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I ADOPTION OF THE AGENDA

1. The Committee adopted the agenda contained in WIR)ZX04.

1. IMPLEMENTATION AND ADMINISTRATION OF THE AGREEMENT
A STATEMENTS FROM MEMBERS UNDER ARTICLA5.2

2. The Chairman recalled that the latest list of shetets submitted under Article 15.2 of the

TBT Agreement is contained in G/TBT/GEN/1/Rev.1dxued on 22 February 2011. He noted that
since the previous meeting of the Committee, Iskea submitted a supplement to its original

statement (G/TBT/2/Add.72/Suppl.1) and Cuba hadrsitéed a revision to their original statement

(G/TBT2/Add.13/Rev.1). The Chairman said thatatak, since 1995, 121 Members had submitted at
least one Statement on implementation under Arfi8l2. He recalled that the latest list of enquiry
point contacts is contained in document G/TBT/ENQI8sued on 15 June 2010.

B. SPECIFIC TRADE CONCERNS

1 New Concerns

0] Brazil — Draft Resolution No. 112, 29 November 20h@ximum levels of tar, nicotine and
carbon monoxide permitted on tobacco products ancbhipition of additives
(G/ITBT/N/BRA/4Q7)

3. The representative of Turkegised concern over Brazil's draft resolution whicould define

permitted levels of tar, nicotine and carbon modexin cigarette smoke and prohibit the use of a
comprehensive list of additives (listed in the antethe resolution) in all tobacco-related product
manufactured and sold in Brazil. Turkey did notesfion the legitimate objective of Brazil's
regulation, namely, the protection of human healtld prevention of deceptive practices, but was
concerned with the procedures that Brazil had ahaseachieve it. The representative of Turkey
explained that the additives prohibited includeg anbstance or compound other than tobacco and
water, whether used to process, manufacture or fudaEcco-based products including flavourings,
aromas and ameliorants.

4, He explained that some of the banned additives wesential components of Burley and
Oriental tobacco, used in blended cigarettes aatlah a result, the regulation would effectively ba
blended tobacco products from the market. Prahtbitblended tobacco products would
unintentionally favour non-blended tobacco produamtsl go against the stated objectives of the
regulation. Turkey was of the view that the regatawas more trade restrictive than necessary and
would violate Article 2.2 of the TBT Agreement.

5. Moreover, the representative of Turkey questioriel dhoice of additives included in the
annex to the draft resolution. He explained thahe additives were essential components for
blended cigarettes and did not give any charadateriftavours to the product, leaving blended and
non-blended products with the same taste. Turkey of the view that Brazil had based its decision
on the ingredients exclusively, without consideritig effects of such ingredients on the final
product. By grouping the additives used during tiending process and those lending strong
characterizing flavours into the same category,rédmilation would violate Article 2.8 of the TBT
Agreement. He asked whether less trade restricigasures, such as only limiting additives with
characterizing flavours, had been considering.

6. Furthermore, he noted that Brazil had not cited atydies, as required in the TBT
Agreement. He claimed that there was no sciergWiclence to demonstrate that additives used in
blended tobacco made those products either maeetie for consumers, more harmful to health or
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more addictive. He requested Brazil to providelemce that the additives used for blending tobacco,
as included in the draft resolution, posed incréassk for human health. He also asked for
comparative data on the attractiveness of blendgdug non-blended cigarettes, and data on the
human health risks of additives used for blendiagsus additives that gave characterizing flavours.
He concluded by noting that Turkey produced 80,88@nds of Oriental tobacco annually, and stated
that Brazil's regulation would affect Turkish sdceconomic and export interests.

