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26 October 2005
preparation of the fourth triennial review: 

Conformity Assessment Procedures
Background Note by the Secretariat

1. At its March 2005 meeting, the Committee on Technical Barriers to Trade
(the "TBT Committee") noted that conformity assessment procedures was one of the topics that Members had identified for the Fourth Triennial Review.
  In June 2005, the TBT Committee agreed to discuss this issue at its 2 November meeting.
  In accordance with the Work Programme for the preparation of the Fourth Triennial Review of the Implementation and Operation of the TBT Agreement
, it was agreed that the Secretariat would prepare a background note to facilitate Members' further discussion of the topic.  The present note provides an overview of the key issues raised in relation to conformity assessment procedures based on Members' submissions
 made to date.  The note may also assist Members in their preparation for the workshop on the different approaches to conformity assessment to be held in March 2006.
2. The first section of the note presents conformity assessment procedures in the TBT context.  The second section focuses on the implementation stage of conformity assessment and presents existing practice and procedures while the approaches recommended by the TBT Committee to facilitate the acceptance of conformity assessment results are introduced in the last section.  A compilation of documents submitted by Members on conformity assessment is contained in Annex 1.  Annex 2 includes all provisions of the TBT Agreement which are relevant to conformity assessment. 
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II. Conformity Assessment Procedures in the TBT Context
A. Conformity Assessment Procedures and Main Disciplines in the TBT Agreement

3. Five out of 15 articles of the TBT Agreement deal exclusively with conformity assessment procedures.  The following paragraphs present the basic TBT disciplines with regard to central government bodies as contained in Articles 5 and 6:  non-discrimination and prevention of unnecessary obstacles to international trade;  harmonization;  transparency;  and technical assistance.  However, these basic disciplines are also applied, by Articles 7 to 9, to local government bodies, non-governmental bodies and international and regional systems.  Article 7 governs the procedures for assessment of conformity by local government bodies and local government bodies on the level directly below that of the central government;  Article 8 addresses procedures operated by non-governmental bodies within Members' territories;  and Article 9 deals with international and regional systems for conformity assessment in which relevant bodies within Members' territories are members or participants.  

4. In relation to local government bodies, non-governmental bodies, and international and regional systems, Members have two obligations:  (i) to take such reasonable measures as may be available to them to ensure that these bodies comply with the provisions of Articles 5 and 6 on central government bodies;  and (ii) not to take measures which require or encourage these bodies to act in a manner inconsistent with Articles 5 and 6.  Moreover, Article 7.5 holds Members fully responsible for the observance of Articles 5 and 6 by local government bodies and requires them to formulate and implement positive measures and mechanisms in support of such observance.  Finally, pursuant to Articles 8.2 and 9.3, central government bodies may rely on conformity assessment procedures operated by non-governmental bodies, or on international and regional systems, on condition that these bodies and systems comply with the provisions of Articles 5 and 6.
2. Definition
5. A conformity assessment procedure is defined in Annex 1.3 of the TBT Agreement as:

"Any procedure used, directly or indirectly, to determine that relevant requirements in technical regulations or standards are fulfilled".

6. The assessment of conformity takes a variety of forms and the Explanatory note of Annex 1.3 reflects this diversity by providing a non-exhaustive list of activities of conformity assessment: 

- Procedures for sampling, testing and inspection; 

- evaluation, verification and assurance of conformity;  and

- registration, accreditation and approval. 

The Explanatory note further indicates that any combination of these procedures is also covered by the definition.  
7. In the TBT Committee, it has been argued that certain terminologies used in the TBT Agreement need to be clarified and that definitions of certain conformity assessment concepts were missing.  For instance, there is no definition of accreditation and metrology
 and certain terms used in Article 5.2 are not defined,
 such as expeditious completion of conformity assessment procedures, limited information requirement, and equitable fees.

3. Non-Discrimination and Prevention of Unnecessary Obstacles to International Trade
(a) General Principle
8. The principle of non-discrimination, as stated in Article 5.1.1 of the TBT Agreement, incorporates elements of the most-favoured-nation (MFN) principle (Article I of GATT 1994) and the principle of national treatment (Article III of GATT 1994).  Article 5.1.1 reads:

"[C]onformity assessment procedures are prepared, adopted and applied so as to grant access for suppliers of like products originating in the territories of other Members under conditions no less favourable than those accorded to suppliers of like products of national origin or originating in any other country, in a comparable situation; access entails suppliers' right to an assessment of conformity under the rules of the procedure, including, when foreseen by this procedure, the possibility to have conformity assessment activities undertaken at the site of facilities and to receive the mark of the system".

9. Article 5.1.2 of the TBT Agreement contains a general requirement that conformity assessment procedures are not to be prepared, adopted or applied with a view to or with the effect of creating unnecessary obstacles to international trade.  Article 5.1.2 reads: 

"[Members shall ensure that conformity assessment procedures] are not prepared, adopted or applied with a view to or with the effect of creating unnecessary obstacles to international trade.  This means, inter alia, that conformity assessment procedures shall not be more strict or be applied more strictly than is necessary to give the importing Member adequate confidence that products conform with the applicable technical regulations or standards, taking account of the risks non-conformity would create".
10. One example of unnecessary obstacles to international trade discussed in the TBT Committee is the existence of multiple testing and certification requirements.  At the First Triennial Review, the Committee noted the growing concern with respect to this issue and that the principle of "one standard, one test" and if required "one certification, one time" should be pursued to facilitate trade and reduce costs.
  However, ensuring the "portability of certification" implies complex conditions, such as confidence, high levels of technical competence and the use of common procedures.
  It has been observed that either
 exporting firms (i) have to meet multiple certification requirements, or (ii) choose to use the services of multinational certification companies.  It has been added that while for large enterprises these situations can represent a burden and a serious trade barrier, for small and medium-sized enterprises, they would have the effect of practically excluding them from the market.

(b) Specific Requirements

11. When implementing Article 5.1 on non-discrimination and prevention of unnecessary obstacles to trade, Members have to observe additional requirements as contained in Article 5.2.  These requirements are related to timing, information to be submitted and the conditions for operation.  
12. Two sub-paragraphs of Article 5.2 deal with timing issues in the conformity assessment process.  Article 5.2.1 provides that Members shall ensure that conformity assessment procedures are undertaken and completed as expeditiously as possible and in a no less favourable order for products originating in the territories of other Members than for like domestic products.  Pursuant to Article 5.2.2, Members must ensure that conformity assessment providers respect the following obligations, mainly to ensure the transparency of the process for the applicants:

(a) The standard processing period of each conformity assessment procedure is published or the anticipated processing period is communicated to the applicant upon request;  

(b) when receiving an application, the competent body promptly examines the completeness of the documentation and informs the applicant in a precise and complete manner of all deficiencies;  

(c) the competent body transmits the results of the assessment as soon as possible in a precise and complete manner to the applicant so that corrective action may be taken if necessary;  

(d) even when the application has deficiencies, the competent body proceeds as far as practicable with the conformity assessment if the applicant so requests;  and 

(e) upon request, the applicant is informed of the stage of the procedure, with any delay being explained.

13. There are two types of information requirements in Article 5.2:  one related to the information to be submitted and one to the treatment of the information received.  Article 5.2.3 provides that the amount of information requested must be limited to what is necessary to assess conformity and determine fees.  Article 5.2.4 requires that confidentiality be respected in the same way for domestic and foreign products.  This must be done in such a manner that "legitimate commercial interests are protected". 

14. The last four provisions of Article 5.2 deal with the conditions for the operation of conformity assessment procedures.  These provisions are intended to ensure that the principles of non-discrimination and prevention of unnecessary barriers to trade are respected in relation to:

(a) Any fees imposed for assessing the conformity of products (Article 5.2.5);

(b) the siting of facilities used in conformity assessment procedures (Article 5.2.6);

(c) the selection of samples (Article 5.2.6); and
(d) changes in the specifications of a product:  when this occurs, the conformity assessment procedure for the modified product must then be limited to what is necessary to determine whether adequate confidence exists that the product still meets the technical regulations or standards concerned (Article 5.2.7).

15. Pursuant to Article 5.2.8, Members must also ensure that a procedure to review complaints concerning the operation of a conformity assessment procedure exists and take corrective action when a complaint is justified.

