Retirado do documento (G/TBT/M/35)

ANNEX 1: TBT WORKSHOP ON SUPPLIER'S DECLARATION OF CONFORMITY

21 March 2005

1. At the Third Triennial Review of the TBT Agreement, concluded in November 2003, the
Committee agreed to a Work Programme on conformity assessment to improve Members'
implementation of Articles 5 to 9 of the TBT Agreement and, in particular, to promote a better
understanding of conformity assessment systems.' In 2004, the Committee discussed the issue of
conformity assessment under three sub-headings: (i) Supplier's Declaration of Conformity (SDoC),
(i1) Accreditation and (iii) Other Issues Related to Conformity Assessment. The workshop, held in
Geneva on 21 March 2005, focused on Supplier's Declaration of Conformity as one approach to
facilitate the acceptance of conformity assessment results.” The participation of 93 representatives
from developing country Members was sponsored by the WTO through the Global Trust Fund.

I1. GENERAL

A. OVERVIEW OF THE TBT COMMITTEE'S WORK ON SUPPLIER'S DECLARATION OF
CONFORMITY
2. The WTO Secretariat’ presented a background note contained in JOB(05)/30. It was

emphasized that this note was intended to assist participants in preparing for the meeting and
provided an overview of the key issues, submissions and statements made in respect of SDoC in the
TBT Committee to date.

3. The representative of the European Communities made the point that while there were
certainly benefits from the use of SDoC (costs for third party assessment were avoided), its use also
entailed some administrative costs. For instance, market surveillance could be needed in some
circumstances and there had to be procedures in place for follow-up in cases of product failure.

B. THE ISO/IEC STANDARD ON SUPPLIER'S DECLARATION OF CONFORMITY (ISO/IEC 17050)
1. Statement
4. The representative of the ISO”, stated that with regard to SDoC, there had initially been an

ISO guide on SDoC: Guide 22 (published in 1996). This Guide had constituted the starting point
for elaborating a fully-fledged international standard addressing SDoC: the ISO/IEC 17050
(published in 2004). There were two parts to this standard. Part One contained general
requirements for companies and organisations making their own claims on conformity. It covered:
(i) the indication of the general responsibilities of the issuer; (ii) the content of the Declaration of
Conformity (DoC); (iii) accessibility to the DoC; (iv) marking and labelling of products with the
DoC; and, (v) the duration of the validity of the DoC. An annex provided an example of the DoC.

' G/TBT/13, para. 40.

2 The full program is contained in G/TBT/GEN/15.

* Mrs. Ludivine Tamiotti, Legal Affairs Officer, Trade and Environment Division.

4 Mr. Allan Bryden, Secretary General, International Organization for Standardization (ISO).



5. In respect of the content of an SDoC itself, the representative of ISO stressed that it had to
contain, as a minimum: (i) a unique identification (that related the declaration to a given product or
process); (ii) the name, contact address and signature of the issuer; (iii) an identification of what
the declaration covered (for example, product description, type and extent of management system);
(iv) the complete list of specified requirements, including standards, that the declaration was based
on; (v) the date and place of issue; and, (vi) any limitation related to the validity of the declaration.

6. Regarding marking, it was pointed out that product marking had to be done in such a way
that it would not be confused with any certification mark (third party conformity assessment).
Moreover, such marking had to be traceable back to the issuer. The issuer had to have procedures
in place to re-evaluate the validity of the declaration of conformity when: (i) there were changes
that affected the object’s design or specification (for example the changes to the actual product,
management system etc); (ii) there were changes to the specified requirements (including
standards) that related to the object of the declaration; (iii) there were changes in the ownership or
management of the issuer; (iv) there was any relevant information which indicated that the object
no longer fulfilled the specified requirements.

7. Part Two contained guidance that covered the content of supporting documentation. This
guidance included: (i) the description of the object of the declaration of conformity, including
design documentation; (ii) the conformity assessment results, such as a description of the method
used to determine conformity, the actual results (for example, audit reports and test results) and
records on the evaluation of those results which had led to the declaration of conformity; and, (iii)
details of the relevant qualification and technical competencies of those involved in determining
conformity. Document management was key to the efficiency of any requirement. Thus, Part Two
also related to the management of supporting documentation in terms of: (i) traceability for the
declaration of conformity; (ii) the availability of any supporting documentation; and, (iii) the
retention of supporting documents for conformity assessment.

8. Regarding the use of the SDoC ISO/IEC Standard, the representative of the ISO stressed
that SDoC could be a cost effective conformity assessment method. It could also be used as a
method for achieving public policy goals when risks associated with product failure were
considered low.

2. Discussion

9. The representatives of Antigua and Barbuda and Grenada expressed concern about the fact
that WTO Members, who were not full members of ISO, were limited in their participation in the
standards development process. They stressed that becoming a member of ISO was a costly process
and many could not afford it. Thus, they could not directly influence the standards development
process. This was troubling as the TBT Agreement made specific reference to the use of
international standards and Members were expected to use those standards.

10. The representative of the ISO stressed that the minimum membership fee of ISO had to be
seen against the background of the benefits that membership offered. Some 149 institutes or
organisations responsible for standardization in their home countries were currently members of
ISO. Through their participation in ISO they received access to knowledge and expertise which had
been developed and was contained in the standards themselves. Furthermore, ISO produced about
1,100 international standards per year. Nevertheless, the representative of ISO acknowledged that
for smaller economies it could be difficult to take an active part. In 2004, ISO had therefore
adopted a five-year action plan to increase the participation of developing countries in its work.
Since then there had been a significant increase in developing country membership.



11. The representative of the United States asked for more information on the extent to which
there had been developing country participation in drawing up the particular standard on SDoC.
Moreover, the US representative asked how the SDoC-mark, which needed to be traceable back to
the issuer, could be distinguished from a certification mark.

12. Regarding participation, the representative of ISO indicated that 99 of the 149 members of
ISO were members of its Conformity Assessment Committee (CASCO). Though he was unable to
provide Members with exact figures regarding the vote on the SDoC standard, he assured the
Committee that developing countries had had the opportunity to be involved. Regarding the mark,
it was clarified that the standard did not indicate that there needed to be a mark, but merely that, if
there was a mark associated with it, it would have to be clearly distinguishable from any third party
certification mark. The mark for a SDoC would be the mark of the supplier and a statement that the
DoC had been carried out according to an international standard in terms of the content, the layout,
etc.

13. The representative of Mexico asked why ISO CASCO had developed the standard on SDoC
in the first place: had there been a petition or concern on the part of the private sector, or had the
incentive come from somewhere else? Also, Mexico asked whether the ISO, in the course of its
regular review’, would carry out an evaluation on how many countries had actually adopted the
standard.

14. The representative of the ISO noted that there was an ISO policy on the development of a
standard when there was a clear recognition of the need to do so. The way the ISO formally
recognized such a need was through national votes on the creation of a "new work item". In the
case of SDoC, the incentive to take the vote had come on the one hand from the private sector,
because of the various practices of SDoC which could lead to confusion in the market, and, on the
other hand, from regulatory authorities, which had also been interested because they desired some
formal guidance on how to use SDoC. Regarding the review, it was confirmed that the review of
ISO's standards took place at least every five years, unless there was a reason to start earlier. In this
context, the use of the standard would certainly be checked. However, it was pointed out that not
all countries formally adopted the ISO standards. A number of countries made direct reference to
ISO's standards by referring to them as "international publications". Hence, actual use of the
document in the market could be greater than what would be reflected in a count of the number of
national "adoptions".

15. The representative of Argentina asked how significantly the use of SDoC contributed to
cost reduction and whether there were any studies which addressed the average reduction in cost
across sectors compared to third party evaluation of conformity (certification).

16. Regarding the incentive to develop ISO/IEC 17050, the representative of the United States®,
recalled that the original Guide 22 had been used successfully for many years via voluntary
adoption by industry and also by some regulators in the EU, Australia and New Zealand. The
incentive to further develop it had come from industry when it was trying to persuade more
governments to use SDoC. Some of the feedback that had been given by the governments was that
the original standard, ISO/IEC Guide 22, was not rigorous enough and that it had to be updated and
revised to add more substance to it. The US industry raised the issue through its national body to
ISO and requested a revision to that standard. Now that more requirements had been added to make
it more rigorous, ISO/IEC 17050 gave more confidence to the regulators.

5 Which was due in 2009 for ISO/IEC 17050:2004.
¢ Mr David Ling, Hewlett Packard.



17. The representative of Guyana stressed the need for more technical assistance in terms of
implementing the new standard and putting in place the appropriate regulatory infrastructure. He
was concerned that in the absence of such assistance, small economies would not benefit from the
standard. In fact, the Workshop was probably the first time many developing countries had heard of
the ISO/IEC 17050. It was unclear to what extent the standard had been implemented so far and
what kind of institutional arrangements and infrastructure had been established by those countries
that had done so.

