource locations (URLs)
tes that contain the texts of the agreements. These can be consulted to see how the elements documented
lly represented in agreements.

5 Establjshing the agreement group

5.1 Demagnstrating conformity to internationally recognized requirements
511 1Ino
bodies are a
confidence U

bodies invol\

der to establish an agreement group, signatories need full confidence that potentially el
| competent and work in an appropriately similar way. The process ‘for building and mainta
tilizes methods for demonstrating conformity with internationally-recognized requirements fq
ed.

gible
ining
r the

5.1.2 Sevegral methods of demonstrating conformity to the requirements set out in the applicable documents

are commonly used. Their choice is often negotiated accordingto.the conformity assessment activities Within
the scope of|the agreement. The methods are described in 5:2.9 and 5.2.2 and may be applied when tyo or
more bodies|are involved.

5.2 Methods for demonstrating conformity

5.2.1 Diregt method

The direct method is chosen when confidehce among the potential signatories can be created through gdirect
contacts ampng them. Its technical basis-is a peer assessment in which each of the potential signator|es is

, or on behalf of, all the others. For practical reasons, the involved bodies often set U
feam that carries out the assessment of conformity on behalf of the others.

evaluated by
assessment

p an

NOTE P¢
assessment b

ber assessment is“the subject of ISO/IEC 17040, General requirements for peer assessment of conf|
bdies (under development); when completed, detailed information on the subject will be found there.

Drmity

In addition tg
withessing o
proficiency t

this assessment of conformity, the partners may cooperate operationally by arranging mee
discussing typical applications, or sharing training sessions. Where applicable, methods su
bsting/may be relied upon as a means of demonstrating equivalency of performance.

ings,
ch as
Such

cooperation builds confidence among the partners on an ongoing basis.

5.2.2 Indirect method

In the indirect method, confidence among the participants is based on the recognition of assessment results
provided by external assessment systems. In particular, accreditation of the participants by accreditation
bodies using equivalent procedures is a commonly relied upon method. These may include accreditation
bodies that are themselves members of an agreement group. Thus, arrangements among accreditation
bodies by which they recognize each other’'s work may support arrangements among conformity assessment
bodies.

Alternatively, participants may be assessed by one or more bodies (e.g. certification bodies), often specified in
the agreement. These bodies are selected for their competence but are not part of those conducting the
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conformity assessment activities covered by the arrangement. Thus, this method does not directly involve the

conformity assessment bodies interacting with one another in the confidence-building process.

5.2.3 Other methods

The direct and indirect methods described above are not necessarily mutually exclusive and may be
combined for use for other purposes such as direct assessment of the signatory product certification bodies

and indirect assessment of the testing laboratories they use. Another example is an international

arrangement

in which eligibility to become a signatory can be demonstrated directly (i.e. the body is assessed) or indirectly

(i.e. by virtue of acceptance of participants from a regional grouping).

Regdrdless of the method, bodies that participate in such assessments should have similar com
shou|d operate in an equivalent manner. In any case, the principle of operational cooperation
should apply.

5.3 | Internationally recognized principles and requirements

Some key measures to facilitate the process of providing confidence in conformity assessmen
incluge the harmonization of

rocedures for ensuring transparency and document accessibility,

he requirements for testing and inspection methods to be empleyed,

he elements tested, inspected or assessed, which together make up the approval procedure
he methods of evaluation of measurement facilities and calibration of test equipment,

he methods of control of environmental test ¢onditions,

he test, inspection or assessment reportiform,

rocedures for evaluation of the report, resulting in a decision on approval or not,

he means used to commudicate a positive or negative result of the approval procedure
arties (e.g. certificates, marks of approval),

ssessment and decision-making procedures,

he application. procedures followed by the testing, inspection and certification/registr
involved,

he methods of evaluation of the competence of personnel, and

petence and
among them

results may

2 to involved

ation bodies

he.accreditation procedures.

Internationally recognized requirements for conformity assessment and accreditation bodies have been

documented in ISO/IEC Guides and International Standards. The relevant documents are listed in the
Bibliography.
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Annex A
(informative)

Examples of operational arrangements

A.1 General

Bilateral, reg
groups of ac|
of regional

certification/n
introduced in
those used t

A.2 Arran

A.2.1 Inter

One exampl
The IAF ML
programmes
accreditation|

Participating
bodies) reco
the confiden

Peer assess

that the signatory bodies continue to meet'the relevant requirements.