16. In addition to these requirements, Article 5.3 places a limit on Articles 5.1 and 5.2, i.e. that nothing shall prevent Members from carrying out reasonable spot checks within their territories.  
17. Moreover, pursuant to Article 6.4, Members are encouraged to permit the participation of conformity assessment bodies located in the territories of other Members in their own conformity assessment procedures under conditions no less favourable than those accorded to bodies located within their territory or the territory of any other country.  At the First and Third Triennial Reviews, the Committee encouraged Members to fulfil the requirement contained in Article 6.4 on a non-discriminatory basis as this could contribute to providing a wider choice of competent conformity assessment bodies for suppliers and regulators.

4. Harmonization

18. Harmonization, a central discipline of the TBT Agreement, is articulated in two requirements:  (i) Members must participate in international standardizing bodies;  and (ii) Members must use relevant guides or recommendations issued by international standardizing bodies as a basis for their national conformity assessment procedures.

(b) Participation in International Standardizing Bodies

19. The TBT Agreement provides that Members must play a full part in the preparation by appropriate international standardizing bodies of guides and recommendations, with a view to harmonizing conformity assessment procedures.  The only limit foreseen to this participation is a Member's resources.  Article 5.5 reads: 
"With a view to harmonizing conformity assessment procedures on as wide a basis as possible, Members shall play a full part, within the limits of their resources, in the preparation by appropriate international standardizing bodies of guides and recommendations for conformity assessment procedures".

20. Moreover, pursuant to Article 9.1, Members are encouraged both to set up international systems for conformity assessment and to participate in such systems.  Article 9.1 reads:

"Where a positive assurance of conformity with a technical regulation or standard is required, Members shall, wherever practicable, formulate and adopt international systems for conformity assessment and become members thereof or participate therein".

21. At the Second and Third Triennial Reviews, the Committee stressed the usefulness of working towards the harmonization of practices and criteria on as wide a basis as possible through Members playing a full part, within the limits of their resources, in the preparation of international standards, guides and recommendations for conformity assessment procedures,
 as well as conformity assessment bodies participating, wherever practicable, in confidence building and proficiency testing programmes of international systems in order to build confidence within all regimes.
  

(c) Use of Guides and Recommendations Issued by International Standardizing Bodies
22. The principle that relevant guides or recommendations issued by international standardizing bodies shall be used as a basis for the elaboration of conformity assessment procedures is found in Article 5.4, which reads:

"In cases where a positive assurance is required that products conform with technical regulations or standards, and relevant guides or recommendations issued by international standardizing bodies exist or their completion is imminent,  Members shall ensure that central government bodies use them, or the relevant parts of them, as a basis for their conformity assessment procedures, except where, as duly explained upon request, such guides or recommendations or relevant parts are inappropriate for the Members concerned, for, inter alia, such reasons as:  national security requirements;  the prevention of deceptive practices;  protection of human health or safety, animal or plant life or health, or the environment;  fundamental climatic or other geographical factors;  fundamental technological or infrastructural problems".
23. In order to establish whether an international guide or recommendation is to be used as a basis for a conformity assessment procedure, the following two elements must be considered:  (i) the existence or imminent completion of a relevant international guide or recommendation; and (ii) the "appropriateness" of the relevant guide or recommendation for the Member concerned.  To determine what should be understood by the term "inappropriate", Article 5.4 provides a lists of reasons, which is not exhaustive, as indicated by the phrase "inter alia".
24. Another utilisation of international guides and recommendations is foreseen in Article 6.1.1 of the TBT Agreement.  In furtherance of the obligation of Members to ensure that the results of conformity assessment procedures in other Members, which are equivalent to their own procedures, are accepted, Article 6.1.1 specifies that verified compliance with relevant guides or recommendations issued by international standardizing bodies (for instance through accreditation) could provide an indication of adequate technical competence.
25. The question of the use of guides and recommendations issued by international standardizing bodies on conformity assessment procedures has been discussed extensively in the TBT Committee.  Already in October 1996, the TBT Committee set up a "Technical Working Group on ISO/IEC Guides Relating to Articles 5 and 6 of the Agreement".
  This Working Group met three times in 1998
 to study certain ISO/IEC Guides and how they could contribute in furthering the objectives of Articles 5 and 6 of the Agreement.  Members were invited to submit relevant information to the Secretariat, which was compiled in document G/TBT/W/43 "Practical Experience of Individual Governments and International Organizations in Using International Guides on Conformity Assessment".  The work of this Working Group contributed to the preparation of the TBT Committee for the First Triennial Review.

26. At the First Triennial Review, the Committee reiterated the importance of the provisions under Articles 5.4, 6.1.1 and 7
 regarding the use of relevant guides or recommendations issued by international standardizing bodies.
  The use of common procedures, such as international guides, recommendations or standards in relation to the operation of accreditation, testing, inspection and certification bodies, was seen as necessary to achieve the required confidence among Members in the field of conformity assessment.  The Committee noted that relevant ISO/IEC guides facilitated the conduct of international trade and contributed to more efficient transactions.  It noted however that certain Members were still facing difficulties concerning the practical implementation of a number of guides.  In order to further the objectives of Articles 5 and 6, the Committee agreed, inter alia, to pursue further discussions on ISO/IEC Guides.
  Members were invited, on a voluntary basis, to continue providing information on their experience in using relevant international guides and recommendations on conformity assessment, and on the extent to which these guides and recommendations had served as a basis for the recognition of conformity assessment procedures adopted by bodies in their territories and in regional and international conformity assessment systems, or as a harmonized approach to conformity assessment.  Pursuant to the request of the Committee, the Secretariat prepared a list of relevant international guides and recommendations relating to conformity assessment procedures.

27. At the Second Triennial Review, the Committee recognized that meeting the requirements of the relevant international guides, standards and recommendations was a useful way of benchmarking the technical competence and performance of conformity assessment bodies, so that credibility and confidence in their assessment results could be obtained.
  The Committee noted that in addition to relevant guides, standards and recommendations issued by international standardizing bodies, there were also reference documents developed by international or regional conformity assessment systems that could have effects on the results of conformity assessment.
  The Committee stressed the importance of ensuring that such reference documents were developed through a transparent, open and impartial process.
28. At the Third Triennial Review, the TBT Committee stressed again the importance of Members using relevant international guides or recommendations.
  Moreover, the Committee noted the increasing development of international standards for conformity assessment procedures
 and agreed to exchange information and experiences on the use of relevant international standards, guides and recommendations in relation to conformity assessment procedures.

5. Transparency in the Preparation and Adoption of Conformity Assessment Procedures

(a) Notification Requirements
29. Articles 5.6 and 5.7 of the TBT Agreement contain the notification obligations relating to conformity assessment procedures.  Article 5.6.2 deals with the obligation to notify draft conformity assessment procedures while Article 5.7.1 concerns conformity assessment procedures already adopted for urgent reasons.  Members must notify conformity assessment procedures when the following two circumstances apply (Preamble of Article 5.6):  first, a relevant guide or recommendation issued by an international standardizing body does not exist or the technical content of a proposed procedure is not in accordance with such a guide or recommendation;  and second, the proposed procedure may have a significant effect on the trade of other Members.  
30. Pursuant to Article 5.6.2, notifications must contain information on the products covered, together with a brief indication of the objective and rationale of the proposed conformity assessment procedure.  In several decisions, including during the Second Triennial Review, the TBT Committee elaborated on and expanded these requirements.  Notifications must be made using a specific format.