18. The representative of China noted that SDoC could be combined with many other
conformity assessment methods, such as second and third party evaluation. In any case, the
supplier had to retain the choice of deciding which measure should be applied.

19. The representative of the ISO, emphasized that the choice between the different approaches
to conformity assessment depended on many factors and, from a regulators point of view, risk was a
dominant one. Moreover, the decision of the regulator could depend on its capacity to organize
market surveillance. It was recognized that the use of SDoC depended to some extent on the
possibility to act through market surveillance to avoid faulty declarations of conformity. At the end
of the day, the central question was how to make sure that what entered the market complied with
the requirements placed on that specific product or activity. The use of SDoC was not exclusive
vis-a-vis other forms of conformity assessment: it was one option.

I11. MEMBERS' EXPERIENCES

A. THE GOVERNMENT'S PERSPECTIVE'

1. New Zealand's Experience with Regard to Electrical Equipment

(a) Statement

20. The representative of New Zealand® stressed that his country's electrical safety regulatory

system in the field of electrical equipment was fundamentally based on consumer protection and
safety and was closely harmonized with the regulatory system of Australia.’ It had three tiers: (i) a
universal requirement for compliance with essential safety provisions, which was based on the
European Low Voltage Directive (LVD) and had been in place approximately since 1988; (ii) a
formal SDoC requirement for a selected range of medium-risk products (these products were
selected jointly with Australia, according to the risk they constituted to the public); and, (iii) for a
very small range of products that posed a higher risk for a variety of reasons, a pre-market approval
regime was in place. All Australian approvals were accepted into the New Zealand marketplace.
Thus, the two countries' regimes for electrical safety were completely harmonized.

21. New Zealand's SDoC regime had been introduced in the late 1990s to implement the Trans-
Tasman MRA with Australia; it required the strict pre-market approval for fewer products than
Australia and the SDoC regime was applied to those products requiring pre-market approval in
Australia but not in New Zealand. SDoC existed in New Zealand in the form of four different

7 Speakers in this section were asked to address, inter alia, the following issues: (i) what reasons and factors (such as risk)
should be taken into account when deciding to apply SDoC in a particular sector (and not in others); (ii) whether SDoC should be used
alone or in combination with third party assessment; (iii) how, in applying SDoC, international standards are taken into account; (iv)
what basic institutional and legislative infrastructure needs to be in place to use SDoC (for example in respect of product liability law and
consumer redress); (v) how compliance is ensured and what experience exists with respect to surveillance and enforcement (incentives
that could be used to encourage compliance and experiences with penalties for non-compliance); (vi) how the use of SDoC by developed
country Members can facilitate imports from developing country Members (G/TBT/GEN/15).

8 Mr. Peter Morfee, Principal Technical Advisor at the New Zealand Energy Safety Service.

? Further information on the New Zealand system can be obtained from the web address www.ess.govt.nz.



regimes: (i) a generic regime for supplier liability that, although it required no formal declaration,
still held suppliers accountable for safety; (ii) a formal declaration of compliance regime for
electrical safety which required the supplier to make a declaration and keep it on file; (iii) a gas
equipment web site, which was based on formal declarations; and, (iv) an EMC'" regime where the
supplier also kept the formal declarations. That EMC regime was aligned with those of Australia
and the European Union. Hence, EU certification was accepted.

22. In addition, New Zealand operated a performance-based regulatory regime to support
technical innovation. This added some complications to the SDoC system because it raised the
question of which standards might be applied. If the standard was not clearly mandated, the
supplier had some flexibility to choose alternative standards to fulfil the performance objectives.
Also, there was the question of who could certify to the fundamental safety parameters. New
Zealand was currently grappling with this issue, because it had few technical certification agencies
that could do so and it was unclear how other global and regional standards applied. New Zealand
mainly used Australian and its own standards, but also accepted some international and other
regional standards as being equivalent.

23. The aim was to achieve an effective reduction in technical regulatory intervention. The
most serious challenge in this regard, when introducing a system of SDoC, particularly where a pre-
market approval system was being replaced, was how to justify failures of compliance in the case of
an incident of serious consequence. New Zealand's Energy and Safety Service had come to the
conclusion that in order to address this challenge, there needed to be some form of risk balancing
factor available for implementation as part of the change to a SDoC regime.

24, Compliance in the New Zealand marketplace was generally good; this was a consequence
of an effective post-market monitoring regime which consisted of a number of components. First,
sharing of market compliance information with the Australian and other regulators, resulted in very
low costs for monitoring efforts. In fact, 90 per cent of the cost of surveillance in the New Zealand
marketplace was borne by Australia, the European Union and other parties. Hence, particularly
where there were common standards, SDoC had some significant enforcement benefits. Second,
surveillance of the market by industry parties: New Zealand’s Energy Safety Service had found
that much of its market surveillance was in fact carried out by the competitors in the marketplace.
It was not unusual that suppliers tested their competitor's products and then informed the regulator
about the results. Third, targeted auditing programmes: an Incident Reporting and Investigation
Scheme as well as the responsible attitude of most suppliers contributed to satisfactory compliance.

25. In New Zealand's experience, SDoC worked well under certain circumstances. First, one
precondition was a well-known, internationally aligned and recognized standard for the product in
the marketplace. This made it easier for the suppliers to declare exactly what they were complying
with. Second, regulatory control over the product in a parallel market that used the same standard,
including the manufacturer’s economy. In New Zealand’s case, these markets were Australia or
Europe. Third, a good relationship between the manufacturer and the supplier. There had been
some serious problems in New Zealand where the manufacturer was not aware of the standards that
the supplier was declaring against. New Zealand’s Energy Safety Service agency had also found
that large companies complied particularly well when they were involved in the actual product
distribution (either importation or sale). Finally, SDoC performed well when functional MRAs
with other regulators existed and when SDoC regimes had harmonized provisions.

' Electromagnetic Compatibility.



26. However, New Zealand also found that SDoC did not work well under certain conditions.
In particular, when there were alternative global standards with deficiencies in safety outcomes, or
when recognized standards were not available. In these cases, problems tended to arise. Moreover,
products which were from suppliers who manufactured to a different voltage or frequency
requirement constituted a difficulty for New Zealand’s electrical safety regulator. This occurred
when the manufacturer was not the supplier or not knowledgeable of the market requirements.
When small-scale importers and small-scale retailers were involved, SDoC had also not yielded the
desired results.

27. New Zealand and Australia were reviewing their regulatory regimes and proposed to
introduce a common mandatory SDoC scheme for all products. Currently, Australia did not yet
have an SDoC regime and New Zealand only applied its regime to a small number of products. In
the future, it would be likely that Australia and New Zealand would apply a mandatory SDoC
scheme to all products, supplemented by a pre-market approval system for high-risk products.

28. From the New Zealand Energy Safety Service’s experience, there would be merit in having
an "international regulators' forum". Also, a global product hazard alert system, which would
inform regulators of product failures in the marketplace, could also be useful. In fact, the idea of a
global, internet-based SDoC system needed to be explored. It was stressed that New Zealand had a
very small and open market — there were few manufacturers in the marketplace and these often
served niche markets, so most products were imported. In a narrow sense, this implied that New
Zealand's problems in regulating its economy were common to those of developing economies.

(b) Discussion

29. The representative of Mexico stressed that SDoC could not function if there were no well-
developed post-market surveillance mechanisms. Regarding the three-tier system for electrical
product safety, Mexico asked on what basis a particular system was chosen. What analysis was
carried out to decide this? Mexico emphasized that the relation of #rust — in this case between
Australia and New Zealand — was a very important element.

30. The representative of Chile asked for some clarification of the term "pre-market approval".

31. In response to Mexico regarding the three-tier system, the representative of New Zealand
said that the choice of intervention was based on a number of risk criteria which were evaluated
jointly with Australia. The most important criteria were: the occurrence of unsatisfactory products
in the marketplace; the way in which the domestic market behaved in terms of compliance aspects;
and, a safety assessment of the product itself, taking into account the product category. For
example, electric fence energizers were potentially quite dangerous because they had exposed
components on them. Regarding the enforcement infrastructure, it was stressed that it was possible
to use other markets' non-compliance information, if their standards were acceptable and if products
were shared. Thus, a regime could include enforcement but would still not need a very strong
compliance infrastructure within its own economy. New Zealand had very few test labs and
accepted testing from other countries around the world. Regarding "pre-market approval”, it was
pointed out that New Zealand had a mandatory standard: it required testing in an accredited testing
facility of a sample of the product. This was not a batch testing regime. Such testing could be
carried out in a number of internationally accredited testing laboratories worldwide. If the product
had been found to comply, the pre-market approval could be issued by (i) the regulator in New
Zealand or Australia, or (ii) agencies with whom New Zealand had an MRA. Hence, testing could
be done within New Zealand or within the economy of manufacture.



