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7 March 2005

Committee on Technical Barriers to Trade
Workshop on Supplier's Declaration of Conformity 

21 March 2005
Background Note by the Secretariat

1. The Committee on Technical Barriers to Trade (the TBT Committee) agreed at its March 2004 meeting to hold a workshop on Supplier's Declaration of Conformity (SDoC) in March 2005.
  This decision was taken pursuant to the mandate contained in paragraph 40 of the Third Triennial Review (2003).
  The present note provides an overview of the key issues raised in relation to SDoC based on the submissions
 and statements made in the TBT Committee to date.  Its purpose is to assist Members in their preparation for the workshop on SDoC.  
2. The first section of the note presents SDoC in the context of the TBT Agreement, and summarizes the discussions held on the topic in the TBT Committee and in the WTO.  The second section discusses elements for consideration in deciding whether SDoC may be used in a given sector.  The third section focuses on the implementation stage of SDoC and presents existing practice and procedures.  The last section sets out some of the benefits of the use of SDoC and explains the concerns that developing countries may have in relation to its use.
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II. SDoC in the TBT Context

A. SDoC and the TBT Agreement
3. SDoC
 is one type of conformity assessment procedure.  It is the 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.  However, it includes provisions on conformity assessment procedures in general.  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".

4. 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. 

5. Article 1 of the TBT Agreement acknowledges that in addition to the definitions contained in TBT Annex 1, some other definitions are relevant to the subject matter covered by the Agreement:  the definitions from the United Nations and those from international standardizing bodies.  Annex 1 also makes a direct reference, in its chapeau, to the definition of ISO/IEC Guide 2: 1991.  This Guide 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".
B. Discussions on SDoC in the TBT Committee

6. Conformity assessment procedures in general and SDoC in particular have been taken up frequently in the TBT Committee.  Already at the time of the First Triennial Review of the TBT Agreement (1997), reacting to the growing concern with respect to the restrictive effect on trade of multiple testing and conformity assessment procedures, 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.

7. 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, which triggered a more focused discussion on the issue of SDoC.  At the Second Triennial Review (2000), the Committee developed an indicative list of approaches to facilitate the acceptance of conformity assessment results, and SDoC was listed as one of those.
  The Committee noted, inter alia, that SDoC, when used in appropriate circumstances and for certain sectors, could be a less onerous approach for the assurance of conformity.
 

8. 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 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."

9. In preparation of the Doha Ministerial Conference, SDoC was discussed in the General Council under "Outstanding implementation issues" in the context of a proposal by India.
  Pursuant to the Doha Ministerial Decision,
 the Committee was mandated to address the Indian proposal and to report back to the Trade Negotiations Committee (TNC) at the end of 2002.
  In its report to the TNC in 2002, the TBT Committee acknowledged the need to further discuss the issues raised in India's proposal of June 2002
, which reads, inter alia: "it would be beneficial for the Committee to hold focussed discussions on the approach of supplier's declarations, in particular on how suppliers from developing countries exporting to markets of developed countries could benefit from this mechanism".
  The TBT Committee also noted that it had been addressing the issue of SDoC in the context of the triennial reviews of the Agreement.
 Since then, and on request of the Director‑General, the Chairperson of the TBT Committee has held open-ended informal consultations on the two outstanding implementation issues, including on SDoC.  His report to the Director‑General was communicated to all Members on 30 November 2004.

III. Elements for consideration in the use of SDoC
10. During the discussions of the Second Triennial Review, Members noted the importance of a particular regulatory framework being in place in order to ensure that the products entering a market on the basis of SDoC comply with relevant regulations and standards.
  
11. In the Third Triennial Review, the Committee noted that in the use of SDoC consideration should be given to the particular characteristics of the sectors and the products involved.
  Moreover, SDoC should be combined with effective products liability laws and a well-developed market surveillance system with: appropriate resources and enforcement powers;  penalties for false/misleading declarations;  appropriate incentives to encourage suppliers' compliance;  and consumer redress.