7. The representative of Malawioted that, in banning additives in tobacco prdsiwmnd
prohibiting the manufacture and sale of cigaret@staining any ingredients other than tobacco and
water, Brazil's regulation would effectively banetlmanufacture and sale of traditional blended
cigarettes produced using Burley tobacco. Malaas wf the view that Brazil's draft resolution was
even more restrictive than legislation adopted bhypatla in 2009 — Bill C-32. He noted however that
while traditional blended cigarettes held a veryabmmarket share in Canada, they made up almost
100 per cent of the cigarettes currently sold iaZlr Malawi did not object to Brazil's public Héma
objective of reducing the incentives for young geof smoke, but believed that the proposed
legislation was not an appropriate internationateidor the regulation of ingredients, since it had
not been based upon any meaningful scientific ass&st or evaluation of ingredients. He noted that
Malawi's concerns over Brazil's regulation weredhme as its concerns over Canada's Bill C-32.

8. The representative of Malawi claimed that there naseliable evidence to suggest that the
use of flavours caused minors to begin smokingtelud, he claimed that evidence, and research that
existed on the subject, indicated that ingredievése an irrelevant predictor for smoking. Societal
influences including peer pressure, parental oriljamfluence and the desire to be perceived as
fashionable, independent and more "grown up" weldelyw acknowledged as the primary
explanations for smoking uptake by young peopleorddver, research had demonstrated that there
was no significant difference in smoking prevalemetween American blend and Virginia style
dominated markets. As such, Malawi was of the \ileat the legislation proposed by Brazil would
pose an unnecessary obstacle to international ,tnédkating Articles 2.2 and 2.8 of the TBT
Agreement.

9. The representative of Malawi also expressed contettnBrazil's legislative model could be
adopted on a wider basis. Should this occur, h@ased that many consumers worldwide who
traditionally preferred American blend cigaretteswd no longer have legitimate access to their
preferred product. Such a situation could inceéseivillicit trade in counterfeit and contraband
cigarette products. Additionally, the ability @biacco manufacturers to develop new products would
become compromised. In particular, he said that ldgislation would disproportionately harm
producers of Burley tobacco, including the appratisy 700,000 farmers who cultivated tobacco in
Malawi. He explained that Malawi was the worl@ggest exporter of Burley tobacco, accounting for
approximately 25 per cent of world production, watin approximate annual crop volume of 208,682
metric tonnes. The tobacco industry in Malawi citmited approximately 13 per cent of the country's
GDP and 60 per cent of its foreign exchange easninGiven that tobacco was Malawi's most
important cash crop, that the tobacco industry thkasmain driver of growth for the economy, and
that all of Malawi's Burley tobacco was bought hgacette manufacturers to be used in the
international production of traditional blended anigttes, the consequences of Brazil's proposed
legislation being adopted on a wider basis wouldradinkable.

10. Malawi recognized the health risks associated withuse of tobacco products, and was of
the view that the development of an appropriate@ogortionate international framework to regulate
the industry, based on sound scientific evidencas foth necessary and right. However, Malawi
considered that the legislation being proposed @ziBwas not an appropriate international model
for the regulation of ingredients, given the sdfemevidence available and the likely consequerafes
adopting this legislation more widely.
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11. The representative of Malawi called on Brazil téram from implementing the proposed
regulations and to consider less restrictive messstirat would comply with WTO obligations while
safeguarding the economic well-being of Malawi.rthR@rmore, Malawi called on Canada to overturn
Bill C-32, and also called on other Members toaififrom adopting similar legislation in the future
Finally, he noted that Brazil had ratified the WibHealth Organization's Framework Convention on
Tobacco Control (FCTC) and asked Brazil whether dtirrent proposal contradicted or implicitly
undermined the purpose and spirit of the interpeetieclaration it had made. He noted that Malawi,
and the Executive Council of the African Unfprnad endorsed the Declaration of the African
Ministers of Trade on the Framework Convention obdcco Control.