32. The representative of Trinidad and Tobago noted that his country's market was small and
open so that almost all electrical products were imported. The problem it faced was that a wide
range of products were imported, but in very small quantities each. The product standards used
were mainly international standards for manufacturers. The representative thus wanted to know
what type of standards the New Zealand regulator used for electrical products.

33. The representative of Grenada asked what had been meant by "small players" in the context
of SDoC not working well. She also asked about the cost of implementing the global alert system
that Mr. Morfee had recommended.

34. The representative of Egypt asked on what basis New Zealand differentiated between
medium-risk products and high-risk products. Also, he wanted to know which types of risk were
addressed by the auditing programmes Mr Morfee had mentioned when talking about compliance.

35. The representative of the United Nations Economic Commission for Europe (UNECE)

suggested that Members prepare a list of practical problems impeding the use of SDoC in order to
further the discussions and find concrete solutions for particular problems.

36. Regarding "small players", the representative of New Zealand stated that his statement had
been based on the analysis of cases where problems occurred. For instance, there had been major
problems with very high technology, specialist equipment of which only one exemplar each had
been imported. The general problem with that kind of small batch imports was that in order to
make a profit on the deal, companies tended not to spend much time on securing documentation
from their suppliers. So, in fact, it was the size of the manufacturing base that mattered.
Nevertheless, even if import quantity was small, by networking with other regulators, it was
possible to find out the problems of specific products.'' It was stressed that most problems occurred
when products were manufactured in deviation from the usual standards. On the issue of the cost of
the global hazard alert system, Mr Morfee pointed out that the system New Zealand already
operated with Australia, which had ten different regulators on board, cost very little — this was
simply an e-mailing list and did not need a large database. Also, each economy kept track of all its
hazard information and posted it on a web site where other regulators could access it.

2. Market Surveillance Mechanisms for Industrial Products in Chinese Taipei12
(a) Statement

37. The representative of Chinese Taipei'” explained that for each product that fell under
mandatory SDoC, the Chinese Taipei Bureau of Standards, Metrology and Inspection (BSMI),
announced which standard applied and which technical documents were to be prepared. Products
that posed low safety risks, such as computer components, had been selected as the first group for
which SDoC had been implemented. The testing which was required before making a declaration
had to be carried out either by the BSMI itself or by testing laboratories it recognized. A complete
SDoC would hence include necessary technical documentation as well as a signed declaration of
conformity regarding the applicable standards. Moreover, the technical file had to be retained for at
least five years after the product was taken off the market.

" For instance, a multinational manufacturer was unlikely to produce only twenty or fifty items for a one particular economy.
This meant that there would probably be thousands or tens of thousands in other markets. If a regulator could find out where were and
what problems they caused, a small import quantity would not matter.

'2 For more information, consult: http://www.bsmi.gov.tw.

'3 Mr. Bing-Yuan Liou, Senior Specialist, BSMI, Ministry of Economic Affairs.



38. Should the BSMI carry out a check of the product in the course of market surveillance, the
SDoC would have to be presented to the BSMI within 24 hours; for the technical documents the
time-limit was ten days. Specialized personnel collected information on non-compliance, analysed
risk factors, conducted product checks, supervised the recall or improvement of products by
manufacturers and provided information and advice to consumers and suppliers. Market
surveillance took place where products were displayed and sold, at production or storage sites as
well as in locations where the products were in use, such as work places. Market surveillance plans
were drawn up on an annual basis. These were elaborated by taking into account risk assessments,
lessons-learnt from previous surveillance activities and the characteristics of products and product
areas. Also, information on compliance was gathered from the public via volunteers that were
selected to help monitor consumer goods and also from consumer protection groups.

39. The implementation of market surveillance in Chinese Taipei entailed drawing up
inspection plans, education programmes for manufacturers and distributors, sample purchases in the
market place as well as sampling from the production or storage sites. Sampling was done in order
to check whether commodities had passed the required tests, whether the appropriate mark or label
had been affixed and so as to monitor imposed recall time limits or violations of display
prohibitions. Penalties for non-compliant products were bans on production, sale or import,
requiring corrective action within a time-limit, or fines.

40. Two market surveillance plans had been implemented in 2003 and 2004, respectively.
Appearance checks (whether the mark was affixed or not) yielded a non-compliance rate of 2 per
cent in 2003 and one of 6 per cent in 2004. Sample Testing (regarding the declaration of
conformity, technical documentation and EMC testing) revealed a non-compliance rate of 47.7 per
cent and 24 per cent respectively. Hence, Chinese Taipei's experience with SDoC had not been
particularly successful as the non-compliance rate was relatively high compared to the rate under
other conformity assessment procedures. Factors that had possibly affected the success of SDoC
included the completeness of the legal framework, how manufacturers interpreted that legal
framework, the government's financial, human, and informational resources, consumers' awareness
about and confidence in product certification, a lack of confidence on the part of the regulators, or
the effectiveness of the market surveillance mechanism.

41. The representative of Chinese Taipei stressed the need to share experiences on how post-
market surveillance was conduced in an effective way. In his opinion, market surveillance was key
to a successful SDoC regime: meaning one that ensured the safety of consumers and yielded
benefits for manufacturers through deregulation and simplified procedures.

(b) Discussion

42, The representative of India asked how it was possible that in 2003, for the "sample testing"
a non-compliance rate of close to 48 per cent had been discovered given that a 5 per cent non-
compliance rate in the "appearance checks" had pointed to almost full awareness about the SDoC
requirements on the part of the suppliers and importers. He also asked what the increase in non-
compliance in the "appearance checks" from ' per cent to 6 per cent between 2003 and 2004 was
due to.

43. The representative of Barbados asked how the length of time for testing and inspection of
products had been decided. Barbados had come across cases where a trade-off had to be made
between thorough, lengthy testing on one hand and not impeding business development on the
other. On penalties for non-compliance he noted that small countries, such as his own, sometimes
had no choice other than completely banning a non-complying product from the markets because



foreign manufacturers were not always willing to make adjustments to products for a country that
constituted such a small share in their revenues. Taking that decision was, however, not necessarily
in the overall interest of the country.

44, The representative of the United States asked if penalties had actually been imposed by the
authorities in detected cases of non-compliance.

45. The representative of Chinese Taipei confirmed that a company that had actually affixed an
SDoC label showed that it understood what the government's requirements were. In assigning
penalties, his agency distinguished between offences of labelling requirements and non-compliance
regarding standards. A fine was applied if non-conformity with standards was detected, while
faulty labelling was dealt with by merely imposing a time limit for corrective action. Turning to
Barbados, it was stressed that Chinese Taipei required imports to comply with government rules. If
this was not the case, importation would be held up. In the case where the manufacturer of a non-
compliant product was located in Chinese Taipei, the BSMI would immediately stop production.

46. The representative of Antigua and Barbuda noted that this second presentation had once
again confirmed that SDoC would only work well in economies with sufficient resources for
implementing the necessary infrastructure. Similarly, the representative of St. Lucia noted that in
the experience of Chinese Taipei, there had apparently been instances where suppliers were
declaring conformity to standards which the manufacturers themselves were unaware of. Hence,
the emphasis on market surveillance. Yet this was costly — and additional procedures themselves
could constitute unnecessary barriers to international trade.

47. The representative of Japan inquired if the BSMI disclosed information on non-compliance
rates, such as the result of the sample testing in 2003, to the public and, if so, whether it also
informed consumers about which products were affected and who manufactured or imported them.
Furthermore, Japan wanted to know on what legal basis market surveillance was carried out and
whether the BSMI was founded on a form of general product safety law.

48. The representative of Chinese Taipei said that enforcement of SDoC involved considerable
human resources but that the BSMI was, nevertheless, coping. In fact, type testing and SDoC had
officially been introduced in the course of a very rapid transition from batch inspection as early as
2000, which had caused some resource problems for Chinese Taipei's regulators.