12. The Committee also stressed that the use of relevant international standards, guides or recommendations could provide transparency to the SDoC process, and support its value and usability.
  In addition, the TBT Committee noted that to facilitate reliance on SDoC, other conformity assessment procedures could be used such as test/inspection reports or certification results from third parties or in-house laboratories, accredited on the basis of relevant international standards, guides or recommendations.
 
13. The various elements mentioned above in the context of the Third Triennial Review are addressed below in five sections:  identification of the product coverage;  existence of a liability regime;  establishment of market surveillance mechanisms;  use of international standards;  and combination of SDoC with other conformity assessment procedures.
B. Product Coverage

14. The exchange of experiences on SDoC between Members has shown that SDoC is mostly used for products and sectors which involve a low or medium risk to health, safety and the environment.
  However, an analysis of risks is not the only factor that Members take into account in their decisions to allow for the use of SDoC for a specific product or in a specific sector.  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. 
15. Members have envisaged different strategies when deciding on the use of SDoC.  In Australia, the SDoC system is based on the notion of the demonstration of technical competence by the supplier at the pre-sale stage.
  In Brazil, a risk assessment methodology is used based on special software which takes into account the costs and benefits, as well as the economic, social, environmental factors and the level of commercial confidence that could be achieved through implementing SDoC programs.
  SDoC is seen as a good option when the "quality record" of a given product and the level of confidence between consumers and producers in a specific sector are good.
  In the European Communities, the risk factor is important, but not the only factor in deciding whether SDoC should be used.  It is possible that SDoC may be used even in product categories which are otherwise viewed as medium or high risk, such as electrical products.
  In the United States, the approach to SDoC is not exclusively guided by the risk analysis approach.  Rather, the infrastructure existing in the sector is an important consideration when deciding whether or not a product should be subject to SDoC.  For instance, the motor vehicles sector in the United States uses SDoC despite its high risk.
 
16. In light of examples provided by Members, SDoC has been used for the following categories of products: disposable lighters;
  electrical products;
  electromagnetic compatibility (EMC)
 and telecommunication terminal attachment equipment (TTE);
  electronic safety equipment;
  electronics;
  equipment for use in potentially explosive atmospheres;
  machinery;
  medical devices;
  motor vehicles and motor vehicle equipment;
  personal computers (PC’s) and PC peripherals;
  personal protective equipment;
  recreational crafts;
  steel profiles for power transmission towers;
  telecommunications;
  toys;
  vehicle catalysts;
  and, vehicular natural gas.

C. Liability Regime

17. When conformity assessment is based on SDoC, it is the supplier rather than the regulatory authority who is responsible that products comply with relevant technical regulations.  It is agreed, therefore, that a products liability law should be in place
 that ensures that anyone suffering injury from a defective product can claim damages against the supplier of the product.  Such a law would provide an incentive to suppliers to only put safe products on the market in order to avoid liability costs.
18. For instance, in the European Communities,
 regardless of the conformity assessment procedure chosen, manufacturers and importers are always liable in the case of a product causing damage to an individual or private property, pursuant to the Directive on product liability.
  The Directive covers all products with a limited number of exceptions.
  If the manufacturer or importer can demonstrate that the product was not defective when it was placed on the market, the manufacturer or importer is not liable for damages.
  The injured party is provided compensation only if it is able to prove that it suffered damages because the product was defective, and that the damage was caused under normal conditions of use, including foreseeable misuse.
  The injured party does not need to prove that the producer was negligent.  This Directive has been transposed to the laws of each member State.  The actual application of the Directive is dependant on member States themselves and the penalty for faulty products may vary from State to State.
  
19. The liability regime in place in the United States requires an importer offering its product for importation into the United States to submit itself to the jurisdiction of US Federal courts by designating an agent in the United States who will receive legal papers on behalf of the manufacturer.
  

