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RECOMMENDATIONS ON STANDARDIZATION POLICIES

RECOMMENDATION “L”

International Modd for Technical Harmonization Based on Good Regulatory Practice for the
Preparation, Adoption and Application of Technical Regulations via the Use of International
Standards

Note from the secretariat

1. Thispaper containsarecommendation based on the proposa for an " Internationa Modd", as submitted
to the UNECE Working Party on Technicd Harmonization and Standardization Policies a its eleventh
sesson in October 2001 (documents TRADE/WP.6/2001/8, TRADE/WP.6/2001/8/Corr.1 and
TRADE/WP.6/2001/8/Add.1). The proposd for an “International Model” was prepared by the ad hoc
Team of Specidigs on STandardization And Regulatory Techniques ("START" Team).

2. At thissesson the Working Party decided:

» that thereisaclear market need and interest from Governments in further reducing trade barriers and
facilitating market access,
> that the elaborated “Internationa Modd” provides a voluntary framework which could contribute to
facilitating market accessthrough the establishment of sectoral agreements between interested member
countries,
> 10 request secretariat to include the text of the “Internationd Modd” in the set of UNECE
Recommendations on Standardization Policies
» tocdl onthe“START” Team to:
as a follow-up to request from the UNECE Committee for Trade, Industry and Enterprise
Deveopment (see ECE/TRADE/280, paragraph 64), to explorewith UNECE Subsidiary Bodies
the possihilities of using the principles and concept of the “International Mode” in their aress of
competence S0 as to identify potentid pilot projects;
to ass st with sectord initiatives based on the* International Modd” asforthcoming from interested
parties and as requested.
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Background

3. Regulatorscan deploy anumber of meansto prevent technica regulationsfrom condtituting unnecessary
barriers to trade. The WTO Agreement on Technica Barriers to Trade (TBT) explicitly refersto using
international standardsasabasisfor technical regulations(cf. Art. 2.4 and cf. Art. 2.6), and to accepting as
equivalent the technica regulations of other Members (cf. Art. 2.7). 1t also encouragesthe use of relevant
international guidesor recommendations as abassfor conformity assessment procedures(cf. Art. 5.4), and
the concluson of agreements for the mutua recognition of the results from each other’s conformity

assessment procedures (cf. Art. 6.3).

4. AttheFirg Triennia Review, the WTO/TBT Committeereiterated that good regulatory practicefor the
preparation, adoption and application of technica regulationswasapriority for Membersto facilitate trade,
and it was agreed a the Second Triennid Review to continue an information exchange in thisregard while
noting that minimizing the use of mandatory technical regulationsand using voluntary internationa standards,
where appropriate, could reduce the regulatory burden and open up market access opportunities. WTO
membersalso agreed on thisoccasi on that regular information exchange between the Committee and other
relevant bodies would be useful.

5. The UNECE Working Party on Technica Harmonization and Standardization Policies (WP.6) has
provided for more than 30 years an interface between the regulatory and the Sandardization community, for
ingtance, by keeping a sandardization list by which regulators can flag areas where they would deem it
useful for voluntary standards to be developed, possibly for subsequent use in rdation with technicdl

regulations. The United Nations Economic Commission for Europe, under which Working Party 6
operates, dso has alongstanding record of offering member countries a platform for the harmonization of
nationd technicd regulations such as is done in the area of motor vehicles (UNECE Working Party 29-
World Forum for Harmonization of Vehicle Regulations).

6. However, internationd technical harmonization could be even further advanced by reducing the
regulatory burden and using international standardswhere gppropriate. For thispurpose, in 1999, Working
Party 6 established an ad hoc team of specidists on Standardization and Regulatory Techniques (the
"START" Team).

7. The “International Modd” recognizes that a framework for ensuring that technical regulations and
standards do not cregte barriers to trade exists in the WTO Agreement on TBT. The Modd adds to this
framework by suggesting solutions for the practica implementation of technical harmonization and draws
from existing schemes for good regulatory practice to be used in the process of international technica

harmonization.
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8. The“Internationa Modd” providesasat of voluntary principlesand proceduresfor sectord gpplication.
Countriesthat would like to harmonize their technical regulations may wish to implement theprinciples and
procedures as suggested by the “International Modd”. To this end the details of procedures for such
application will have to be drawn up by the interested countries.