12. The representative of Zambiexplained that while his delegation did not qumestihe
objective of Brazil's measure, namely of protectmgnan health and preventing deceptive practices,
Brazil's regulation could have major trade impli@as, and could violate Article 2.2 of the TBT
Agreement. He informed the Committee that the Beswmeasure had been extensively discussed
during the WHO FCTC Fourth Conference of the Partield in 2010. Furthermore, Zambia was of
the view that the submissions by the Working GroapArticle 9 of the FCTC had not been fully
adopted and as a result, the mandate of the Wotkingp had been extended to the Fifth Conference
of the Parties, scheduled for October 2012. Iriq4dar, the Working Group on Article 9 would
undertake further work on issues relating to théndimn and measurability of attractiveness and
palatability of ingredients necessary in the praucof traditionally blended cigarettes. He noted
that Brazil had fully participated in past delibtoas.

13. Because of the potential implications of the Bianil and other similar measure on
traditionally blended cigarettes, and the tobacauieties specific to blended cigarettes, the
representative of Zambia posed a number of questigvhat scientific evidence and experience from
other countries had Brazil considered in prepatiiigregulation? On the basis of that evidence; ho
would banning the production and sale of tobaccs®ebtgroducts containing additives protect human
health and deceptive practices in Brazil? Whagrgdic evidence had been used to measure the
effect of ingredients on the palatability of tobagroducts?

14. He also questioned why Brazil had gone forward wglregulation, which it had stated was
based on the WHO FCTC, when the relevant FCTC Wgrkiroup had not finished its work. He
reiterated his understanding that the guidelinésgoprepared by the Working Group would not be
completed until October 2012. Because the outoafitiee Working Group on Article 9 would serve
as useful guidance for countries contemplating iptessneasures, Zambia saw Brazil's measure as
premature.

15. Moreover, the representative of Zambia said that Bnazilian measure posed systematic
concerns for traditionally blended tobacco productk this regard, he noted that the Fourth
Conference of the Parties to the FCTC had recodrtize difficulties that could be associated with
blanket measures such as a total ban, and thatajjeaffiecussions had favoured restriction over
prohibition. He noted that Zambia was ready toagegwith Brazil on this matter, either bilateradly
through other channels.

16. Finally, he commented that tobacco-related trase@ms had been on the agenda of the TBT
Committee for some time, and were likely to condirto be discussed as Members adopted such
measures to meet their national policy objectived fulfil regional or multilateral obligations. In
order to facilitate coordination at the nationalde and to ensure the supportiveness of obligation
undertaken by Members is various multilateral fahe representative of Zambia proposed that the
TBT Committee organize a joint meeting with the Waad FCTC. Zambia was of the view that it
was important to find a lasting solution and thas tapproach would be the most effective way of

2 Doc. EX.CL/631(XVIII), (African Union, 31 JanuaB011).
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addressing Members' tobacco concerns in a hols#aoner. He highlighted that this discussion
closely mirrored similar discussions on specifad# obligations set out in multilateral environna¢nt
agreements in relation to WTO rules.

17. The representative of Mexiatated that his delegation shared Brazil's ohjeaif protecting
human health. However, he was worried that theiBaa measure not only followed the same path
as the Canadian Bill C-32, but was in fact moréries/e since it also banned menthol. He notexd th
while Mexico's exports of tobacco products to Bragére currently limited as compared to other
Members, the proposed regulation would impose adodo future growth potential.

18. The representative of Mexico elaborated four specibncerns with the Brazilian measure.
First, relating to Article 2.9 of the TBT Agreemeiitt was Mexico's understanding that after the
deadline of 31 March 2011 for presenting public nwnts on the draft resolution, Brazil could
potentially implement the measure immediately, with Congress examining it. He asked for
clarification on whether Brazil intended to implemethe measure immediately following the
deadline of public consultation.

19. Second, it was the view of Mexico that the measuaie inconsistent with Article 2.2 of the
TBT Agreement as it was more trade restrictive thacessary to achieve the legitimate objective of
protecting public health. He explained that otbeuntries had successfully used less restrictive
measures, such as limits on additive levels, withzanning their use, to reach their human health
objectives. He also echoed previous interventionthe effect that, to date, no study or scientific
evidence supported regulation of the type proptseBrazil's draft resolution.