31. In the case of urgent problems of safety, health, environmental protection or national security that have arisen or threaten to arise, Article 5.7 gives Members the right to omit certain steps enumerated in the general provision on notifications (i.e. Article 5.6).  As far as entities other than central government bodies are concerned, pursuant to Article 7.2, only conformity assessment procedures prepared by local government bodies on the level directly below that of the central government have to be notified in accordance with Articles 5.6.2 and 5.7.1, except when the content of the conformity assessment procedure is "substantially the same" as that of previously notified conformity assessment procedures of central government bodies.  
(b) Other Transparency Requirements

32. Pursuant to Article 5.6.4, Members are required, prior to the adoption of a conformity assessment procedure, to:  (a) Allow reasonable time for other Members to make comments in writing;  (b) discuss these comments upon request;  and (c) take these written comments and the results of these discussions into account.  In 1996, the TBT Committee recommended that the normal time-limit for presentation of comments on notified conformity assessment procedures should be 60 days.
  The same obligations relating to comments apply to conformity assessment procedures adopted for urgent reasons, with the exception that no time-limit is provided (Article 5.7.3).  
33. Members must fulfil four types of publication obligations:  (i) To publish a notice of a draft conformity assessment procedure if it might have a significant effect on trade and whenever an international guide does not exist or the draft procedure is not in accordance with it (Article 5.6.1) ‑‑ this step can be waived in case of urgency, see Article 5.7;  (ii) to publish promptly, or make otherwise available, all adopted conformity assessment procedures, including those which did not have a significant effect on the trade of other Members, or those which were in accordance with an international guide (Article 5.8);  (iii) to ensure that the standard processing period of each conformity assessment procedure is published (Article 5.2.2);  and (iv) to leave a reasonable interval between the publication of conformity assessment procedures and their entry into force, except in the case of urgent circumstances (Article 5.9).  The objective of this last requirement is to allow time for producers in exporting Members, and particularly in developing country Members, to adapt their products or methods of production to the requirements of the importing Member.  
34. Finally, Members must, upon request, provide copies of proposed conformity assessment procedures and, whenever possible, identify the parts of the procedure which in substance deviate from relevant international guides or recommendations (Article 5.6.3).  In the case of adoption of a conformity assessment procedure due to urgent problems, copies of the adopted procedures need also to be provided (Article 5.7.2).
6. Technical Assistance

35. The eight sub‑paragraphs of Article 11 on technical assistance include obligations to advise developing country Members on certain issues and obligations to provide them with technical assistance.  Among these eight sub‑paragraphs, five are related to conformity assessment. 

36. A distinction may be drawn between direct obligations of Members
(Articles 11.4, 11.5 and 11.6), and their obligation to encourage/arrange for other bodies to take particular actions (Articles 11.3 and 11.7).  First, Members have, if requested, an obligation to advise developing country Members and provide them with technical assistance on mutually agreed terms and conditions regarding:

- The establishment of bodies for the assessment of conformity with standards adopted within the territory of the requesting Member (Article 11.4);

- the steps that should be taken by developing countries' producers if they wish to have access to systems for conformity assessment operated by governmental or non-governmental bodies within the territory of the Member receiving the request (Article 11.5); and

- the establishment of the institutions and legal framework which would enable developing country Members to fulfil the obligations of membership or participation in international or regional systems for conformity assessment (Article 11.6).

37. Members have also the obligation to:

- arrange for the regulatory bodies within their territories to advise developing country Members and to grant them technical assistance on mutually agreed terms and conditions regarding the establishment of regulatory bodies, or bodies for the assessment of conformity with technical regulations and regarding the methods by which their technical regulations can best be met (Article 11.3); and

- encourage bodies within their territories which are members or participants of international or regional systems for conformity assessment to advise developing country Members and to consider requests for technical assistance from them regarding the establishment of the institutions which would enable the relevant bodies within their territories to fulfil the obligations of membership or participation (Article 11.7).

38. At the Second Triennial Review, the TBT Committee took note of a number of problems expressed by developing country Members in relation to conformity assessment procedures.
  Developing country exporters, in particular SMEs, in some cases found themselves faced with conformity assessment requirements in export markets that were difficult to meet.
  This could be due to:

- limited physical and technical resources for national conformity assessment;  
- insufficient number of accredited laboratories at the national or regional level;  
- high costs as well as legal difficulties involved in obtaining foreign accreditation;  
- difficulties in establishing internationally recognized accreditation bodies;  
- difficulties in participating in international conformity assessment systems;  and

- difficulties related to the implementation of ISO/IEC guides on conformity assessment procedures.
  
39. In particular, it was acknowledged that it took a long period of time for a country to develop a national conformity assessment system.
  Different infrastructure were needed at different stages of development and for different sectoral needs.  Priorities needed to be identified by developing country Members concerning certain basic elements of a domestic conformity assessment infrastructure.  Technical assistance in this area was an evolving process, given the need to nurture skills and institutional development over a long time-frame.  In order to build a structure for domestic conformity assessment which could ultimately facilitate the recognition of conformity assessment results, it was important to raise awareness and develop a national strategy for quality management.  Assistance to implement the relevant international guides and standards could be useful to generate confidence in the competence of conformity assessment bodies by import markets, to facilitate entering into negotiations of mutual recognition agreements (MRAs) and participate in international systems.  Technical assistance of this kind could be enhanced through regional and international cooperation.
40. The TBT Committee also observed that technical and financial assistance had already been provided by a number of national and international bodies to developing country Members, such as training of conformity assessment practitioners;  training packages focussed on establishment of accreditation and certification bodies;  design of quality strategies targeting policy-makers, conformity assessment practitioners and industry;  as well as funding of developing country participation in regional and international meetings of conformity assessment systems.  Work was being conducted at the regional level to address the various common concerns relating to conformity assessment, such as the pooling of resources to facilitate accreditation at the regional level, and eventually at the international level.

41. Several Members have indicated that conformity assessment procedures should be an area of priority for technical assistance.
  For instance, Indonesia suggested that courses could be held to train auditors in assessing conformity with the requirements of some ISO/IEC guides and standards;  technical assistance could be provided to create regional or sub-regional accreditation agencies;  or support could be arranged to organize joint assessments by accreditation agencies participating in multilateral recognition arrangements.
  It was acknowledged, however, that international accreditation bodies such as ILAC and IAF had done considerable work in encouraging the participation of developing countries in accreditation frameworks, and had set up a developing economies committee (whose work includes technical assistance and capacity building), with direct input from UNIDO.

B. Conformity Assessment Procedures and the TBT Committee
42. The topic of conformity assessment procedures in general has been taken up regularly in the TBT Committee.  At the First Triennial Review of the TBT Agreement (1997), the Committee, with a view to encouraging the removal of any unnecessary duplication of conformity assessment, agreed, inter alia, to the following:
  to further its discussions on ISO/IEC Guides;  to exchange information on Members' experience in the various types of conformity assessment procedures and their conditions of application;  to review the role of regional and international systems for conformity assessment,  as well as the provisions containing disciplines with respect to recognition of results of conformity assessment procedures, including MRAs and possible difficulties associated with them.  

43. From 1997-2000, the Committee entered into a more detailed discussion on conformity assessment procedures.  A Symposium on conformity assessment procedures was held in June 1999 in order to explore how the TBT Agreement could further reduce trade barriers as a result of multiple testing and certification requirements.
  Experts from business, testing laboratory, inspection, certification, accreditation, metrology and standardizing bodies, as well as regional and international systems were invited as speakers and panelists.
  Information was provided regarding the different types of conformity assessment procedures in the market place, MRAs, relevant international guides/standards, regional/international systems and possible technical assistance to developing countries in this area.
44. At the Second Triennial Review (2000), the Committee developed an indicative list of approaches to facilitate the acceptance of conformity assessment results.
  The Committee agreed, inter alia, to invite Members, on a voluntary basis, to supply further information on the different mechanisms used in their jurisdiction for acceptance of results of conformity assessment.
  The Committee reiterated that, irrespective of the mechanisms of conformity assessment procedures chosen by central government bodies of Members, in accordance with Articles 5.1, 5.2, and 5.6-5.9, these procedures needed to be non-discriminatory, transparent and had to avoid unnecessary obstacles to trade.  

45. In the follow‑up to the Second Triennial Review, fifteen documents were submitted to the TBT Committee from nine Members, providing information on the various approaches to facilitate acceptance of results of conformity assessment.  At the Third Triennial Review, with a view to improving Members' implementation of Articles 5-9 of the Agreement and promoting a better understanding of Members’ conformity assessment systems, the Committee agreed to the following work programme:

- To exchange information and experiences on existing conformity assessment procedures and practices, the use of relevant international standards, guides and recommendations, and the participation of Members in national, regional and international accreditation schemes;

- to exchange information and experiences and hold a workshop on SDoC covering issues such as:  the regulatory authorities, sectors and suppliers which use SDoC;  the surveillance mechanism, liability law and penalties used to ensure that products comply with requirements;  the incentives for suppliers to comply with requirements; and the legislation that underpins the relationship between buyers and sellers;

- to invite representatives from relevant international and regional accreditation fora to provide information on their operation and the participation of Members, in particular, developing country Members, in their systems.  Moreover, users, such as certification bodies, should also be invited to share their experiences in this respect; and

- to hold a workshop on the different approaches to conformity assessment, including on the acceptance of conformity assessment results.