I ntroduction

9. Discussonswithindifferent internationa organizationsand forashow aclear desirefor the convergence
of technicd regulations with a view to limiting obstacles to internationd trade and to facilitating market
access. Someinternationa technical regulationsexigt, but they tend to be cumbersome and burdened with
detalls. They havedso provento bedifficult to prepare. Asaconsequence such regulations, oncein place,
can be difficult to amend. Detailed agreements between a large number of regulatory authorities are
frequently difficult to obtain, and such regulations tend not to achieve full consensus.

10. A regulatory framework comprising broad common regulatory objectives might be easier to compile
and might more eadily find consensus. For the detailed requirements that implement common regulatory
objectivesrecourse could be made to established mechanisms of Internationa Standardizing Bodies, which
provideaforumfor dl interested parties (including regulatory authorities), and have established adegree of
trug a the internationd level.

11. These problemshave been recognized by the UNECE Working Party on Technicd Harmonization and
Standardization Policies (WP.6), which at its ninth sessonin May 1999 commissioned ateam of specidists
to investigate the question. Thisteam was established under theacronym“START” (STandardization And
Regulaory Techniques), and the UNECE Committeefor Trade, Industry and Enterprise Development has
confirmed itsformation Thework of the Team isintended to provide guidancefor good regulatory practice
and a mechanism for co-operation between regulatory authorities, standardizers and industry, so that
legidation can make appropriate use of sandards.

12. There are mgor efforts regarding the dimination of technical barriers to trade, particularly under the
WTO/TBT Agreement, and it is appropriate to develop further the practical dimensions of proceduresthat
are complementary to and coherent with the TBT Agreement. This could be done by way of a generd
mechanism for linking harmonized technical regulations andinternational standards. Information usedinthe
development of the following proposed, provisond “International Modd” was aso derived from useful
work undertaken in other international fora These include the
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WTO'swork on trade policy review, the OECD’ swork on regulatory reform and international standards,
and Ada-Pecific Economic Cooperation's (APEC) and the Ada-Europe Mesting's (ASEM) work on
cresting guidelines on good regulatory practice.

13. Itis, for example, assumed that whenever anew or revised technicd regulation (TR; for abbreviations
used, see Annex A) is being prepared, regulators should follow the principles found in the WTO/TBT
Agreement. Inparticular, it isassumed that TRs should be based on relevant international standards, when
they exigt or their completion isimminent, except when such sandardswould beineffective or ingppropriate
for thetechnical regulation in question; that TRsshould not be more trade- redirictive then necessary and that
they should be non-discriminatory.

14. Where harmonization is deemed useful by interested countries, the “Internationd Model” provides
practica sepsamed at facilitating and accd erating the harmonization of technica regulationsby agreeingon
Common Regulatory Objectives (CROs) for applicable products or product areas (sectors).

Proposal for a Mode for the Harmonization of Technical Regulations and Free Circulation of
Compliant Products

Basic elements for harmonization and free circulation

15. The “International Modd” addresses the steps to be followed when harmonization of technica
regulations is favoured by a number of UN member countries. The nature of such harmonization should
preferably belimited to agreeing on Common Regulatory Objectives (CROs). Such objectiveswill address
legitimate concerns of governments, for instance, those related to public health, safety or the protection of
the environment. The principa dementsto beincluded in a CRO are st out in Annex B. The CRO shdll
not be prepared, adopted or applied with a view to or with the effect of cresting unnecessary obstaclesto
internationd trade. The CROs would be trangposed into technical regulations at nationd level by those
countries who agreed on them. The mechanism for nationd trangposition of CROs is to be defined by
individua UN member countries according to their nationd legd practice. For demondiration of compliance
with CROs a possible means could be recourse to relevant international standards.

16. A digtinction should be made between the specifications applicable to products, as such, and the
conformity assessment requirementsto be used to ensure that the products placed on the market conformto
the characteristics required. The CROs shdl cover these issues.
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17. If the system of CROs is to be effective in facilitating trade, there would need to be mechanisms to
ensure that products falling within the scope of the CRO, that complied with itsterms, and were properly
attested as doing <0, could be placed on the market in the countries that have agreed on the CRO.