D. Market Surveillance

20. It seems that the lesser 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 actual conformity of products with existing laws and regulations.  It may be done by means of products samples,
 remedial actions when products do not comply,
 penalties for false or misleading declarations,
 "spot checks", customs inspections etc.
  Since there is a broad range of market surveillance activities, it has been stressed that responsible authorities need to have sufficient and appropriate resources, staff and powers to conduct effective surveillance activities.
  Market surveillance is carried out by the respective authorities and is often financed from public funds.

21. Several Members have shared with the TBT Committee their experience in terms of market surveillance of SDoC.  In Brazil, for example, a process of regular verifications is in place:  the first verification usually takes place six months after the implementation of an SDoC programme;   thereafter, verifications occur on an annual basis.
  When a product does not conform to relevant requirements, it is removed from the market.
  At the end of 2003, Brazil assessed the use of SDoC on disposable lighters and the evaluation showed a zero level of non-conformity.
  
22. In the European Communities, it is the responsibility of national authorities established by member States to ensure market surveillance and levy penalties for false or misleading declarations.
  Member States' organization of market surveillance varies:  some have a centralized system while others deal with it through local governments.
  Despite the differences in approaches and procedures, the European Communities is making efforts along with its member States through initiatives such as "joint visit programs".
  These initiatives could, in the future, lead to the application of common criteria for market surveillance for all member States.
  In the use of SDoC, the European Communities has identified, through market surveillance, two categories of products for which there is a high degree of non-conformance, namely electronic goods and toys.
  In the case of toys, when a fault is detected, the "safeguard clause" is used.  This means that if a problem is detected in one member State, all member States are immediately informed, steps are taken to withdraw the product from all markets and a system to investigate is set up.

23. In Chinese Taipei, provisions relating to market surveillance have been strengthened and the penalties for violations increased in order to deter manufacturers from marketing non-compliant products.
  The penalties that can be imposed for violations have been set at levels twenty times higher than those allowed in the original regulation.  For example, the minimum fine for violations involving false or incorrect labelling has been fixed at approximately US$ 2,900 compared to the US$ 140 stipulated previously.  Although the imposition of penalties may be the most effective tool in order to discourage manufacturers/importers from violating laws or regulations, for Chinese Taipei it is also important that the relationship between regulators and manufacturers and/or importers be collaborative.
  
24. Moreover, in order to evaluate the effectiveness of the SDoC system in the market-place, specially designed market surveillance programs are applied to selected products in Chinese Taipei.
  These have two parts, appearance checks and sample testing.  Appearance checks are used to monitor whether the inspection mark is affixed to the products.
  Sample testing involves purchasing products from the open market and testing to verify whether they are consistent with the information contained in the related conformity declaration and technical report.
  The first review of the system was carried out in August 2002, covering the appearance checks phase only and the second in December 2003 covering both parts of the surveillance programme.
  The first review found a non-compliance rate of 30 per cent, the most likely reason being that suppliers were unfamiliar with the requirements.
  To correct this, specific measures were taken to increase suppliers' awareness of SDoC and to remind them of the penalties that could be incurred through violations.
  The second review found a non-compliance rate of 0.5 per cent in the appearance check and 48 per cent in the sample testing.  Measures, such as the imposition of penalties and follow-up checks on the corrective action taken by the supplier, have been taken to remedy such a high rate of non-conformity.
25. In the United States, in the motor vehicles sector, the Department of Transportation’s National Highway Traffic Safety Administration (NHTSA) may test, for purposes of enforcement, the vehicle or equipment for compliance with one or more of the Federal Motor Vehicle Safety Standards after the product is on the market.
  If the product fails the test, and either the supplier or NHTSA determines that the product, in fact, does not comply, the supplier must notify the product’s owner and remedy the non-compliance at no cost to the owner.  Additional penalties may apply.

26. In addition, laws on mandatory information disclosure between seller and buyer and consumer education/information programmes are also important mechanisms of market surveillance in the United States.
  For example, the Fair Packaging and Labelling Act and similar Federal/state legislation provide suppliers with flexibility in labelling and advertising conformity of their products to standards and requirements established by the suppliers themselves.
   