46. In order to advance this work programme, a Special meeting dedicated to conformity assessment procedures was held on 29 June 2004.
  The objective of the meeting was to exchange information and experiences on conformity assessment procedures and practices.  Also, a Workshop on Supplier's Declaration of Conformity, as one approach to facilitate the acceptance of conformity assessment results, was organized in Geneva on 21 March 2005.
 
III. Existing Practice and Procedures
A. Information Exchange on National Experiences
47. Since the First Triennial Review, the TBT Committee has emphasised the need for information exchange among Members on the issue of conformity assessment.  Members felt that sharing information on national approaches to conformity assessment would help promote the development of best practices and procedures and a broader understanding of how to implement the TBT Agreement in ways that minimize trade barriers.  Several Members have made contributions describing their national experiences in the field of conformity assessment.  

48. For instance, Australia has shared its experience in the utilization of voluntary sector organizations by regulatory bodies both for establishing standards and for undertaking the conformance work;
  Brazil has explained its National Conformity Assessment Programme and in particular the activities carried out by the National Institute for Metrology, Standardization and Industrial Quality – INMETRO concerning conformity assessment procedures;
  Canada has described its voluntary conformity assessment system and its link to accreditation;
  the European Communities has presented its tool box of instruments for implementing policy for external trade in the fields of standards and conformity assessment, 
 as well as its "New and Global Approach" to conformity assessment;
  Jordan has described the current status of its applied conformity assessment procedures and its future plans and actions in this area;
 Korea has shared its experience concerning recognition agreements in the field of conformity assessment;
 and Thailand has introduced the three types of conformity assessment procedures it operated, i.e. product certification, system certification and accreditation system.

B. Types of Conformity Assessment Procedures

49. When deciding on the type of conformity assessment procedure, Members have indicated that consideration may be given to the following elements:

(a) The incentives for producers to comply:  these are, among others, a function of the penalties for non‑conformance, the specific demands of customers and the potential for private liability;

(b) the level of risk:  in some circumstances the level of risk may require mandatory requirements for third party conformity assessment;  this is sometimes warranted in areas where public health, safety or environmental concerns are high;  the goal would be to make the level of conformity assessment commensurate with the level of risk involved;
  
(c) the costs:  legal requirements for third party conformity assessment can be both complex and expensive;  a decision to impose mandatory conformity assessment requirements should only occur if the serious risk of harm justifies the cost burden of imposing third party assessment;
  and

(d) the specific characteristics of the sector.

50. In order to help choose the appropriate and least trade-restrictive conformity assessment procedure, it has been proposed that Members commit themselves to carrying out an evaluation of the different conformity assessment procedures available, in order to establish which one matches most closely the regulatory objectives of the relevant technical regulation.
  
51. The following paragraphs provide some examples of conformity assessment activities carried out by Members and presented to the TBT Committee.
2. Inspection
52. In Brazil, inspection is achieved by analyses and judgements along with measurements, tests or calibration, when applicable.
  These activities may comprise the testing of products, materials, installations, plants, processes and work procedures in all life cycles of these items and aim at determining conformity to technical regulations, standards or specifications, as well as at issuing the reports related to the inspected items.  Inspection is normally applied in areas such as safety, operational performance and safety maintenance for the whole life cycle of the products.  Its main goal is to reduce the risk of the purchaser, proprietor, user or consumer.
  Thus, the competence, the impartiality and the integrity of inspection organisms are vital to the system.  Inspection organisms must have qualified and experienced personnel, besides an internal quality system that underscores its technical performance.
3. Certification

53. One example of a national certification system has been provided by Thailand.

The Thai Industrial Standards Institute (TISI) is a national body for the third-party certification of industrial products.  Any manufacturer whose product is in conformity with a Thai Industrial Standard (TIS) may apply for product certification.  Two technical principles are used for granting certification:  (a) Testing of a product to ensure conformity with the applicable standard;  and (b) assessment of the factory's quality control system according to specified conditions.
  Followed by surveillance at least twice a year, successful manufacturers are licensed to display the TISI Standards Mark on their products.  TISI has revised the criteria for conformity assessment procedures for product certification to be in accordance with the international system.  Where the need arises for a manufacturer to have his product certified without an established standard, product registration can be applied to.
  Criteria for registration are specifications issued by other public agencies, foreign national standards, international standards or research data.  In addition, since 1990, TISI has launched a number of system certifications.
  These include quality management system certification (ISO 9000), environment management system certification (ISO 14000) and occupational health and safety certification (TIS 18000).
4. Accreditation

54. Canada described how the Standards Council of Canada (SCC) operates the national voluntary accreditation program.
  There are accreditation programs for organizations involved in testing, calibration, product certification, registration/certification of ISO 9000 quality and ISO 14000 environmental management systems, auditor training, and auditor certification.  According to the Canadian submission, users of conformity assessment services value the recognition that accreditation brings, as indicated by growing demands for the service.  Between 2001 and 2002, the total number of organizations accredited by the SCC reached 377, a 16 percent increase over 2000-2001.  In Canada, accreditation programs have broad acceptance at both national and sub-national levels.
  The SCC has entered into partnership programs with a number of federal and provincial departments and agencies to deliver accreditation services in the areas of testing and calibration laboratories.  This partnership approach has proven to be cost effective and to satisfy regulatory needs.  Another partnership example involves the use of SCC-accredited quality management system (QMS) registrars by Health Canada.  After the introduction of new regulations requiring medical devices sold in Canada to be designed and manufactured under a registered QMS that conforms to international standards ISO 13485 or ISO 13488, Health Canada partnered with the SCC to qualify accredited QMS registration organizations to register manufacturers’ quality management systems to the appropriate standards.  Product certification by an SCC-accredited body is also accepted for a growing range of federally-regulated products and services.  
IV. Approaches to Facilitate the Acceptance of Conformity Assessment Results

55. In order to ensure consistency in the acceptance of the results of conformity assessment in accordance with the objectives and requirements of the TBT Agreement, several Members proposed the development of certain principles of good practice.
  Among others, the following principles have been suggested:
  to ensure that procedures for the acceptance of the results of conformity assessment are transparent and non-discriminatory;  to take account of the specific characteristics of particular sectors in selecting mechanisms for the acceptance of the results of conformity assessment;  and to have foreign conformity assessment bodies assessed by accreditation bodies against the requirements in foreign countries' markets (i.e. cross border accreditation of conformity assessment bodies where accreditation does not exist).  A code of good practice specifically on the accreditation of conformity assessment bodies has also been envisaged.
  A key objective of such a code would be to establish a uniform set of procedures that facilitates the formulation of mutual recognition agreements.
  
56. At the Second Triennial Review, the TBT Committee developed an indicative list of existing mechanisms to facilitate the acceptance of conformity assessment results.
  This list was not intended to prescribe particular approaches that Members might choose to adopt, as it was recognized that the application of different approaches would depend on the situation of Members and the specific sectors involved.  

57. These approaches listed by the TBT Committee are explained in more detail in the following paragraphs:  (A) the unilateral recognition of results of foreign conformity assessment as equivalent, including the possibility of government designation of specific conformity assessment bodies;  (B) the mutual recognition agreements and arrangements for conformity assessment;  (C) the use of Supplier’s Declaration of Conformity (SDoC);  and (D) the accreditation of conformity assessment bodies.  

B. Unilateral Recognition of Results of Foreign Conformity Assessment as Equivalent, Including the Possibility of Government Designation
58. Pursuant to Article 6.1, Members have an obligation to ensure that results of conformity assessment procedures in other Members, which are equivalent to their own procedures, are accepted.  At the Third Triennial Review, the Committee reiterated the importance of this provision, the effective application of which would contribute to reducing unnecessary barriers to trade associated with duplicative testing and certification.
 
59. It has been noted that the unilateral recognition of results of foreign conformity assessment as equivalent results in significant reductions in the costs of reassessment abroad for the manufacturer or the person placing the product on the market.
  Unilateral recognition opens up domestic markets, promotes the establishment of fair competition and, as a result, gives consumers a greater choice of products.
  Recognition helps safeguard the interests of consumers by ensuring that imported products do not cost more because of reassessment.
 

60. Switzerland, for example, has developed a system for the autonomous recognition of the results of foreign conformity assessments.
  According to Article 18.2 of the Federal Law of 6 October 1995 on technical barriers to trade (LETC), test reports or conformity certificates by foreign organizations are only acceptable if it can be shown that:  (a) the test or other conformity assessment procedure followed meets Swiss requirements;  and (b) the foreign organization has standards equivalent to those required in Switzerland.
  