3. The Brazilian Experience with Supplier's Declaration of Conformity
(a) Statement

49. The representative of Brazil'* explained that INMETRO (the Brazilian National Institute of
Metrology and Quality) was responsible for the Brazilian Conformity Assessment System and was
also Brazil's official accreditation body."> Brazil employed all the traditional means of conformity
assessment such as certification, supplier's declaration, labelling, inspection and testing. Depending
on the applicable method, monitoring or products in the market could be done in two ways: by
inspection carried out by a network of public bodies under the supervision of INMETRO, which
established inspection procedures and provided training for the inspectors. INMETRO verified that
products bore the Brazilian conformity mark. In the event of irregularities, the inspectors could

!4 Mr. Alfredo Lobo, Director of Quality at the Brazilian National Institute of Metrology and Quality INMETRO).

'* The Brazilian Conformity Assessment System is a sub-system of the National System of Metrology, Standardization and
Industrial Quality (SINMETRO). SINMETRO is ruled by the guidelines of the National Council of Metrology, Standardization and
Industrial Quality (CONMETRO). The National Institute of Metrology, Standardization and Industrial Quality (INMETRO) is the central
executive body of SINMETRO. It manages the conformity assessment programmes and is also the official accreditation body in Brazil.



seize products or prohibit their sale as well as impose fines (up to around $US 1 million). The other
approach was market surveillance, which involved the periodical testing of samples of conformity-
assessed products collected at the point of sale. If non-conformance was detected, an analysis of the
cause would be performed.

50. It was stressed that SDoC was applied in Brazil only to products or services that posed
medium to low risks to the health or safety of the consumer or the environment. The objective was
to ensure, with an adequate level of confidence and with the lowest cost to society, that products and
services were compliant with the requirements of standards and regulations. In adopting SDoC,
maturity of the consumer relations, record of quality in the sector, the related costs as well as the
international standard ISO/IEC 17050 had been taken into account. INMETRO's regulations
stipulated that products which were subject to conformity assessment based on SDoC needed to be
periodically verified via market surveillance — and more frequently compared to products subjected
to third-party conformity assessment. A first verification would normally be performed no later than
six months after the introduction of the product and subsequent verifications would take place at
least annually thereafter.

51. It was stressed that SDoC was being implemented gradually in Brazil and was currently
used in the following sectors: disposable cigarette lighters; installation of vehicular natural gas
systems (VNG); angle iron made of hot-rolled steel; and, welded or seamless, carbon or micro-
alloyed steel tubes for use in the structure of transmission towers. Applying SDoC to fire
extinguisher powder and plastic chairs had already been recommended by feasibility studies.

52. Brazil's market surveillance programme gave priority to the assessment of requirements
related to health, safety and the environment. Products would be collected at the retail level and
submitted to INMETRO-accredited testing laboratories. A market survey regarding points of sale
in the country would be conducted at the same time in order to identify and chart the distribution of
manufacturers, importers, brands and models. This survey ensured that the sample was
representative regarding its size and its regional distribution. The most recent results for some of
the products under the SDoC regime are set out in Table 1.

Table 1
Market Surveillance — Supplier's Declaration Results
Name of the Product Non-Conformity
Disposable Cigarette Lighter 0%
Installation of Vehicular Natural Gas Systems 14.1%
Angle Iron made of hot-rolled steel 0%
53. In Brazil, there was a trend towards a higher incidence of non-conformities in services

compared to goods. However, the results presented in the chart were similar to those made in third
party assessments. In general, Mr. Lobo considered the use of SDoC in Brazil to have been very
positive. He noted that Brazil did not yet have any experience regarding the use of SDoC by
developed countries in order to facilitate imports from Brazil.

(b) Discussion

54, The representative of India understood that Brazil used specialized software for risk
assessment and asked which parameters were used to measure costs and benefits.



55. The representative of Haiti asked if, in the case of a product not conforming with the
quality standards, whether an importer or exporter should turn to the producer of that product or
directly to INMETRO, in the case of Brazil.

56. The representative of Brazil stated that Brazil's risk analysis methodology used information
related to the sociological, technical and economical aspects to select whether first, second or third
party conformity assessment was to be employed.

4. The Canadian Experience with SDoC in the Telecommunications Sector
(a) Statement
57. The representative of Canada'®, noted that there had been three main areas of consideration

when considering the use of SDoC in the Canadian telecom sector. First, the maturity of the
technology and the industry determined how experienced the regulator and the companies were in a
particular field. Second, low risk of the products covered was important. Regarding the telecom
sector, this meant low probability of interference or damage. Third, the regulator's ability to
monitor and enforce its regulation was key to the success of SDoC. This entailed the need for an
appropriate legal framework which was conducive to the verification and enforcement of product
compliance. Also, the regulator needed to have the internal capability to carry out the monitoring
activities properly.

58. In the Canadian telecom sector, SDoC was used for four product groups: terminal
equipment (meaning telephone, facsimile, etc.), radio equipment (albeit only with very low risk of
interference), broadcasting equipment (mainly on the receiving end, e.g. TV sets) and interference-
causing equipment (anything able to cause unintended radiation or radio frequency interference,
such as computer equipment or spark ignitions). Each product group had different requirements
(Figure 1, below). However, all schemes included mandatory marking. In none of the programmes
were the requirements combined with any certification requirements: it was always either
certification or SDoC.

Figure 1
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' Mr. Claude Beaudoin, Industry Canada, Manager of Interconnection Planning and Coordination.



59. For terminal equipment, SDoC had been introduced in 2002. It had been based on ISO
Guide 22 as the much broader ISO/IEC 17050 did not exist at the time. The program required:
registration with Industry Canada; that testing be performed by laboratories recognized by Industry
Canada; the marking of equipment (marking had to include the registration number and other
information such as the model number and the manufacturer); and, a Canadian representative for
audits and enquiries by the regulator. It was noted that the WTO ITA Committee'’ had developed
four generic forms of SDoC regimes for EMC-EMI'® products. In this respect, he pointed out that
the Canadian regime for terminal equipment was "Type 1"; for broadcasting equipment it was
"Type 3"; and, for interference-causing equipment "Type 4". In Canada, and for the Telecom
sector, there was no implementation of what the paper referred to as "Type 2"."

60. The importance of good post-market surveillance was highlighted. Mr. Beaudoin explained
that when the move had been made from certification to SDoC in 2002 for terminal equipment,
employees in the regulator's certification engineering bureau (pre-market activities) had been given
the responsibility of acting as a national centre to coordinate the monitoring programme (post-
market) for all the equipment that was subjected to SDoC. Fines of up to Can$25,000 for
individuals, and up to Can$250,000 in the case of corporations, could be imposed for non-
compliance. Theoretically, even imprisonment was possible but in most cases the response to non-
compliance by the suppliers was cooperative and punishment was a last resort.

61. On the results of verification of compliance, it was noted that each year, about 2 per cent of
the roughly 2,000 newly introduced products would be audited and that the level of compliance
since 2002 had been around 95 per cent. Cases of non-compliance were mostly of administrative
nature, e.g. faulty marking. Some audits were also conducted on the base of complaints from a
competitor or consumer. In the case of terminal equipment, market surveillance was facilitated by
the registration system which gave the regulator detailed information about the products in the
market and provided contact information. Equipment was selected for audit purposes based on
interference investigation, complaints from competitors or on a random basis.

62. In concluding the representative of Canada stressed that converting to SDoC did not mean
giving up regulation. However, communicating properly with the industry was of major importance
when introducing an SDoC regime. The use of SDoC could be facilitated by using international
standards, adapted to different levels of risk. The system could be implemented progressively.
Moreover, SDoC was consistent with the TBT principles, and, compared to the time-consuming
involvement of a certifier, time-to-market could be significantly reduced. In general, Canada
considered that SDoC functioned well.

(b) Discussion

63. The Chairman asked why a requirement for a Canadian local representative had been
included in the newest programme for terminal equipment (paragraph 59, above).

'7 Information Technology Agreement. It is noted here that the Committee of Participants on the Expansion of Trade in
Information Technology Products formally adopted, on 24 February 2005, "Guidelines for EMC/EMI Conformity Assessment
Procedures". These are contained in G/IT/25, 17 February 2005. For more background, see also G/TBT/M/33/Add.1, 21 October 2004,
paras. 192-197. It is noted here that the representative of Chinese Taipei informed Members that Chinese Taipei was in the process of
implementing what those guidelines classified as a "Type 3" SDoC regime.

'8 Electromagnetic Compatibility, Electromagnetic Interference.

' The representative of Chinese Taipei informed Members that Chinese Taipei was in the process of implementing what,
under those guidelines, were classified as a "Type 3" SDoC regime.



64. The representative of Canada replied that, as a regulator, the primary concern was about
risk and, for that reason, when starting the most recent programme, the idea had been raised to
include the local representative requirement. However, since it was considered an evolving
programme and countries aligned their requirements with each others, this requirement could be
changed or removed in the future.