E. International Standards

27. At the Third Triennial Review, the TBT Committee acknowledged that the use of relevant international standards could provide transparency to the SDoC process, 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 suppliers' declaration of conformity".  Following a recommendation to convert the Guide into a standard, CASCO prepared ISO/IEC 17050-1 on "Conformity assessment – Supplier's declaration of conformity – Part 1: General requirements" and ISO/IEC 17050-2 on "Conformity assessment – Supplier's declaration of conformity – Part 2: Supporting documentation".
  

28. Several Members have stressed that SDoC should be used in conjunction with international standards.
  Japan has stated that suppliers should use ISO/IEC 17050 to secure transparency and accountability of their procedures.
  Egypt has highlighted the flexibility of such a standard, as it is applicable to all sectors and leaves room for variations according to regulatory regimes, products, systems, etc.

F. Combination of SDoC with Other Conformity Assessment Procedures

29. The Third Triennial Review noted that 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 also facilitate the reliance on SDoC.
  In this context, several Members have suggested the possibility of combining SDoC with other approaches to conformity assessment, such as accreditation and certification.  
30. For instance, Canada believes that formal accreditation of private testing and inspection laboratories, operating in support of SDoC would help facilitate wider acceptance of the concept among regulators and the public.
  Private multilateral agreements between certification organizations, such as the successful IEC System for Conformity Testing and Certification of Electrical Equipment (IECEE CB Scheme), should also be studied to assess applicability to other sectors.
  Japan considers that to enhance the wide use of SDoC, it is important that suppliers use test/inspection reports from a competent third party or in house testing/inspecting laboratory whose ability and fairness are confirmed by accreditation in accordance with ISO/IEC 17025: 1999 on "General Requirements for the Competence of Testing and Calibration Laboratories".
  Similarly, in Australia, SDoC is based on accreditation, mainly applying ISO/IEC 17025: 1999 for laboratory testing.
  This means that Australia recognizes SDoC using foreign laboratories if these are accredited to conduct the appropriate tests by a signatory of the ILAC arrangement.

31. In the European Communities, in most cases of SDoC use, third party certification is not required.
  However, in some cases, such as for telecom equipment using radio frequencies, tests are required to be carried out to check the frequency used by the equipment.  According to the European Communities, this does not amount to third party certification, but simply complements the details already contained in the technical file established by the supplier to prepare the SDoC.  
32. On accreditation, if pure SDoC is used, there is no need for the involvement of any Notified Body (i.e. a certification or conformity assessment body), and the only requirement that needs to be fulfilled is the maintenance of the technical file.
  However, in some cases where certificates have to be issued by Notified Bodies, the EC regulations require such Notified Bodies to be accredited within the territory of the European Communities itself.
  It is possible for laboratories located outside the European Communities to enter into sub-contracting arrangements with Notified Bodies within the European Communities, which would assist in accessing the EC market.
  

33. In Chinese Taipei, a product must be labelled with an inspection mark, which differentiates it (by the presence of the letter "D") from those using other conformity assessment procedures.
  The registration or identification number given by the regulator to the supplier needs also to be shown on the product, so that the person responsible for that particular product in the market surveillance programmes can be identified, if necessary.

34. In the United States, the US Federal Communications Commission has adopted a rule which permits recognition of SDoC for PC’s and PC peripherals, provided supporting test results are obtained from an accredited laboratory (both accreditation programmes cited in the rule conform to ISO/IEC Guides 58 and 25).

IV. Existing SDoC Practice and Procedures

35. At a minimum, an SDoC identifies the supplier making the declaration, the product(s) covered and the relevant standard(s) or technical regulation(s).
  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 normally has the form of a separate document.  It may alternatively be made in a statement, catalogue, invoice, or user’s instructions relevant to the product.  The graph below attempts to give a simple snapshot of the technical infrastructure of conformity assessment and position the SDoC procedure in this context.  
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36. SDoC may be used to declare the conformity of a product with a standard or a technical regulation, or with both.  For instance, in Brazil, SDoC only applies to technical regulations and not to standards.
  In the European Communities, SDoC is also used in relation to standards and is mostly linked to the application of harmonized European standards elaborated by the European standardization bodies.
  In the United States, reliance on SDoC is prevalent with respect to voluntary standards.
 