61. Article 6.1 deals exclusively with the recognition of conformity assessment by central government bodies.  Compared to a similar provision on technical regulations (i.e. Article 2.7), Article 6.1 provides more details of the means of implementation.  Article 6.1 contains the following elements:

(a) Members shall ensure that central government bodies accept, whenever possible, the results of conformity assessment procedures in other Members;

(b) this requirement applies to the extent Members are satisfied the procedures concerned offer an assurance of conformity equivalent to their own procedures;

(c) the obligation is one of equivalence not equation: "... even when those procedures differ from their own ..." and further "... provided [Members] are satisfied that those procedures offer an assurance of conformity with applicable technical regulations or standards equivalent to their own procedures"; and

(d) Members are encouraged to enter into consultations in order to give effect to the principle of equivalence: 

"It is recognized that prior consultations may be necessary in order to arrive at a mutually satisfactory understanding regarding, in particular:

6.1.1
adequate and enduring technical competence of the relevant conformity assessment bodies in the exporting Member, so that confidence in the continued reliability of their conformity assessment results can exist;  in this regard, verified compliance, for instance through accreditation, with relevant guides or recommendations issued by international standardizing bodies shall be taken into account as an indication of adequate technical competence;

6.1.2
limitation of the acceptance of conformity assessment results to those produced by designated bodies in the exporting Member".

62. In relation to Article 6.1.2, the TBT Committee acknowledged, at the Second Triennial Review, that government designation was also one of the approaches that could facilitate the acceptance of conformity assessment results.
  Under this approach, governments may designate specific conformity assessment bodies, including bodies located outside their territories, to undertake conformity assessment activities.
  In Japan, for example, regulations on various products, e.g. electrical products, gas equipment, consumer products, telecommunication equipment permit government designations, and a considerable number of foreign certification bodies are designated under some regulatory schemes.
  Under this approach, assessments conducted by designated foreign certification bodies have the same legal effect as those by domestic certification bodies.
  
C. Mutual Recognition Agreements and Arrangements for Conformity Assessment

1. Mutual Recognition Agreements (MRAs)

(a) TBT Provisions

63. Pursuant to Article 6.3, two or more Members may enter into Mutual Recognition Agreements (MRAs) which involve the reciprocal acceptance of the results of conformity assessment procedures taking place in the territory of all Members concerned.  To avoid confusion in the terminology, the word "agreement" is used to designate government-to-government accords while the word "arrangement" refers to accords between conformity assessment bodies themselves.
  MRAs on conformity assessment procedures in the context of Article 6.3 are subject to narrowly defined conditions:

(a) MRAs are concluded between Members, i.e. government-to-government;

(b) MRAs concern the mutual recognition of results of each other's conformity assessment procedures;

(c) Members may require that MRAs fulfil the criteria contained in Article 6.1, concerning e.g. the consideration of the technical competence of the conformity assessment bodies, the confidence in the continued reliability of their conformity assessment results, the limitation of the recognition to certain designated bodies only, etc.;  and

(d) Members may require that MRAs give mutual satisfaction regarding their potential for facilitating trade in the products concerned.

(b) Operation of Article 6.3
64. At the Second Triennial Review, the TBT Committee reiterated the importance of Members notifying MRAs in accordance with Article 10.7.
  So far, Members have notified about 40 MRAs in relation to results of conformity assessment procedures.  As shown in Graph 2, more than half of all notified agreements involve developed country Members only.  These MRAs cover the recognition of a wide range of conformity assessment results, such as the recognition of testing reports, certificates of conformity, marks of conformity, registration of quality systems, etc.
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65. At the Second Triennial Review, the TBT Committee also noted the importance of the technical competence of bodies involved and of the openness of MRAs to other Members, as well as the need to link MRAs to regulatory and market needs in order to serve the objective of facilitating market access.  It was also stated that MRAs should be targeted to selected areas of trade interest and that the use of relevant international conformity assessment standards, guides and recommendations, as well as harmonized conformity assessment procedures could facilitate the conclusion of MRAs at different levels.
   
66. At the Third Triennial Review, it has been noted that while MRAs could be a useful approach to facilitating acceptance of conformity assessment results, there might be difficulties in their negotiation and implementation,
 particularly for countries with less developed technical infrastructure.
  Various considerations and factors for the conclusion of effective MRAs between governments were identified:
  
(a) A sound regulatory infrastructure;

(b) a sufficient volume of trade in specific sectors between the parties involved to justify the high administrative costs and the generally long‑term nature of the negotiations;

(c) tangible economic benefits;  
(d) interest of stakeholders;  
(e) support from key players;  
(f) underlying compatibility in the regulatory systems of the potential MRA parties;  
(g) sufficient resources for MRA negotiation and implementation;  and
(h) a step-by-step approach, in particular, where the technical competence of the two parties is not equivalent.  
67. Several Members have informed the TBT Committee of existing MRAs.  For instance, Japan concluded an MRA with the European Communities in 2001 on electrical products, telecommunications terminal equipment and radio equipment, GLP for chemicals and GMP for medical products, and also with Singapore in 2002 on electrical products and telecommunications terminal equipment and radio equipment.
  Canada has been involved in the negotiation of a number of bilateral and multilateral mutual recognition agreements on conformity assessment.
  These include three multi‑sectoral MRAs with the European Union, Switzerland, Norway, Iceland and Liechtenstein (the EFTA‑EEA countries), covering telecommunications equipment; electro-magnetic compatibility; electrical safety; medical devices; pharmaceutical good manufacturing practices (GMPs);  and recreational craft.  Also, discussions among the New World Wine Producers (NWWP) have led to the initialling of a mutual acceptance agreement on wine-making practices among some NWWP countries (which include Argentina, Australia, Canada, Chile, New Zealand, South Africa and the United States of America).
  
2. Voluntary Mutual Recognition Arrangements between Domestic and Foreign Conformity Assessment Bodies

68. This approach refers to arrangements among accreditation bodies directly (and not through Members and central government bodies) as well as arrangements among individual laboratories, certification bodies and inspection bodies.
  A number of international and regional systems have developed over time with the objective of establishing networks of conformity assessment bodies whose competence can be relied upon by all members.  Some of these arrangements, on occasion, have been recognized by governments as a basis for the acceptance of test results and certification activities in relation to specific regulations.  

69. For instance, in the area of certification, the scheme for the acceptance of test reports dealing with the safety of electrical and electronic products (IECEE-CB Scheme) is a multilateral arrangement among participating IEC members that allows the National Certification Bodies (NCBs, i.e. certification institutions designated by IEC members) to issue "CB Test Certificates" whenever a sample of electrical products has been tested and found to be in conformity with the relevant IEC standards by one of almost 180 CB testing laboratories.  In other words, a manufacturer utilizing a CB test report issued by one of these organizations can obtain national certification in all other member countries of the CB Scheme.  In Japan, for example, three private certification bodies participate in IECEE/CB scheme.
  Also, a number of Canada's accredited certification bodies are members of the Scheme.
  Another example of a voluntary arrangement in the area of certification is the International Certification Network (IQNet)
 which is composed of more than 35 certification bodies.
70. Voluntary arrangements at the accreditation level have proven particularly important to reduce the number of bilateral coordination efforts that would otherwise be necessary:  if an arrangement between accreditation organizations is reached, certificates from all certification bodies or test results from all laboratories accredited in one country are accepted by the other signatories without the need for further contacts at the level of certification or testing bodies.  For instance, the International Laboratory Accreditation Co‑operation (ILAC) operates as a forum for accreditors of laboratories and inspection bodies, and the International Accreditation Forum (IAF) fulfils this function for accreditors of certification bodies.  The IAF has managed to establish a "multilateral" mutual recognition arrangement among some of its members with the help of regional groupings, such as the European co-operation for Accreditation (EA) and the Pacific Accreditation Co-operation (PAC), and ILAC has developed a "global" mutual recognition arrangement among all its 46 full members.
71. The Philippines, are, for instance, a member of ILAC, IAF, the Asia Pacific Laboratory Accreditation Cooperation (APLAC) and the Pacific Accreditation Cooperation (PAC).
  The Philippines expressed their concern that many developing country Members found it difficult to sustain membership in these organizations.  Aside from membership fees which had to be paid annually, meetings were held in various parts of the world.  
72. In Japan, two organizations participate in IAF and in PAC, two organizations in ILAC and four in APLAC.
  Participants in arrangements between accreditation bodies recognize the equivalency of the system, ability and results of accreditation (e.g. accreditation of testing laboratory, calibration laboratory, and bodies operating certification/registration of quality/environment management systems) conducted by other participants.
  Japan expressed the view that international and regional conformity systems such as those of ILAC, IAF, etc., provided the framework based on the principle "one accreditation, accepted everywhere", and have the potential to reduce or eliminate duplicative costs of conformity assessment and reduce delays in the delivery of products to market.
  However, Japan drew Members' attention to the fact that ILAC and IAF for example did not accept the Code of Good Practices contained in Annex 3 of the TBT Agreement.
  In addition, participants involved in the drafting of the documents developed by these fora were in many cases from accreditation bodies, and therefore opinions from various interested parties were not necessarily considered.
   