65. The representative of the Democratic Republic of Congo asked how the distributor and the
manufacturer cooperated when taking corrective action in the case of non-conformity.

66. The representative of Canada noted that in most cases, once notified, a supplier or
distributor would quickly comply and remove the product off the market voluntarily.

5. The Korean Experience with SDoC in the Automotive Sector
(a) Statement
67. The representative of Korea® began by noting that in his country only vehicles that met

safety standards in conformity assessment procedures were licensed to operate. As Korea's
automobile imports and exports had risen rapidly since the 1990s, differences in safety standards
and conformity assessment procedures had become an important and growing problem.
Manufacturers at home and abroad had felt an increased burden of complying with additional
certification costs. Complaints from foreign automobile manufacturers and looming trade concerns
had persuaded the Korean government to take action.

68. First, Korea had harmonized its safety standards with international standards by joining the
UN-ECE W29”', which was the leading body in international harmonization of vehicle safety
standards (Figure 2, below). Korea also began participating in the APEC road transport
harmonization project in forming cooperative relationships with other countries (the European
Communities, the United States and China). In 2003, in an effort to rationalize its conformity
assessment procedures in the automotive sector, Korea had switched from type approval to SDoC.
However, prior to adopting SDoC in 1992, Korea had introduced a recall system. This had proved
very useful in establishing an efficient quality control system for manufacturers, and, it had the
added benefit of increasing consumer awareness.

2 Mr. Woo-Jin Jung, Deputy Director, Ministry of Construction and Transportation (MOCT), Republic of Korea.

21 It was pointed out that the UN-ECE W29 was originally a group working to harmonize safety standards among European
Countries. In 1995, it opened itself to non-European countries. W29 included two Agreements, one from 1958 and the other from 1998.
In 2001, Korea acceded to the 1998 Agreement and in 2004 to the 1958 Agreement. W29 had six expert groups under it that established
vehicle standards, exchanged information and promoted international co-operation. There was a special APEC group within W29 named
RTHP, which Korea had attended since 1996.
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69. In Korea's view there were several important benefits to using SDoC. Cost savings could
enhance market flexibility and enable the government to cut its budget without undermining its
policy objectives. International trade of automobiles had been significantly facilitated and there
was no discrimination of geographic location.

70. The necessary steps to declare conformity in the Korean regime were simple. First, the
manufacturer or importer had to register the testing facilities with the Ministry of Construction and
Transportation (MOCT). After successful testing, the manufacturer would declare compliance and
affix the relevant labels to the automobiles. As a last step, the MOCT needed to be notified of the
vehicle model's specifications. In the Korean experience, the prerequisites for the adoption of
SDoC included the level of technical know-how of the manufacturers, the degree of consumer
awareness and the existence of an effective market surveillance mechanism. With respect to the
latter, an active consumer role was an important component.

71. It was stressed that especially in relation to such safety risks as in the area of automobiles, it
was absolutely necessary to ensure compliance by the manufacturers. This was done through a
recall system. Vehicles were recalled when they did not comply with all the required safety
standards or a safety related defect was found. This process worked in a number of ways: In a
compliance test a vehicle was randomly selected” and tested. Alternatively, a defect investigation
was initiated when a vehicle was suspected of having defects because of consumers' complaints or
reports from vehicle inspection centres. If a non-compliance was identified, the manufacturer
would be given a chance to present a defence and a recall order would be given. Also, voluntary
recall by the manufacturer was possible if the manufacturer found non-compliance or defects.
Manufacturers could be fined up to $US 1 million.

72. The outcome of the recall system since 1992 had been a surge in the number of recalled
vehicles (Figure 3). According to Mr. Jung, reasons for this included enhanced consumer
awareness as well as active monitoring. Most of the recalls were due to safety defects rather than
non-compliance with safety standards. Moreover, most recalls had been voluntarily conducted by
the manufacturers. Mandatory recalls by the government were rare.

2 Vehicles were usually selected from models with high sales volume.
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(b) Discussion

73. The representative of Argentina asked whether the SDoC covered, apart from the issues
related to safety requirements, also pollution-related issues and if those were also enforced.

74. The representative of Korea confirmed that the SDoC included pollution standards.

75. The representative of the United States asked whether — given the success of SDoC in the
automotive industry — Korea would apply this scheme to other industry sectors, such as information
technology (for electromagnetic interference) or private safety, where there was less risk than in the
automotive industry.

76. The representative of Korea confirmed that his government would be implementing SDoC
for electronic products in 2006.

77. The representative of Guyana asked if SDoC applied to used vehicles being exported to
Korea.

78. The representative of Malaysia asked about the apparent contradiction in that Korea had
introduced SDoC even though it was a member of the 1958 Agreement of UN-ECE W29 which
required third-party certification.

79. The representative of Korea clarified that in order to adhere to the 1958 Agreement, Korea
ran a two-tier programme. Although SDoC was used for vehicles for domestic use, vehicles for
export would still be certified by the Korea Government.




6. The EC Experience with SDoC in the Electrical and Mechanical Sectors®
(a) Statement

80. The representative of the European Communities*, Mr. Georg Hilpert from the European
Commission, recalled that Article 28 of the EC Treaty stipulated free movement of products on the
European internal market. It prohibited all quantitative restrictions on imports and all measures
having equivalent effect between member States. Article 95 of the EC Treaty provided for
technical harmonization of European legislation. These two Articles were the basis of the so-called
"New Approach" Directives such as the Low Voltage Directive or the Machinery Directive. The
main elements of the New Approach Directives were conformity assessment, technical
documentation, "CE" marking and — most importantly — market surveillance.

81. The Low Voltage Directive (LVD) 73/23/EEC* had been adopted by the European Council
on 19 February 1973 with the aim of harmonising the laws of the Member States relating to
electrical equipment designed for use within certain voltage limits. In 1993, that Directive was
amended by Directive 93/68/EEC(5), the so-called "CE marking Directive", solely in respect of the
procedures for conformity assessment and conformity marking. The objective of this amendment
was to align the provisions concerning conformity assessment and the CE marking of electrical
equipment on those introduced for the "new approach" directives.

82. It applied to all electrical equipment designed for use within the "low voltage" range. The
LVD was a so-called "total harmonization" and "total safety" directive. "Total harmonization"
meant that there were no other legal requirements allowed in Member States; "total safety" meant
that the directive regulated all safety aspects of products which it covered. Under the LVD there
was a large system of European electro-technical standards; of the approximately 700 European
harmonized standards, 75 per cent were identical or at least based on international standards.

83. Regarding the conformity assessment under the LVD, the manufacturer had two
possibilities. The manufacturer could either apply his own technical specifications to comply with
the directive or he applied the relevant European harmonized standards. This gave the
manufacturer the opportunity to find alternative ways to fulfil the requirement of the directive, and,
therefore, facilitated innovation. = When applying the harmonized standards, however, a
manufacturer had to ensure and declare that his product fulfilled the requirements of the LVD.
Annex 4 of the LVD mentioned the procedure of internal production control. The manufacturer had
to prepare a technical documentation — which was to be kept for ten years — that would enable the
assessment of conformity of the electrical equipment to the requirements of the directive. The
manufacturer's declaration of conformity (SDoC) was part of that technical file. In the case of
LVD, the SDoC did not need to be delivered with the product under the LVD. The completion of
the conformity assessment process was signalled by the mandatory CE marking which was affixed
before the product was placed on the market. In cases where there was more than one applicable
directive, the SDoC needed to refer to all applicable directives.

84. Regarding SDoC in the EC, this had to identify: (i) the directives according to which it had
been issued, (ii) the manufacturer or his authorized representative, (iii) the "notified body", if
applicable, (iv) the product itself, and — where appropriate — a reference to harmonized standards or
other normative documents which had been applied. For electrical products covered by the LVD,

2 For more information see: http://europa.eu.int/comm./enterprise/electr_equipment/lv/index.htm, /comm./enterprise/
newapproach/legislation/guide/legislation.htm or /comm./enterprise/networks/eic/eic.html.

¥ DG Enterprise and Industry, mechanical and electrical engineering and radio and telecom terminal equipment industries.
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there was only SDoC. Hence, there was no third party involvement in the electrical area even
though the products could represent a high-risk (LVD covered voltages up to 1000 volts).
However, over the last 20 years, fatal electrical accident numbers in Europe had fallen dramatically.
Hence, in the view of the representative of the European Communities, having third-party
involvement did not necessarily increase the safety of products. In contrast, the Machinery
Directive provided for self-declaration in some product areas and for third-party certification in
high risk areas and the Pressure Equipment Directive had an even larger variety of different
conformity assessment procedures with third party intervention.