A.2.2 Regi

One exampl
(APLAC MR

ional and international arrangements have been implemented and have associated agreg
creditation bodies and agreement groups of conformity assessment bodies. Below are€ exar
bnd international arrangements, and arrangements among accreditation bodies- and a
egistration bodies. All of the examples provided are bound by agreements compriséd of the

p establish them (see Clause 5).

A\ is a recognition arrangement. This arrangement is _based on the equivalence of accredi
operated by accreditation body members and ‘is verified through peer assessment a
body members of IAF.

accreditation bodies (i.e. those that accreditiquality management system certification/regist
jnize each other’'s competence. A peer assessment process operated by the signatories pro
te-building mechanism for this multilateral recognition arrangement.

ments of signatories take placesatintervals of approximately 4 years for the purpose of ens

onal

e is the Asia Pacific Laboratory Accreditation Cooperation Mutual Recognition Arrange
A). APLAC MRALis a regional recognition arrangement. This is a typical regional arrange

ment
nples
mong
tems

Clause 4, and in their operation provide mechanisms for maintaining the arrangement in ling with

gements involving accreditation bodies
hational
p is the International Accreditation Forum, Inc. Multilatéral"Recognition Arrangement (IAF NMLA).

ation
mong

ation
vides

uring

ment
ment

among labonatory accreditation bodies, as a means by which accreditation bodies recognize the technical

equivalence

acceptance by users.

Peer assess|

of reportsicertificates issued by one another's accredited laboratories and promote

meénts of signatories to the arrangement take place at intervals of approximately 4 years fg

their

r the

PPN aicaat

purpose of e

A.2.3 Websites

Websites that can be consulted for examples are as follows.

International

International

European Co-operation for Accreditation (EA)
Pacific Accreditation Cooperation (PAC)
Asia Pacific Laboratory Accreditation Cooperation (APLAC)

Accreditation Forum, inc. (IAF) http://www.iaf.nu

http://www.ilac.org

Laboratory Accreditation Cooperation (ILAC)

http://www.european-accreditation.org

http://www.apec-pac.org

http://www.aplac.org
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A3

Arrangements involving certification bodies

A.3.1 Acceptance of test reports

One example is the International Electrotechnical Commission (IEC) Certification Body (CB) scheme. The CB
scheme is an acceptance arrangement since the signatories agree to accept test data reports from the other
signatories under prescribed conditions. Confidence is built using peer assessment of testing capability. Legal
limitations exist for this, since some of the signatories have legal obligations regarding how they may operate
as a certification body. Stakeholder limitations may exist as well. The CB scheme is a multilateral approx-
imation of similar bilateral arrangements between product certification bodies.

A.3.2 Recognition of certification results

One pxample is the International Certification Network (IQNet). IQNet is a network of certification
operate a multilateral recognition arrangement in the field of management systemccertificatior

Equi
of itg
recog
docu

Anot
sche
certif]
certif]
The

sche
Confi

scheme is the worldwide acceptance of a single standard, a single certificate and a single mark.
A3.3 Websites

Websites that can be consulted for examples are as follows.

IECHE - CB scheme http://www.cbscheme.org
IECHx scheme http://www.iecex.com
Interpational Certification Network (IQNet) http://www.ignet-certification.com

alence of competence and confidence are ensured by an initial assessment and periodic r

members to ISO/IEC Guides, International Standards and peer assessment rules. 1Q
nize each other’s certificates. The members use the IQNet Mark and the-lQNet presentatio
ments.

ner example is the IEC - IECEx scheme. The IECEx scheme\is“an acceptance arrang
me provides a means for manufacturers of electrical equipment for explosive atmosphe
cates of conformity that will be accepted in all participating,countries as being equivalent to
cation. A certificate of conformity may be obtained from any certification body accepted into|

me and ISO 9001. Manufacturers holding certificates of conformity may affix the IEC
brmity to equipment that they have verified as complying with the certified design. The ob

bodies which
/registration.
passessment
Net partners
h registration

ement. This
es to obtain
their national
the scheme.

Certificate will attest that the manufacturer operates alquality system meeting the requirefnents of this

Ex Mark of
ective of the
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