D. Supplier’s Declaration of Conformity (SDoC)

73. The Second and Third Triennial Reviews have acknowledged the benefits of SDoC as a flexible approach that can reduce the costs of conformity assessment.  Members of the TBT Committee generally seem to recognize that SDoC is a trade-friendly approach to conformity assessment.  While the use of SDoC implies certain costs for administrations, in particular higher costs for market surveillance, it involves lower costs for industry and importers, resulting in cheaper products for consumers and possibly, in the long run, higher levels of competitiveness.  Developing country Members have raised concerns with regard to their ability to use SDoC, mainly due to a lack of technical infrastructure, products liability regimes and their capacity to establish an effective market surveillance system.  However, it has also been stressed that the use of SDoC may facilitate exports to developed countries.

2. SDoC in the TBT Context

74. SDoC
 is a conformity assessment procedure by which a supplier
 provides a written declaration assuring that a product conforms to specified requirements.  The TBT Agreement does not contain any specific reference to SDoC but the provisions on conformity assessment procedures are relevant to SDoC.  ISO/IEC Guide 2: 1991 defines SDoC as follows:

"13.5.1: Supplier's declaration: Procedure by which a supplier gives written assurance that a product, process or service conforms to specified requirements.

NOTE – In order to avoid any confusion, the expression "self-certification" should not be used".

75. The matter of SDoC has been taken up frequently in the TBT Committee.  At the time of the First Triennial Review of the TBT Agreement (1997), the TBT Committee observed that SDoC was a cost saving approach to conformity assessment.
  The Committee also acknowledged that this procedure was not appropriate in all cases, particularly where technical infrastructure was lacking.
  At the Second Triennial Review (2000), SDoC was listed as one approach to facilitating the acceptance of conformity assessment results.  The Committee also noted that SDoC, when used in appropriate circumstances and for certain sectors, could be a less onerous approach to ensuring conformity.
  During the Third Triennial Review, in addition to highlighting the benefits of SDoC to trade facilitation, ways to improve its usability and acceptance were suggested (e.g. through international standards and transparency).
  The Committee agreed, inter alia, to exchange information and experiences and hold a workshop on SDoC.

3. Elements for Consideration in the Use of SDoC

76. The following elements have been mentioned by Members in relation to their considerations on using SDoC:
(a) Product Coverage:  SDoC is mostly used for products and sectors which involve a low or medium risk to health, safety and the environment.
  The following elements may be considered in combination with the nature of the risks involved
:  the particular characteristics and the infrastructure of a given sector;  the number of existing voluntary marking schemes for a product;  the types of production methods used for the manufacture of the product;  the level of commercial confidence;  and other economic and social factors.
 

(b) Liability Regime:  When conformity assessment is based on SDoC, it is the supplier rather than the regulatory authority who is responsible for ensuring that products comply with relevant technical regulations.  It is generally agreed, therefore, that a products liability law should be in place, ensuring that anyone suffering injury from a defective product can claim damages from the supplier of the product.
  

(c) Market Surveillance:  It seems that the lesser the involvement by a third party during the conformity assessment process before a product is placed on the market, the greater the need for efficient market surveillance.
  Market surveillance consists of verifying in the market the current conformity of products with existing laws and regulations.  It may be done by means of product samples, remedial actions when products do not comply, penalties for false or misleading declarations, "spot checks", customs inspections etc.
  

(d) International Standards:  At the Third Triennial Review, the TBT Committee acknowledged that the use of relevant international standards could help to make the SDoC process more transparent, and support the value and usability of SDoC.
  In this context, a standard developed by the ISO Committee on Conformity Assessment (CASCO) in 1996 may be relevant:  the ISO/IEC Guide 22 on "General criteria for SDoC".  Following a recommendation to convert the Guide into a standard, CASCO prepared ISO/IEC 17050 on "Conformity assessment – SDoC".
  

(e) Combination of SDoC with other Conformity Assessment Procedures:  As noted in the Third Triennial Review, the use of test/inspection reports or certification results from third parties or in-house laboratories, accredited on the basis of relevant international standards, guides or recommendations, could facilitate the use of SDoC.
  In this context, several Members have suggested the possibility of combining SDoC with other approaches to conformity assessment, such as accreditation and certification.
  

4. Existing SDoC Practice and Procedures

77. As a minimum, an SDoC identifies the supplier making the declaration, the product(s) covered and the relevant standard(s) or technical regulation(s).
  SDoC may be used to declare the conformity of a product with a standard or a technical regulation, or with both.
  The assessment of conformity may be undertaken either by the suppliers' own internal test and inspection facilities or by third-party test laboratories and inspection bodies.
  In addition, the supplier may use an accredited laboratory or inspection body and indicate this on the declaration.
  The declaration is usually a separate document.  Alternatively, it may be made in a statement, catalogue, invoice, or users instructions relevant to the product.  
78. A regulatory authority may impose by law that suppliers follow certain steps in the conformity assessment process or include certain elements in the declaration.  In the various documents and statements submitted by Members, several such steps have been identified:  
(a) Suppliers usually prepare a technical file containing information about the product and its test reports;

(b) suppliers then acquire the proper form, fill in the declaration and send it to the relevant authority;
  

(c) it may be that suppliers need to obtain a mark to market their product; 

(d) in certain cases, a third party may be involved in the procedure;
  and
(e) some Members have stressed the fact that suppliers should ensure that there is a follow-up of the procedure and keep a copy of the declaration and the relevant files.
  
E. The Accreditation of Conformity Assessment Bodies
79. At the Second and Third Triennial Reviews, the TBT Committee listed the use of accreditation to qualify conformity assessment bodies as one approach to facilitate the acceptance of conformity assessment results.  Article 6.1.1 identifies accreditation as a possible tool for Members to verify the technical competence of conformity assessment bodies in exporting country Members
 and specifies that, when operated according to relevant international standards, guides and recommendations, accreditation offers a mechanism which could promote confidence.
  This could reduce trade barriers when governmental regulatory authorities accept the results of accredited bodies.  

80. It has been further observed that accreditation bodies have been working towards harmonization of international practices for accreditation of conformity assessment bodies.
  It was important that Members ensured that accreditation bodies followed the relevant provisions of the Agreement, including those on transparency and openness.
    
81. The Committee also noted a number of problems expressed by developing country Members in relation to accreditation:  the insufficient number of accredited laboratories at the national or regional level, the high costs as well as legal difficulties in obtaining foreign accreditation, and the difficulties in establishing international recognized accreditation bodies.
 