85. It was stressed that neither SDoC nor third-party certification systems worked without
market surveillance. On the issue of liability, it was stressed that the manufacturer always bore the
burden (Figure 4, below). According to the European Liability Directive (1999/34/EC),
certification bodies did not carry any product liability.

Figure 4
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(b) Discussion

86. The representative of Egypt asked, given the statement that third-party conformity
assessment was not necessarily needed for high-risk electro-technical products, what other factors
could affect the choice of conformity assessment method. Also, was it correct that products
destined to Europe from developing countries would not need third-party conformity assessment if
they were not included in the directive's listing of products for which third-party conformity
assessment was mandatory?

87. The representative of the European Communities stated the need for third-party
intervention was not necessarily correlated the level of risk. With respect to safety of electrical
appliances there was already a long history and tradition of standardization in Europe which had
lead to many well-established technical rules in the member States. When drawing up the LVD the
application of these rules without third party intervention had been recognised as one way to
comply with the directive’s safety provision. For other areas however, such as the Machinery
Directive, there was not much experience and only a few technical rules in the Member States, and,




therefore, it had been decided by the legislator when drafting the Machinery directive to require
third-party certification for high risk machinery.

88. The representative of Argentina asked whether, based on the EC perception that SDoC did
not necessarily affect product risk, it could be expected that the European Communities would
introduce SDoC into other sectors in which it had broad regulator experience. Secondly, she asked
whether the requirement for a legal representative continued to exist for areas where there were
mutual recognition agreements.

89. The representative of the European Communities replied that the European Communities
was in the process of revising the "New Approach" and that this revision could also affect existing
conformity assessment procedures. The objective was to eliminate differences between the various
directives as far as possible as well as to reduce, if appropriate, the number conformity assessment
procedures. Moreover, new mutual recognition agreements with non-EC countries were not a high
priority because the European Commission had realized that they did not help to achieve worldwide
technical convergence. Rather, they cemented existing legislation.

90. The representative of Mexico asked what exactly had been meant in terms of SDoC
incurring lower costs: was this in terms of the product price or the costs in implementing that type
of system? Clearly, if conformity assessment cost were to be borne by the government, there would
be a transfer away from the manufacturers, which imposed costs on the consumers via taxation.

91. The representative of the European Communities reiterated that it was the manufacturer
who was responsible for ensuring that his or her product was compliant with the requirements of the
directive. This was done through the application of either harmonized standards or internal
technical specifications. Since SDoC was merely a document on which the required information
needed to be set out, costs were low. The costs for the conformity assessment itself were of course
higher but had to be borne by the supplier, not the government — and these costs were lower than the
costs incurred from third-party conformity assessment. Regarding the costs for member States, the
SDoC regime could be costlier for the administration, because a functioning market surveillance
system was needed. However, market surveillance was necessary for all different types of
conformity assessment procedures, not just for SDoC.

92. Regarding market surveillance, the representative of Malaysia asked whether there was any
formal mechanism for coordination and co-operation between member States, such as information-
sharing, and, if so, how it was organized.

93. The representative of the European Communities explained that European market
surveillance authorities met at least twice a year in a so-called administrative co-operation working
group to coordinate their activities.

94. The representative of Kenya asked if there was any possibility of information-sharing
between developed and developing countries with regard to market-surveillance so that countries
with weak surveillance infrastructures could provide their consumers with safe products while
introducing SDoC.

95. The representative of the European Communities reiterated that, in his view, even with
third-party intervention necessitated market surveillance infrastructure, such as testing facilities.

96. The representative of Guyana asked about the occurrence of counterfeit CE markings on
electrical products due to the implementation of SDoC.



97. The representative of the European Communities noted that market surveillance authorities
could not identify counterfeit products, they needed the help of manufacturers to do this. The main
concern was compliance with the safety requirements.

98. The representative of Trinidad and Tobago wished to know more about the "CE" marking.

99. The representative of the European Communities stated that the "CE" marking was
essentially a statement from the manufacturer that it had fulfilled all the requirements which were
necessary under the directive. It was not a quality mark.

100.  The representative of Chile asked what function the "notified bodies" in the context of
SDoC.

101.  The representative of Egypt asked what incentives existed for suppliers to comply with the
requirements, besides liability? In addition, as the SDoC subject-matter was a TBT implementation
issue®®, he asked how developing countries exporting to markets of developed countries could
benefit from such a mechanism. Technical assistance needed to be provided to developing
countries so as to enable the setting up of needed regulatory and physical infrastructure (such as
market surveillance systems). The representative of Egypt also asked what kind of special and
differential treatment (S&D) could be granted to developing country exporters in the area of SDoC?

B. THE MANUFACTURER'S / SUPPLIER'S PERSPECTIVE?’
1. Transition to SDoC in the IT/Telecom Sector in the European Communities™
(a) Statement

102.  The representative of LM Ericsson, Mr. Per Dofnis”, explained how two fundamental
factors had contributed to the simplification of product regulation in the European Union. One had
been the realization of the EU Common Market and the other had been the move to SDoC on
product regulation. The latter had significantly reduced technical requirements and simplified
administrative proceedings when launching new products.

103.  Efforts to establish a common internal market in the European Communities had started in
the late seventies with the replacement of various national requirements by EC-wide requirements
and alignment with international standards. From the manufacturer's perspective, this meant one set
of requirements instead of the 15 (currently 25) national ones. The effect had been quite drastic:
the overall time-to-market (for a product) had been significantly shortened as there was no longer
any need to adapt the products to the different country-specific regulations. Previously, technical
requirements had been highly detailed and difficult to understand, which meant that companies had
to employ scarce expert resources, and parallel approval was impossible: products were introduced
successively (in one country at a time).

104.  The simplification process regarding technical requirements began in 1973 with the Low
Voltage Directive (LVD) (previous speaker). For the first time, it listed only safety objectives and

% The latest report on the TBT Committee's two outstanding implementation issues, including SDoC ("Tiret 34"), is
contained in G/TBT/W/191, 23 October 2002.

27 Speakers in this section were asked to address, inter alia, the following issues: (i) the reasons why manufacturers may
prefer SDoC; (ii) the main problems encountered by the manufacturer in implementing SDoC; (iii) any specific problems relevant to
SMEs. (G/TBT/GEN/15).

% For more information, consult: http.//europa.eu.int/comm./enterprise/electr_equipment/W/index.htm, /comm./enterprise/
newapproach/legislation/guide/legislation.htm or /comm./enterprise/networks/eic/eic.html.

** Director, Technical Regulations, Government Affairs & Regulations, Telefonaktiebolaget LM Ericsson, Sweden.



did not stipulate technical requirements as such. Then, the "New Approach" regulatory technique,
developed in 1985, had provided for a separation of policy objectives (such as safety, interference
problems) from the technical standards or technical means to achieve those objective. The LVD
(previous speaker) had paved the way (in administrative terms) because it required no third-party
intervention.
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105.  The Radio Equipment and Telecom Terminal Equipment Directive from 1999 had aligned
largely administrative obligations for radio and telecom terminal equipment with the safety/EMC
directives. This was especially important for Ericsson due to its product portfolio. At that point,
the SDoC regime for most IT and telecom products was complete. Some minor third-party
involvement remained however, requiring the manufacturers to seek advice from the "notified
body" in the case of some "non-harmonized" radio equipment. Nevertheless, the European
regulatory system in the IT and telecom sector functioned well and improved the dynamics of the
European market.

106.  Regarding SDoC, the clear benefit from the industry’s perspective was that it explicitly
placed the responsibility of compliance on the manufacturer. Hence, somebody empowered by the
company had to place a signature; this meant closer involvement of the management in the
approval process. It also ensured compliance without the involvement of a third party. Cutting
costs for approval had the effect of speeding up time to market and reducing prices of products for
consumers.

107.  Moreover, SDoC gave enterprises the possibility to integrate approvals into the design
process of a product. This caused a wider diffusion of knowledge about regulatory compliance
within the firm. The harmonized administrative requirements allowed optimized work organisation,
tailored to a single set of rules. External testing laboratories, once only responsible for third-party
certification, were now often partners on a commercial basis and constructively involved in the
internal design by providing their expertise.

108.  Generally, it was stressed that whether the approach used was SDoC or third party
certification, it was always possible to cheat if a company had that intention. Therefore, regardless



of which conformity assessment regime was being used, market surveillance was always of major
importance. It ensured a level playing field and trust in the system. In a union of 25 countries,
there was a good chance of realizing that objective at a low cost. Manufacturers expected that
market surveillance would be done effectively, intelligently, and that it would concentrate on
compliance with the policy objectives of regulation ("technical compliance").