18. Countriesthat have agreed on aCRO would assure that products, which comply with the CRO, could
be placed on their market for free circulation without being subject to any additiond product or conformity
assessment requirements (e.g. testing or certification). If acountry imposes additiond requirements, despite
having agreed on a CRO, it shdl inform the other countries (through the United Nations Economic
Commission for Europe (UNECE)) of these measures. The other countries would, under such
circumstances, be free to take appropriate measures and ultimately restrict the free circulation on their
markets of relevant products from the country that has approved additiond requirements.

| dentification of the need for harmonization

19. The responghility for technica regulations and ther harmonization lies with nationa regulatory
authorities. The need for harmonization might beidentified by one, anongst others, of thefollowing “trigger”
mechanisms.

»  Sudies by specidigts from a particular sector/industry that are specialy commissioned by
governments, international organizations, business groups, or non-governmenta organizations
(NGOs) and raised in nationd, regiona or internationd fora;

»  Throughinitiativesby oneor more particular countriesto harmonizetheir TRsat an international
leve;

»  Through " complaint-based” initiativeswhen acountry is responding to complaints from foreign
or naiond business operators concerning its TR regime.

20. When it concerns new or revised TRs, the existing notification procedures under the WTO/TBT

Agreement require that proposed technica regulations/conformity assessment procedures to be
systematicdly notified. This might dso be regarded asa“trigger” mechanism for examining the need for a
TR. If thisneed isrecognized by other countries, they might be willing to sate their interest in having the
proposed TR internationaly harmonized.
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Process of establishing a CRO

21. A UN member country interested in using the mechanism of this*“International Modd” for harmonizing
technicd regulations through establishing CROs could address the United Nations (UNECE) to launch a
Cdl for Participation by other member countries of the United Nations (procedures to be elaborated in
Annex C). The purpose of such aCdl would beto explore theinterest for internationa harmonization via
agreed upon CROSfor the productsor product areasin question. If such aCal were positively responded
to by other member countries of the United Nations, the countries concerned would co-operate in
formulating CROs.

22. Theprocedure proposed for the preparation or revision of CROsand legal formatsfor their approvd is
set out in Annex C. Based on the proposd for CROs, interested countries, (effectively, any country that had
responded pogitively to a Cdl for Participation) shal co-operate in formulating CROs. During the
preparation of CROs by the group of interested countries any other UN member country could join this
group or participate in the work as an observer.

23. Upon completion of the text of the CROs, the UN member countries having agreed on them would,
with aview to having an open and trangparent process, announce to the United Nations (UNECE) their
intention to nationaly implement themin nationa technical regulaions. Other member countriesof the United
Nations would be invited, on avoluntary bagis, to implement them ather immediately or in duetime. The
UN would register the CROs and their implementation in nationd technical regulations. Such information
would be made publicly accessible.

24. Inpardld tothe preparation of CROSs, countries should explore the existence of relevant international

dandardsto be congdered for referencein formulating CROs. In case no rdevant sandards exi<t, countries
may consut with relevant internationa standardizing bodies (1SBs), through their officia representatives,

regarding the initiation of new standards work to support specific CRO provisons. It is assumed that

countries collaborating on a CRO would support rel ated standards devel opment activities, within the limits
of their avallable resources. It is aso expected that they would refrain from activities that would conflict
with or jeopardize this standardization work in preparation.

25.  When the rdevant international standards are available from internationa standardizing bodies they
should be referred to in the CRO and the conditions for their use should be specified in the CRO.
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Determining and assuring conformity with a CRO

26. The Common Regulatory Objectives should contain requirements related to how conformity with its
termsisto be assured and demondtrated. \WWhenever appropriate, the means of assuming compliance should
beaSupplier’ s Declaration of Conformity (SDoC). However, in other cases, particularly when safety and
health concerns areimportant, the UN member countries agreeing on aCRO may find it necessary to make
recourse to more stringent conformity assurance procedures. In either case - where the SDoC is
consdered sufficient, or whereamore stringent procedureisrequired, the procedures should be specifiedin
the CRO. If third party assessment is deemed necessary, the CRO should state that compliance be
assessed and attested by Recognised Conformity Assessment Bodies (RCABS).

Recognized Conformity Assessment Bodies (RCABS)

27. The requirements with regard to the technical competence of the Conformity Assessment Bodies
(CABSs) inthefidd defined by the CRO should be set out asan integra part of the CRO. The countries,
which have agreed on the CRO, could designate CABs as recognized to perform assessment and
attestation under the CRO. A ligt of such recognized bodies (RCABS) should be made publicdly available,
for instance, by annexing it to the CRO and such bodies should be registered by the United Nations
(UNECE).