_______________

Annex 1:  Members' Submissions addressing the subject of conformity assessment procedures
	Member
	Title
	Reference
	Date

	Australia
	Good Practice for the Acceptance of Results of Conformity Assessment Second Triennial Review of the Agreement
	G/TBT/W/138
	28 July 2000

	
	Code of Good Practice for the Accreditation of Conformity Assessment Bodies
	G/TBT/W/118
	14 September 1999

	
	National Experiences with Standards and Technical Regulations
	G/TBT/W/99
	17 November 1998

	
	Australian Paper on The First Triennial Review of the Operation and Implementation of the TBT Agreement
	G/TBT/W/55
	9 October 1997

	Brazil
	Statement on Supplier’s Declaration of Conformity
	G/TBT/W/240
	12 August 2004

	
	Third Triennial Review of the TBT Agreement
	G/TBT/W/215
	27 June 2003

	
	Technical Assistance and Technical Cooperation Programme
	G/TBT/W/156
	26 April 2001

	
	Brazilian Proposals to the Second Triennial Review of the TBT Agreement
	G/TBT/W/140
	28 July 2000

	
	First Triennial Review of the Operation and Implementation of the TBT Agreement
	G/TBT/W/48
	3 July 1997

	Canada
	Enhancing Transparency for New or Changed Regulations/ CA Procedures which Arise as a Result of Implementation of a Recommendation of the DSB
	G/TBT/W/234
	21 October 2003

	
	Canada’s Approach to Voluntary  Conformity Assessment
	G/TBT/W/210
	20 June 2003

	
	Main Objectives for the Third Triennial Review of the TBT Agreement – General Concept Paper
	G/TBT/W/196
	13 March 2003

	
	A Policy Framework for Mutual Recognition Activity
	G/TBT/W/167
	27 June 2001

	
	Second Triennial Review of the Operation and Implementation of The TBT Agreement
	G/TBT/W/143
	22 September 2000

	
	TBT Triennial Review
	G/TBT/W/41
	25 April 1997

	European Communities
	Supplier’s Declaration of Conformity
	G/TBT/W/218
	30 June 2003

	
	Conformity Assessment:  A Framework to Improve the Application of the TBT Agreement
	G/TBT/W/217
	30 June 2003

	
	Third Triennial Review of the TBT Agreement
	G/TBT/W/197
	14 March 2003

	
	A Policy Framework for the Facilitation of Trade in the Fields of Standardization and Conformity Assessment:  A Toolbox of Instruments
	G/TBT/W/173 and Add.1
	8 March 2002
19 April 2002

	
	Second Triennial Review of the Operation and Implementation of the TBT Agreement
	G/TBT/W/133
	11 April 2000

	
	ISO/IEC Guides on Conformity Assessment
	G/TBT/W/70
	23 June 1998

	
	First Triennial Review of the Operation and Implementation of the TBT Agreement 
	G/TBT/W/36
	25 March 1997

	
	European Community Working Paper on the First Triennial Review of the Operation and Implementation of the TBT Agreement
	G/TBT/W/53
	18 September 1997

	Egypt
	Third Triennial Review Conformity Assessment and Transparency
	G/TBT/W/224
	7 July 2003

	Indonesia
	Technical Assistance and Technical Cooperation Programme
	G/TBT/W/164
	26 June 2001

	Japan
	Third Triennial Review of the TBT Agreement
	G/TBT/W/222
	1 July 2003

	
	A Policy Framework for the Acceptance of Results of Conformity Assessment Procedures
	G/TBT/W/194
	10 March 2003

	
	Issues Concerning Conformity Assessment
	G/TBT/W/147
	3 October 2000

	
	Amendment of the TBT Agreement
	G/TBT/W/121
	7 October 1999

	
	Note from the Government of Japan
	G/TBT/W/39
	15 April 1997

	Jordan
	Statement on Conformity Assessment Procedures Implemented in Jordan
	G/TBT/W/241
	2 September 2004

	Korea
	Korea’s Experience with the Implementation of the TBT Agreement
	G/TBT/W/199
	17 March 2003

	Mexico
	First Triennial Review of the Operation and Implementation of the TBT Agreement
	G/TBT/W/50
	5 August 1997

	
	Third Triennial Review of the TBT Agreement
	G/TBT/W/209
	28 May 2003

	New Zealand
	Requirements of the TBT Agreement Concerning the Preparation, Adoption and Review of Technical Regulations
	G/TBT/W/44
	13 June 1997

	
	Equivalency of Standards:  An Interim Measure to Facilitate Trade in the Absence of Relevant International Standards
	G/TBT/W/88
	15 September 1998

	
	Third Triennial Review of the TBT Agreement
	G/TBT/W/211
	25 June 2003

	Philippines
	Philippine Paper on the First Triennial Review
	G/TBT/W/54
	30 September 1997

	
	Philippines Experience in the Implementation of the TBT Agreement
	G/TBT/W/166
	26 June 2001

	Singapore
	Singapore Paper on the First Triennial Review
	G/TBT/W/47
	25 June 1997

	Switzerland
	First Triennial Review of the Operation and Implementation of the TBT Agreement
	G/TBT/W/45
	13 June 1997

	
	Autonomous Recognition of the Results of Foreign Conformity Assessments
	G/TBT/W/79
	3 September 1998

	Chinese Taipei
	Implementation of Supplier’s Declaration of Conformity
	G/TBT/W/195 and Add.1
	12 March 2003

16 March 2004

	Thailand
	The Third Triennial Review of the TBT Agreement
	G/TBT/W/230 and Corr.1
	17 October 2003

	
	Conformity Assessment Procedures
	G/TBT/W/111
	8 June 1999

	
	Information Exchange in Relation to Members' Experience in the Various Types of Conformity Assessment Procedures
	G/TBT/W/85
	9 September 1998

	
	Information Exchange in Relation to the Use of International Standards, Guides and Recommendations
	G/TBT/W/81
	9 September 1998

	United States
	U.S. Paper on the First Triennial Review
	G/TBT/W/40
	25 April 1997

	
	Conformity Assessment Procedures:  Supplier’s Declaration of Conformity
	G/TBT/W/63
	7 April 1998

	
	Third Triennial Review of the TBT Agreement
	G/TBT/W/220
	30 June 2003


ANNEX 2:
TBT Provisions Relevant to Conformity Assessment Procedures
Article 5
Procedures for Assessment of Conformity by Central Government Bodies
5.1
Members shall ensure that, in cases where a positive assurance of conformity with technical regulations or standards is required, their central government bodies apply the following provisions to products originating in the territories of other Members:

5.1.1
conformity assessment procedures are prepared, adopted and applied so as to grant access for suppliers of like products originating in the territories of other Members under conditions no less favourable than those accorded to suppliers of like products of national origin or originating in any other country, in a comparable situation; access entails suppliers' right to an assessment of conformity under the rules of the procedure, including, when foreseen by this procedure, the possibility to have conformity assessment activities undertaken at the site of facilities and to receive the mark of the system;

5.1.2
conformity assessment procedures are not prepared, adopted or applied with a view to or with the effect of creating unnecessary obstacles to international trade.  This means, inter alia, that conformity assessment procedures shall not be more strict or be applied more strictly than is necessary to give the importing Member adequate confidence that products conform with the applicable technical regulations or standards, taking account of the risks non-conformity would create.

5.2
When implementing the provisions of paragraph 1, Members shall ensure that:

5.2.1
conformity assessment procedures are undertaken and completed as expeditiously as possible and in a no less favourable order for products originating in the territories of other Members than for like domestic products;

5.2.2
the standard processing period of each conformity assessment procedure is published or that the anticipated processing period is communicated to the applicant upon request;  when receiving an application, the competent body promptly examines the completeness of the documentation and informs the applicant in a precise and complete manner of all deficiencies;  the competent body transmits as soon as possible the results of the assessment in a precise and complete manner to the applicant so that corrective action may be taken if necessary;  even when the application has deficiencies, the competent body proceeds as far as practicable with the conformity assessment if the applicant so requests;  and that, upon request, the applicant is informed of the stage of the procedure, with any delay being explained;

5.2.3
information requirements are limited to what is necessary to assess conformity and determine fees;

5.2.4
the confidentiality of information about products originating in the territories of other Members arising from or supplied in connection with such conformity assessment procedures is respected in the same way as for domestic products and in such a manner that legitimate commercial interests are protected;

5.2.5
any fees imposed for assessing the conformity of products originating in the territories of other Members are equitable in relation to any fees chargeable for assessing the conformity of like products of national origin or originating in any other country, taking into account communication, transportation and other costs arising from differences between location of facilities of the applicant and the conformity assessment body;

5.2.6
the siting of facilities used in conformity assessment procedures and the selection of samples are not such as to cause unnecessary inconvenience to applicants or their agents;

5.2.7
whenever specifications of a product are changed subsequent to the determination of its conformity to the applicable technical regulations or standards, the conformity assessment procedure for the modified product is limited to what is necessary to determine whether adequate confidence exists that the product still meets the technical regulations or standards concerned;

5.2.8
a procedure exists to review complaints concerning the operation of a conformity assessment procedure and to take corrective action when a complaint is justified.

5.3
Nothing in paragraphs 1 and 2 shall prevent Members from carrying out reasonable spot checks within their territories.

5.4
In cases where a positive assurance is required that products conform with technical regulations or standards, and relevant guides or recommendations issued by international standardizing bodies exist or their completion is imminent,  Members shall ensure that central government bodies use them, or the relevant parts of them, as a basis for their conformity assessment procedures, except where, as duly explained upon request, such guides or recommendations or relevant parts are inappropriate for the Members concerned, for, inter alia, such reasons as:  national security requirements;  the prevention of deceptive practices;  protection of human health or safety, animal or plant life or health, or the environment;  fundamental climatic or other geographical factors;  fundamental technological or infrastructural problems.