109.  For companies, it was important that when a new regulation came into force, it followed the
simplest regulatory model already in place for that given sector, meaning that no administrative
obligations would be added. An exemplary regulatory model consisted of objectives, standards,
conformity assessment procedures as well as information requirements.’® In the global market, it
was noted that technical requirements still differed across countries. While with respect to EMC
and safety, the situation was improving towards the use of international standards, in other areas,
such as telecom networks, there remained large disparities between countries. It was a fact that
administrative requirements sometimes formed de facto barriers to trade which posed more
difficulties to SMEs than to large enterprises. In particular this was due to overly burdensome
conformity assessment procedures and varying requirements for the provision of technical
information.

110.  In concluding, Mr. Do6fnés stressed that a shift to SDoC without third-party intervention in
all countries would remove most formal and de facto trade barriers. This was demonstrated by the
positive experience in the EU. This system assigned clear responsibilities to the manufacturers and
relied on international standards. It necessitated market surveillance by the authorities to ensure
adherence to regulation.

(b) Discussion

111.  The representative of Argentina asked if LM Ericsson had conducted studies on the
potential reductions in consumer prices due to the introduction of SDoC.

112.  Mr. Dofnés replied that he did not have any data on that issue. This was because of the
incremental, sector-by-sector character of the shift from third-party certification to SDoC — over a
period of 10 to 15 years. It was difficult to make estimations. Mainly, the benefit lay in time saved
for approval which meant that companies covered costs of research and development earlier. For
economies, the benefits lay in the early availability of high-tech products.

113.  The representative of Antigua and Barbuda sought clarification on the duration of the
transition period Mr D6fnés had just mentioned (to SDoC from third party certification). Was the
time period of 15 years particular to the telecom sector, or was it general?

114.  Mr. Défnés clarified that he had been talking about the sector of radio and telecom terminal
equipment. During the period from 1985 until 2000 the process of EC-wide harmonization and of
introducing a new regulatory approach — which included the move to SDoC — had taken place.
Other sectors that only fell under the LVD and the EMC Directive benefited earlier.

3% Regarding the emerging legislation on environmental aspects (draft on eco-design, Common Position 9/2005 from the
European Parliament), Mr. D6fnéds saw some "clouds in the sky". There were various deviations from the regulatory model of the New
Approach. If implemented in this way, it would be very costly in administrative terms.



2. SDoC for Information and Communication Technologies (ICT) Regulations.
(a) Statement

115.  The representative of Hewlett-Packard, Mr. David Ling’' began by stressing the shared
objectives between industry and regulators in the information and communications technology
sector (ICT). These were: to provide protection, promote competition, allow growth in a global
economy and keep regulatory intervention to the necessary minimum.

116.  In particular, two trends needed to be kept in mind. The first trend was that both small and
medium-size enterprises (SMEs) and larger multinationals might misconstrue the regulatory intent
of "certification" and how to manage for it. Thus, regulatory requirements had to clearly place
responsibility and accountability for safe and legal products on the supplier. SMEs in the ICT
sector were often the original design manufacturers, the equipment manufacturers or contract
manufacturers to larger multinational companies. They were typically located in America, Asia or
Central Europe and, hence, offered advantages such as lower cost labour. When conformity
assessment was based on certification, SMEs might wrongly believe that it was the certification
body that was responsible for ensuring that their products complied with relevant technical
regulations. In contrast, when conformity assessment was based on SDoC, the SMEs clearly
understood that it was the supplier who was responsible for compliance with the relevant technical
regulations. Moreover, when coupled with effective surveillance, SDoC rewarded and motivated
suppliers to improve programme management and make sound engineering judgments.

117. In addition, certification was not to be equated with the provision of safe products:
surveillance was needed under any conformity assessment regime, not only under SDoC.
Therefore, from an industry perspective, it was important that regulators highlighted the supplier's
accountability and responsibility for safe and legal products. The way to do that was to set
requirements for SDoC that rendered certification optional and stipulated supporting
documentation. There was also a need to conduct post-market surveillance, and, enforcement via
penalties would over time reduce the non-compliance rate across the industry.

118.  The second trend was the prevalence of excessive conformity assessment requirements.
This was in violation of Article 5.1.2 of the TBT Agreement which stipulated that conformity
assessment procedures could not be stricter than necessary in order to ensure adequate confidence.
While most countries referenced international standards — usually from the IEC — in some countries
conformity assessment involved mandatory, in-country testing by a (third-party) and certification by
an independent certification body before the launch of a product (pre-market approval). Moreover,
many WTO members did not yet have any regulations in force, and, for those, it was important that
they introduce international standards and post-market conformity assessment.

119.  The difference between an adequate and an "overbuilt" system was that the latter imposed
additional requirements (mandatory submission of samples, audits, government-designated test labs,
obtaining pre-market certificates) which could delay a product's introduction into the marketplace
by four to 12 weeks and make intergovernmental MRAs necessary. They constituted a burden in
terms of the delay in revenue which was unrecoverable for the industry. Consumers also had less
choice of products and had to pay higher prices. For a nations' economy this had an impact on
trade. When conformity assessment was based on pre-market requirements, fulfilling the
obligations under the TBT Agreement would mean having to conclude a bilateral MRA with every
trading partner. That was providing an unrealistic salutation; a single MRA was a multi-year effort,
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and resulted in complexity, lock-in and mistrust. In contrast, if all trading nations based their
conformity assessment procedures on SDoC, the doors would automatically be opened to foreign
suppliers. Thus, SDoC (based on the international standard ISO/IEC 17050) was the lowest cost
model for safe and legal products as it did not require any bilateral agreements.

Figure 6
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120. The four types of SDoC recently adopted in the ITA's "Guidelines for EMC/EMI
Conformity Assessment Procedures" were mentioned.”> These four types were a good example of
what was sufficient to provide a workable SDoC framework for many different countries. For the
industry, which applauded the ITA Guidelines, either no regulation at all or one or more of the four
SDoC types was acceptable.

121.  In concluding, Mr. Ling stressed that know-how on the implementation of SDoC currently
existed, and it had been shown to work effectively for IT regulations in many countries. It
improved an economy's competitiveness and, hence, there was good reason to move into that
direction. There were several ways of reducing the risk at the beginning of such a transition: using
accredited labs; limiting the scope of SDoC to EMI and excluding safety; limiting SDoC to certain
product types; creating a database of the mature companies allowed to use SDoC; and, sharing
market surveillance data, as New Zealand had proposed (paragraph 24 and 28 above).

(b) Discussion

122.  The representative of Mexico stressed that countries could be in compliance with the TBT
Agreement but still have standards that deviated from the international ones — moreover,
harmonization of standards could also be partial. Also, it needed to be kept in mind that although
SDoC made trade easier in some sectors, Mexico had actually experienced import growth in
products of the IT sector for which pre-market certification was mandatory. Lastly, he asked about
the way in which the United States applied SDoC to products — not only in the ICT sector —
imported from developing countries. It was evident that for products in which the developed
countries had an export interest, SDoC was being promoted while this was not the case for those of
export interest to developing countries.

32 Supra note 17.



123.  In response Mr. Ling pointed out that while it could very well be the case that imports had
increased without the use of SDoC, the question needed be posed as to how much better the
performance might have been with it. SDoC needed to be recognized from any country, as long as
the requirements were fulfilled. In fact, the US IT industry had consistently tried to persuade the
United States Government to move towards an SDoC system without any restrictions on the
manufacturer's location for the past 10 to 15 years. Regarding developing countries, it was stressed
that there was no difference in approach for imports from developing countries and developed
countries. The confidence in the system lay in the regulators' ability to enforce compliance with the
regulations through market surveillance and penalties. Moreover, Asian developing countries were
large suppliers in the ICT sector.

Figure 7
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124.  The representative of Canada, asked whether there had been any cost analysis that could
help regulators better understand the impact of "overbuilt" conformity on prices. She referred to the
slide (Figure 7, above), which showed how such over-built conformity assessment requirement (i.e.
pre-market, third-party certification) could lengthen the time-to-market by one to three months.

125. Mr. Ling noted that in one case a calculation had been made for a country which did not
recognize foreign tests, hence required re-testing and demanded to have, inter alia, product
samples. The result — based on current trade of IT products into that country — had been that due to
that specific regulation, additional costs for the manufacturer amounted to US$ 90 million per year
on an ongoing basis. Financial burdens to the manufacturers translated into disadvantages to the
consumers in two ways. First additional costs of conformity assessment would be distributed
among all purchasers of a certain product. Second, costly procedures led manufacturers to make an
educated guess on which products interested clients most in each market. Thus it frequently
happened that a manufacturer made only part of his product portfolio available to customers in a
foreign market.