B. Examples of SDoC Practice

37. 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 submissions and statements by Members, several steps have been identified:  the preparation of a technical file;  the preparation of the declaration;  the use of a mark;  the involvement of a third party;  and the follow-up of the declaration.

2. The Preparation of a Technical File
38. Suppliers usually prepare a technical file containing information about the product and its test reports.
  In Brazil, the existing procedure does not make testing requirements for SDoC mandatory in all cases;  testing is only required in situations considered necessary by the National Council for Metrology, Standardization and Industrial Quality (CONMETRO).
  In the European Communities, suppliers have the responsibility to prepare documentation related to the product to demonstrate that the product complies with the requirements.
  This is done through the technical file which is basically a set of documents that have to be made available to the authorities and the Notified Bodies upon request.
  The technical file includes documentation on design, manufacture and operational aspects of the product reflecting the results of an appropriate risk assessment and, if applicable, the test results obtained from a competent laboratory.
  
3. The Preparation of the Declaration
39. Suppliers then acquire the proper form, fill out the declaration and send it to the relevant authority.  In Brazil, the supplier must acquire the form, fill it out, and send it, together with other relevant documents, such as test report and quality system certificate, to the National Institute for Metrology, Standardization and Industrial Quality (INMETRO).
  The supplier must then await evaluation by the relevant authority of the completeness of the conformity assessment process.  In Chinese Taipei, the supplier must sign a declaration based on results of tests carried out by designated testing laboratories recognized by the Bureau of Standards, Metrology and Inspection (BSMI) and declare that the products comply with the relevant inspection standards.
 In the European Communities, the EC Declaration of Conformity is drawn up and signed by the manufacturer.
  This includes items such as the product, information on the manufacturer, applicable Directives and standards.
4. The Use of a Mark 
40. It may be the case that suppliers need to obtain a mark to market their product.  In Brazil, suppliers must obtain first a license to have the product bear the conformity mark.
  Two separate product marks are then required for SDoC:  the one granted by INMETRO, and a second mark displaying the regulation.  In Chinese Taipei, the product must be labelled with the inspection mark, the letter “D” and the identification number given by the BSMI.
  In the European Communities, irrespective of which conformity assessment system is used, the product is marked with the "CE" mark.
  The "CE" mark is affixed on products by the supplier before placing them on the market and reflects conformance with all mandatory requirements.  As such, the product marking does not distinguish between SDoC and third party certification.  Under the law of the United States, manufacturers of motor vehicles and motor vehicle equipment are required to certify that their products comply with all applicable Federal Motor Vehicle Safety Standards (FMVSS).
  This certification is in the form of a permanent label affixed to the product.  This label is required for all vehicles and equipment covered by the FMVSS, and must be present if a vehicle or equipment covered by the FMVSS is to enter the United States.  
5. The Involvement of a Third Party
41. In certain cases, a third party may be involved.  For instance, in Brazil, testing laboratories must be accredited and this requirement is equally applicable to Brazilian and foreign manufacturers;  moreover, all such laboratories must be accredited by the International Laboratory Accreditation Cooperation (ILAC).
  In Chinese Taipei, the SDoC procedure requires the supplier to be registered with the BSMI.
  And in the European Communities, for some categories of higher-risk products covered by the New Approach Directives, a third-party certification body must examine, test a product sample and issue a certificate before the product is placed on the market.
  

6. The Follow-Up of the Declaration

42. Some Members have stressed the fact that suppliers should keep a copy of the declaration and the relevant files.  In Chinese Taipei, the declaration and technical file must be retained by the supplier for at least five years after the product is no longer produced or imported.
  In the European Communities, the file with a copy of the SDoC must be kept during a period ending at least 10 years after the last product has been manufactured and make it available to the relevant national authorities for inspection purposes.
  