5.5
With a view to harmonizing conformity assessment procedures on as wide a basis as possible, Members shall play a full part, within the limits of their resources, in the preparation by appropriate international standardizing bodies of guides and recommendations for conformity assessment procedures.

5.6
Whenever a relevant guide or recommendation issued by an international standardizing body does not exist or the technical content of a proposed conformity assessment procedure is not in accordance with relevant guides and recommendations issued by international standardizing bodies, and if the conformity assessment procedure may have a significant effect on trade of other Members, Members shall:

5.6.1
publish a notice in a publication at an early appropriate stage, in such a manner as to enable interested parties in other Members to become acquainted with it, that they propose to introduce a particular conformity assessment procedure;

5.6.2
notify other Members through the Secretariat of the products to be covered by the proposed conformity assessment procedure, together with a brief indication of its objective and rationale.  Such notifications shall take place at an early appropriate stage, when amendments can still be introduced and comments taken into account;

5.6.3
upon request, provide to other Members particulars or copies of the proposed procedure and, whenever possible, identify the parts which in substance deviate from relevant guides or recommendations issued by international standardizing bodies;       

5.6.4
without discrimination, allow reasonable time for other Members to make comments in writing, discuss these comments upon request, and take these written comments and the results of these discussions into account.

5.7
Subject to the provisions in the lead-in to paragraph 6, where urgent problems of safety, health, environmental protection or national security arise or threaten to arise for a Member, that Member may omit such of the steps enumerated in paragraph 6 as it finds necessary, provided that the Member, upon adoption of the procedure, shall:

5.7.1
notify immediately other Members through the Secretariat of the particular procedure and the products covered, with a brief indication of the objective and the rationale of the procedure, including the nature of the urgent problems;

5.7.2
upon request, provide other Members with copies of the rules of the procedure;

5.7.3
without discrimination, allow other Members to present their comments in writing, discuss these comments upon request, and take these written comments and the results of these discussions into account.

5.8
Members shall ensure that all conformity assessment procedures which have been adopted are published promptly or otherwise made available in such a manner as to enable interested parties in other Members to become acquainted with them.

5.9
Except in those urgent circumstances referred to in paragraph 7, Members shall allow a reasonable interval between the publication of requirements concerning conformity assessment procedures and their entry into force in order to allow time for producers in exporting Members, and particularly in developing country Members, to adapt their products or methods of production to the requirements of the importing Member.

Article 6
Recognition of Conformity Assessment by Central Government Bodies

With respect to their central government bodies:

6.1
Without prejudice to the provisions of paragraphs 3 and 4, Members shall ensure, whenever possible, that results of conformity assessment procedures in other Members are accepted, even when those procedures differ from their own, provided they are satisfied that those procedures offer an assurance of conformity with applicable technical regulations or standards equivalent to their own procedures.  It is recognized that prior consultations may be necessary in order to arrive at a mutually satisfactory understanding regarding, in particular:

6.1.1
adequate and enduring technical competence of the relevant conformity assessment bodies in the exporting Member, so that confidence in the continued reliability of their conformity assessment results can exist;  in this regard, verified compliance, for instance through accreditation, with relevant guides or recommendations issued by international standardizing bodies shall be taken into account as an indication of adequate technical competence;

6.1.2
limitation of the acceptance of conformity assessment results to those produced by designated bodies in the exporting Member.

6.2
Members shall ensure that their conformity assessment procedures permit, as far as practicable, the implementation of the provisions in paragraph 1.

6.3
Members are encouraged, at the request of other Members, to be willing to enter into negotiations for the conclusion of agreements for the mutual recognition of results of each other's conformity assessment procedures.  Members may require that such agreements fulfil the criteria of paragraph 1 and give mutual satisfaction regarding their potential for facilitating trade in the products concerned.

6.4
Members are encouraged to permit participation of conformity assessment bodies located in the territories of other Members in their conformity assessment procedures under conditions no less favourable than those accorded to bodies located within their territory or the territory of any other country.

Article 7

Procedures for Assessment of Conformity by Local Government Bodies

With respect to their local government bodies within their territories:

7.1 
Members shall take such reasonable measures as may be available to them to ensure compliance by such bodies with the provisions of Articles 5 and 6, with the exception of the obligation to notify as referred to in paragraphs 6.2 and 7.1 of Article 5.

7.2 
Members shall ensure that the conformity assessment procedures of local governments on the level directly below that of the central government in Members are notified in accordance with the provisions of paragraphs 6.2 and 7.1 of Article 5, noting that notifications shall not be required for conformity assessment procedures the technical content of which is substantially the same as that of previously notified conformity assessment procedures of central government bodies of the Members concerned.

7.3 
Members may require contact with other Members, including the notifications, provision of information, comments and discussions referred to in paragraphs 6 and 7 of Article 5, to take place trough the central government.

7.4 
Members shall not take measures which require or encourage local government bodies within their territories to act in a manner inconsistent with the provisions of Articles 5 and 6.

7.5 
Members are fully responsible under this Agreement for the observance of all provisions of Articles 5 and 6. Members shall formulate and implement positive measures and mechanisms in support of the observance of the provisions of Articles 5 and 6 by other than central government bodies.
Article 8
Procedures for Assessment of Conformity by Non-Governmental Bodies
8.1
Members shall take such reasonable measures as may be available to them to ensure that non-governmental bodies within their territories which operate conformity assessment procedures comply with the provisions of Articles 5 and 6, with the exception of the obligation to notify proposed conformity assessment procedures.  In addition, Members shall not take measures which have the effect of, directly or indirectly, requiring or encouraging such bodies to act in a manner inconsistent with the provisions of Articles 5 and 6.

8.2
Members shall ensure that their central government bodies rely on conformity assessment procedures operated by non-governmental bodies only if these latter bodies comply with the provisions of Articles 5 and 6, with the exception of the obligation to notify proposed conformity assessment procedures.

Article 9
International and Regional Systems
9.1
Where a positive assurance of conformity with a technical regulation or standard is required, Members shall, wherever practicable, formulate and adopt international systems for conformity assessment and become members thereof or participate therein.

9.2
Members shall take such reasonable measures as may be available to them to ensure that international and regional systems for conformity assessment in which relevant bodies within their territories are members or participants comply with the provisions of Articles 5 and 6.  In addition, Members shall not take any measures which have the effect of, directly or indirectly, requiring or encouraging such systems to act in a manner inconsistent with any of the provisions of Articles 5 and 6.

9.3
Members shall ensure that their central government bodies rely on international or regional conformity assessment systems only to the extent that these systems comply with the provisions of Articles 5 and 6, as applicable.

ANNEX 1

TERMS AND THEIR DEFINITIONS FOR THE

PURPOSE OF THIS AGREEMENT


The terms presented in the sixth edition of the ISO/IEC Guide 2:  1991, General Terms and Their Definitions Concerning Standardization and Related Activities, shall, when used in this Agreement, have the same meaning as given in the definitions in the said Guide taking into account that services are excluded from the coverage of this Agreement.


For the purpose of this Agreement, however, the following definitions shall apply:

3.
Conformity assessment procedures

Any procedure used, directly or indirectly, to determine that relevant requirements in technical regulations or standards are fulfilled.

Explanatory note
Conformity assessment procedures include, inter alia, procedures for sampling, testing and inspection;  evaluation, verification and assurance of conformity;  registration, accreditation and approval as well as their combinations.

4.
International body or system

Body or system whose membership is open to the relevant bodies of at least all Members.

5.
Regional body or system

Body or system whose membership is open to the relevant bodies of only some of the Members.

6.
Central government body

Central government, its ministries and departments or any body subject to the control of the central government in respect of the activity in question.

Explanatory note:

In the case of the European Communities the provisions governing central government bodies apply.  However, regional bodies or conformity assessment systems may be established within the European Communities, and in such cases would be subject to the provisions of this Agreement on regional bodies or conformity assessment systems.

7.
Local government body

Government other than a central government (e.g. states, provinces, Länder, cantons, municipalities, etc.), its ministries or departments or any body subject to the control of such a government in respect of the activity in question.

8.
Non-governmental body

Body other than a central government body or a local government body, including a non-governmental body which has legal power to enforce a technical regulation.
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