3. Implementing SDoC: the view of conformity assessment bodies in developing
countries

(a) Statement

126.  Mr. Rafael Nava®, Mexico, stressed that it was mainly developed countries that owned
technology and thus markets. Developing countries were constantly trying to win "a piece of the
cake" while trying to develop technology as well. Therefore, developed countries had strong
industries that had built confidence over the years and this enabled them to implement SDoC
procedures. Industries in developing economies were generally small or medium sized (SMEs) and
conformity assessment procedures were usually based on third party evaluation simply because
there was not, as yet, enough confidence to move to SDoC — and, moreover, there existed serious
problems with such practices as falsification, counterfeits or contraband.

127.  For developing countries, hence, the key question was how their manufacturers and
suppliers could access developed countries' markets despite the fact that most of them did not have
a working conformity assessment infrastructure (i.e. testing laboratories and inspection bodies).
Such an infrastructure was needed to enable them to, inter alia, test their products according to
developed countries' technical regulations and standards. Moreover, there needed to be a strong
market surveillance mechanism coupled with strong enforcement regulations in cases of non-
compliance. For low risk products, legislation needed to provide for SDoC that was based on
testing reports of accredited testing laboratories as an alternative to third party certification. When
there were well-performing testing laboratories in developing countries, it would be easier to work
with the developed trading partners and build trust.

128.  Mr. Nava pointed out that if SDoC was implemented without meeting the above-specified
conditions, there was a risk of the spread of informal commerce practices which could lead to unfair
competition. Also, developing countries might receive products which had been rejected in other
economies or products that — though meeting the requirements of other countries — were not suitable
for a developing country operating environment (for instance, with respect to the use of electrical
equipment in countries with highly varying electrical power supply).

129.  The ways in which developed countries could facilitate a successful implementation of
SDoC in developing countries included: (i) fostering the establishment of conformity assessment
infrastructure in developing countries while recognizing the needed for time and resources;
(ii) engaging in information exchange and the acceptance of testing reports by means of MRAs;
(iii) helping developing countries to participate in drawing up international standards; and, by
assisting developing countries to develop and implement local technical regulations and evaluation
schemes.

(b) Discussion

130.  The representative of Argentina noted that it was important to consider the cases where
SDoC had been applied to products of export interest to developing countries. While some
developed countries were willing to accept declarations of conformity from developing countries, if
there was no appropriate infrastructure in developing countries, confidence could not be maintained
in the long run.

131.  Mr Ling noted that in the case of the IT industry, the bulk of manufacturing was actually
done in developing countries such as Chinese Taipei and China and subsequently exported and
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accepted through SDoC procedures. Regarding the need for time, he stressed that the concept of
SDoC had been refined over a long period of time and proven to work well in multiple countries.
Therefore, developing countries could simply adopt it as it was, without having to go through the
same steps of different conformity assessment methods which had taken developed countries
decades to get though.

132.  The representative from Antigua and Barbuda stressed that the issue was not time, but
rather one of resources. In other words, technical assistance that merely helped understand ISO/IEC
17050 better was not sufficient. What was actually needed were resources to implement the
appropriate infrastructure at the national level.

133.  The representative of the European Communities pointed out that it was necessary not to
forget the benefits of SDoC for a country’'s own national economy. The LVD in Europe was of
great benefit primarily domestically: it was no so much about helping exports. In fact, exporters
were in any case often faced with third-party certification in their export markets. The real boost to
an economy arising from the use of SDoC came from faster access to more modern technology and
cheaper prices for consumers.

134.  The representative of the United States re-emphasized that there was no obligation
whatsoever to impose SDoC in any country: it was merely an option. It was less bureaucratic and
less intrusive than some other approaches to conformity assessment, and it required less
infrastructure. Whatever approach was used, effective enforcement would go a long way to enhance
a domestic manufacturer's ability to compete in the global marketplace.

C. CONCLUSION

135. The Chairman recalled that, at the Third Triennial Review of the TBT Agreement,
concluded in November 2003, the Committee had agreed to a Work Programme on conformity
assessment to improve Members' implementation of Articles 5-9 of the TBT Agreement and, in
particular, to promote a better understanding of conformity assessment systems (G/TBT/13,
paragraph 40). Hence, in response to the recommendation contained in G/TBT/13 (paragraph 40,
second tiret) the Committee had held a Workshop on this subject. This had, essentially, been a
"learning event" where delegations exchanged information and experiences on the SDoC, which, he
recalled, was one element of the Committee's broader work programme on conformity assessment.

136.  In terms of the structure of the workshop, participants had heard two general presentations:
the WTO Secretariat had given an overview of the key issues raised in relation to SDoC based on
the submissions and statements made in the TBT Committee to date (JOB(05)/30). Second, the
representative of the ISO had described the new ISO/IEC Standard on Supplier's Declaration of
Conformity (ISO/IEC 17050).  Subsequently, there had been six presentations on the
"Government's Perspective" and three presentations on the "Manufacturer's or Supplier's
Perspective" (industry), followed by a discussion.

137. It was emphasized that SDoC was one option among various approaches available to
facilitate the acceptance of conformity assessment results (other approaches remain an option). In
this regard, it remained the prerogative of governments to choose the type of regulatory regime to
put in place to ensure (and achieve confidence) that products conformed to requirements and met
legitimate policy objectives (such as the protection of human health or safety).

138.  In making a decision as to whether to use SDoC or not, several factors could come to bear.
One factor frequently mentioned at the Workshop was the level of risk involved in the area of



application. While some speakers noted that SDoC was primarily used for products with low risk to
the consumer or the environment (Chinese Taipei, Brazil and Mexico), others made the point that
SDoC could also be adapted to risk (Canada) and be used in relatively high-risk areas (vehicle
safety standards in Korea and electrical products in the EC).

139.  For industry, SDoC could be cost effective in that, for instance, third party certification
costs were avoided. This saved valuable time. SDoC could also facilitate the portability of results
and avoid what one speaker had referred to as "over-built" conformity assessment requirements. In
light of this, it was not surprising that industry was the main driver behind the development of the
IEC/ISO Standard on SDoC. The point had been made by a number of speakers that in those
countries (and sectors) where industry used SDoC there were potential benefits to consumers in
terms of greater choice of products and lower prices.

140.  However, there were potential regulatory costs as well — and these could be particularly
burdensome for developing countries. It appeared that there was a need for each Member to find a
balance between the benefits of using SDoC and the administrative or regulatory costs that were
incurred in setting up the needed infrastructure. For example, in terms of infrastructure, several
participants and speakers emphasized the need to establish a functioning market surveillance
mechanism which would enable regulators to deal with non-compliance (enforcement). Participants
had heard how this was done in the automobile sector in Korea, and with electrical products in the
EU.

141.  Moreover, a number of developing countries had stressed their need for technical
assistance and resources both in order to participate more effectively in the international standard-
setting process but also — and perhaps key — to be able to implement the use of SDoC (based on the
international standard). In most cases, the industries in developing countries were small and
medium-sized (SMEs) and it was felt by some that these countries had not, as yet, built enough
confidence to make the transition (where it was desirable) to the use of SDoC. It was noted that the
transition to SDoC, in certain sectors, from third party certification had taken many years (in the EU
10-15 years). Yet, for developing countries time was pressing: it was important to establish the
appropriate conformity assessment infrastructure that would help establish confidence in markets
for products of export interest also to their economies.

142.  Finally, the Chairman stressed that discussions had been substantive and that, overall, the
workshop had lent some more clarity to a complex and technical area of conformity assessment.

143.  The representative of Mexico stressed that it was not possible to draw the conclusion that
SDoC was better than certification. Although SDoC was certainly a useful tool, the usefulness of
either procedure depended heavily on the policy aims, and each country's individual requirements.
Finally, no Member opposed the use of SDoC as an approach to conformity assessment. The
concerns were about obstacles to implementation. Much remained to be done regarding
infrastructure, technical assistance, confidence-building as well as risk-taking.

144.  Mr. Ling wished to clarify the difference between third party certification and SDoC. He
emphasized that the former required manufacturers to submit documentation from a third party
(confirming conformity) and the latter allowed the manufacturers to do that themselves. Testing
needed to be viewed separately. It could be done by the manufacturer, an independent laboratory or
an accredited laboratory. Hence, depending on the regulations, testing for SDoC could indeed
involve a third party.



145.  The representative of Grenada urged Members to consider the particular case of the
Caribbean countries and stressed that the Caribbean did not have separate regulatory entities to deal
with TBT and SPS related issues.