Claim of conformity with a CRO by the supplier

28. Products covered by the scope of a CRO would carry some means (e.g. a SDoC or a certificate of
conformity) demondtrating either that the supplier clams conformity with the CRO or that conformity has
been assessed and attested to by aRCAB. In either case, documented evidence should be provided with
the product. The type of such evidence should be specified in the CRO. All clams of compliance must
include the reference to gpplicable CRO, for example, the regigtration number alocated by the United
Nations (UNECE) for the applicable CRO.

Market surveillance and protection clause

29. Countries having agreed on CROsarerespons blefor market surveillanceontherr territory and havethe
right to withdraw products from their nationa marketsif the products are not in compliance with the CRO.
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30. In case aproduct isin conformance with a CRO, but is found to endanger health and safety or other
legitimate objectives, a country can take necessary steps to withdraw such a product from the market or
restrict itsfree circulation by evoking the protection clause of aCRO (for details see Annex B).

31. Countries should report such actions both relaing to domestic and foreign products to the United
Nations (UNECE) and indicate the reasons for this decision.

* * k% % * *
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LIST OF ANNEXES

ANNEX A

List of abbreviationsused in the“ International M oddl”

ANNEX B

Principal lementsto beincluded in a CRO

ANNEX C

Adminigrative Procedures and I nstitutional Provisons
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Annex A

ANNEX A

List of abbreviationsused in the“ International M oddl”

CAB Conformity Assessment Body

CRO Common Regulatory Objective

ISB  Internationd Standardizing Body

PC Protection Clause

RCAB Recognized Conformity Assessment Body

SDoC Supplier's Declaration of Conformity

TR  Technica Reguldion

UNECE United Nations Economic Commisson for Europe

* k k k k k * %
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Annex B

ANNEX B

Principal e ementsto beincluded in a CRO

A CRO isamutudly agreed document registered by the United Nations (UNECE) and publicly available.

By establishing such a document the interested countries agree on eements such as

Scope satement

A statement of the products or product areas that are covered by the CRO.

Countries should agree on the products for which legitimate regulatory objectives are required. For this
purpose countries may use internationa classfication schemes such as the harmonized commodity
description and coding system.

Product requirements

Legitimate regulatory objectivesreflect the requirements of governmentsto protect public interest in aress
such as human hedlth or safety, anima or plant life or health or the environment. The requirements needed
for protection of |egitimate objectives should lay down the principle issues of concern and be specified in
termsof performance requirementsrather than design or descriptive characteristics. Requirementsshould be
limited to relevant aspects and be proportionate to the hazard inherent to agiven product or product areas.

The detailed provisons on how to meet the requirements of the CRO should preferably be specified in
internationa standards. Such standards will be referenced in the CRO.

Reference to standards clause

The CRO should contain alist of gpplicableinternationa standardswhich correspond asawholeor partidly
to the requirements.

The CRO may contain aprovision that products complying with the referenced internationd tandardsare
presumed to comply with the requirements.
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Compliance clause

The CRO should contain a provison on how compliance is demonstrated.

Countries should agree on the range and contents of possible conformity assessment procedureswhich are
consdered to give the necessary leve of protection under the CRO. The CRO should also specify the
conditions under which suppliers can make a choice if morethan one option is provided for. Such options
are, for instance, supplier’s declaration of conformity, third party certification or ingpection.

When applicable, the CRO should aso contain provisons on the conformity assessment bodieswhich are
recognized to assess and attest compliance aswell asthe competence criteriato befulfilled by such bodies.

Market surveillance and Protection clause
Countries having agreed on CROs are responsible for market surveillance on their territory and have the
right to withdraw products from their national markets if not in compliance with the CRO.

The CRO should contain aprovision (protection clause) that if acountry finds productsdaming conformity
with a CRO tha do not actudly conform with its requirements, the country may, with the intention to
preserve legitimate objectives, withdraw such a product from its market. Furthermore, the CRO should
contain a povison that the country usng the Protection Clause should state, to the United Nations
(UNECE), specificdly what products have been removed from the market and what requirements of the
CRO have been claimed to be met but have not been met.