C. SDoC Procedures and the Information Technology Agreement
43. The participants in the Information Technology Agreement (ITA) have recently adopted "Guidelines for EMC/EMI
 Conformity Assessment Procedures", which are informative of the various levels of regulatory involvement that may be considered in using SDoC.
  These guidelines contain a list of the different types of conformity assessment procedures used by ITA participants in respect of ITA products.  Four of the six procedures identified are SDoC.  Pursuant to these guidelines, ITA participants that have conformity assessment procedures are encouraged to use one of these SDoC procedures.
 
44. The four types of SDoC are summarized below in descending order of complexity:
 
The supplier of the equipment declares the equipment meets the technical and administrative requirement, and:
(a) SDoC type 1:  A testing laboratory recognized by the regulator tests the equipment and the supplier registers this equipment with the regulator;
(b) SDoC type 2:  The supplier bases its SDoC on test reports by a testing laboratory recognized by the regulator but registration of the equipment with the regulator is not required;

(c) SDoC type 3:  The supplier registers the equipment with the regulator but testing by a recognized laboratory is not mandatory; and

(d) SDoC type 4:  Registration with the regulator and testing by a recognized laboratory are not mandatory. 

V. Other Matters
45. The Third Triennial Review has 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 level of competitiveness.
  

46. Economic benefits of SDoC identified in the TBT Committee mostly relate to reducing administrative costs for regulators which allow them to spend greater resources on post market surveillance:
  facilitate market access without prejudice to the fulfilment of legitimate public policy objectives;
  identify an accountable party in the event that non‑compliance is detected by placing legal liability on the supplier;
  and generally reduce the need for more intrusive regulatory interference in the marketplace
 and encourage industry to self-regulate.

47. SDoC may also be beneficial to suppliers by:  cutting down their expenses and improving their competitiveness;
  avoiding discrimination on the basis of the geographic location of a conformity assessment body
 and providing flexibility in the choice of location to have a product tested;
  reducing the uncertainty associated with mandatory testing by designated laboratories based in foreign countries;
  reducing compliance costs;
  being less time consuming and reducing the time needed to access the market;
  and generally facilitating conformity assessment for small and medium sized enterprises (SMEs).
  
48. Finally, SDoC may help promote product innovation and improvements
 and allow consumers the freedom to select products which have the characteristics that they (not the regulator) deem important, while at the same time protecting the consumer from false or misleading labelling or advertising.
  
49. Developing country Members have raised concerns on their ability to use SDoC mainly in relation to their lack of technical infrastructure,
 products liability regimes
 and 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.
 

50. Some developing country Members have highlighted their need in the area of technical assistance and capacity building in order to establish a market surveillance system and train regulator staff.
  To help developing countries benefit from SDoC and promote the acceptance of their SDoC in developed countries, Thailand has proposed that the TBT Committee consider ways to assist them in their proceeding towards SDoC and acquiring the supportive law.
  This would enable both importing and exporting countries to have the same level of legal protection.

51. In the context of combining SDoC with accreditation, Japan and Canada have suggested that supporting the effort of conformity assessment bodies in developing countries participate in the IECEE CB scheme was important in terms of capacity building on SDoC.

Annex 1: Members' Submissions on SDoC (1995-2004)
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	Title
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	Canada
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	22 September 2000, G/TBT/W/143, para. 11

	
	Main Objectives for the Third Triennial Review of the TBT Agreement
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	Japan
	Third Triennial Review of the TBT Agreement
	1 July 2003, G/TBT/W/222, paras. 8-9
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	Third Triennial Review of the TBT Agreement
	25 June 2003, G/TBT/W/211, para. 7

	Chinese Taipei
	Implementation of Supplier’s Declaration of Conformity
	12 March 2003, G/TBT/W/195

	
	Follow-up Report on the Implementation of Supplier's Declaration of Conformity
	16 March 2004, G/TBT/W/195/Add.1

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

	
	The Third Triennial Review
	17 October 2003, G/TBT/W/230 and Corr.1, paras. 6-10

	United States
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ANNEX 2:
TBT Provisions Relevant to SDoC and 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.

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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