In acase where productsarein conformancewith the CRO or the gpplicableinternationa standardsbut are
dill found to endanger legitimate objectives, a country having agreed on a CRO could withdraw such
products from the market or restrict free circulation. In this case, the use of the Protection Clause should
aso be subject to the condition that the country using it should declare its use to the United Nations
(UNECE) and indicate the reasons for this decison

* *k k k * % %
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ANNEX C
Adminigtrative Procedures and Ingtitutional Provisons
(including the“ Call for participation” in formulating “ Common Regulatory
Objectives’ (CROs) and the preparation of CROS)
Article 1

General Ingtitutional framework

1.1  Theprocessof registering Common Regulatory Objectives (CROs) and interpreting the provisons
of the“International Modd” shall be the task of the UNECE Working Party on Technical Harmonization
and Standardization Policies (Working Party 6-WP.6) which shdl ensure coordination of the work on
requestsfor technical harmonization received by the UNECE secretariat. If deemed appropriate, Working
Party 6 could set up groups of experts to monitor and implement such work in practice.

Article2
Call for Participation

2.1  Country/Countries (at least three wishing to harmonizetheir technica regulationsaccording tothe
“Internationa Modd” and to invite other countries to join such a process) shal make a “Cdl for
Participation” through the UNECE secretariat to al UN member states. The “Call” should contain the
necessary information for formulating a CRO (cf Annex B). Countrieswishing to join thework under such
a“Cdl” should respond to the secretariat within three months (from the date of the transmission of the
“Cdl” by UNECE secretariat) Stating their interest to participate in the work. The countries which
expressed an interest to join the work can start the technica harmonization process three months after the
date of transmisson of the“Cdl”.
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2.2  Basadonresponsestothe”Call”, an openended task force composed of interested countriesshall
be set up with the purpose to jointly develop common regulatory objectives (CROSs) regarding the safety,
health, environmenta protection and other |egitimate concerns of governments regarding the products or
group of products in question.

2.3  These open-ended task forces should work in atrangparent way and participation in them shal be
open at any moment to any other UN member state that expresses the wish to join the work. The Task
Forces will agree on their own working procedures. The Task Forces should inform the UNECE

Secretariat about their work which will be made publicly available by gppropriate means (for example, via
the internet).

Article3

UNECE Registry of Common Regulatory Objectives (CROS)

3.1 A registry shdl be created and maintained by the UN ECE secretariat for the CROs devel oped
under the “International Modd”. Theregistry shal be known as the “UNECE Registry for CROS'.

3.2  The countries that agreed on a CRO shall submit it to Working Party 6 through the UN ECE
secretariat.

3.3  Theagreed CRO specified in the paragraph above shal contain the principa e ements as specified
in Annex B to the “Internationd Modd”. The CRO shal not be prepared, adopted or applied with aview
to or with the effect of creating unnecessary obstaclesto internationa trade.

34 If forma edements in the agreed CRO (as specified in the Model) are met the CRO shdl be
consdered to be established in the UNECE Regisiry on the date of its submission to the UNECE
Secretariat.

3.5  TheSecreariat shdl, whenregistering the CRO, gppend copiesof al relevant documentation to that
CRO. All documentation received by the UNECE secretariat under the provisons of this Article shdl be
meade publicly available by appropriate means (for example, viathe internet).

3.6  The process of the further revison of the aready agreed CROs should follow procedures as
specified for a*“Cal for participation” under Article 2.
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Article4

National adoption and notification of application of
Registered Common Regulatory Objectives (CROS)

4.1 A Country that has agreed on a CRO shdl submit the CRO to the process used by it to adopt
technical requirements specified inthe CRO into itsown legidation. Any other country a any moment may
inform the UNECE secretariat about itsintention to implement and usethe CRO (and, thus, it will follow the
procedures as specified under this Article).

4.2 A Country that adoptsa CRO into itsown legidation shdl notify the UNECE secretariat inwriting
of the date on which it will begin to gpply that CRO. The notification shall be provided by the country
within 60 days after its adoption of the CRO.

4.3 A Country that is specified in paragraph 1 of this Article and that has not, by the end of the one-
year period after the date of the registration of the CRO in the UNECE Registry, adopted the CRO into its
legidation, shall report on the status of the CRO initsdomestic process. A status report shall be submitted
for each subsequent one-year period if no such action has been taken by the end of that period.

A Country that is specified in paragraph 1 of this Article and that accepts products that comply with the

technica requirementsof aregistered CRO without adopting the CRO into itsown legidation shal natify the
UNECE secretariat in writing of the date on which it began to or will begin to accept such products.

* k k k k k%