20. Third, he noted that technical regulations showdased on the use of products rather than
design or descriptive characteristics. As suchglgylating ingredientger seinstead of only tobacco
products that presented certain characteristictigddj he believed that Brazil's regulation was
contrary to Article 2.8 of the TBT Agreement.

21. Fourth, he stated that the fact that Brazil's drafjulation was purportedly based on the
WHO FCTC had no relevance as to whether the measasein line with WTO Agreements, as
would be the case with any convention in anothtarivational organization directing the actions of
Members, since the WTO Law System was in genetlfkcsatained. Moreover, he claimed that
Brazil's proposed measure did not even fall withi@ mandate of the FCTC. At the FCTC's fourth
Conference of the Parties (COP 4) in November 2B4aties had partially adopted the guidelines of
implementation of Articles 9 and 10 of the FCTCe &laborated that section 3.1.2 of these guidelines
had established that measures considered necéssagulate ingredients of tobacco products would
have to be based on conclusive scientific evidemceon the experience of other countfies.

22. In spite of the fact that these guidelines allo@drestrictions on the use of ingredients, he
explained that Parties at COP 4 had deemed it sa@ge$o have additional scientific evidence to
establish links between the banning of ingredieantd the addictiveness or toxicity of tobacco
products. Indeed, this point was to be furtheculised at COP 5 in 2012. As such, Mexico was of
the view that Brazil's proposed measure was pramatdoreover, Mexico was concerned that a
tobacco producer such as Brazil was following acgdent that could lead to confusion for other
Members as to how they should regulate tobaccouyated He echoed Zambia's proposal to organize
a joint meeting with the WHO Secretariat of the EC30 as to increase awareness of TBT issues and
coherence with other international organizations.

23. The representative of Indonesiaquested clarification on a number of issuestedldo
Brazil's draft regulation. First, regarding theini¢éion of tobacco products, he asked whetherdhes

® Partial guidelines for implementation of Articl®sand 10 of the WHO FCTC, FCTC/COP4(10),
November 2010.
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definitions extended to crafted cigarettes. Secdra asked what international laws Brazil had
referred to in establishing maximum levels of pesifile tar, nicotine and carbon monoxide. Also
had sought further explanation as to the ratiof@ehe inclusion of each additive, and whether the
prohibition applied to both smoke and smokelesslyts.

24, Third, he explained to the Committee that Articlef4he draft resolution prohibited the use
of any description on tobacco product packagingdwertising materials that could give consumers
misleading information. Referring to words suchckss, ultra-low content, low content, soft, light
mild, moderate, and high-content, he asked Braziladrify which words were prohibited and provide
examples of words still permitted. In this regdrd,asked whether Brazil planned to initiate a @ssc
to pre-approve packaging and whether the use afdbreames which contained prohibited words
would also be banned.

25. Fourth, he noted that Annex | to the Brazilian tredsolution outlined a number of
exceptions to the ban on the use of additivesinkiance, additives that were required to manufactu
tobacco products had been excluded. He asked|Boazaxplain how and why certain types of
additives could be excluded from the ban. Fifinobserved that in Article 3 of the draft resolatio
limits for tar, nicotine and carbon monoxide in ttigarettes sold in Brazil had been determined by
guantitative laboratory analysis. He asked whiamdard Brazil had used to determine quantitative
analysis and the kinds of laboratories that weteggrized to perform the analysis.

26. Finally, in relation to Article 2.9.2 of the TBT Agement, he noted that Article 4 of Brazil's
draft resolution stated that the measure would &dfext immediately. He asked for clarification on
this matter, and in particular, if and how longansition period for compliance would be permitted
for manufacturers and importers of cigarettesthdf measure was to apply immediately, he asked if
this meant that Brazil regarded the problem as nirgas described in Article 10 of the TBT
Agreement.

27. The representative of Tanzanmoted that Tanzania was one of Africa’'s major ¢oba
growing countries, and that Brazil's proposed lavuld disrupt his country's tobacco leaf exports and
imports. He explained that the Brazilian marketswaedominantly a traditional-style blended
cigarette market. Traditional blended productdwtiéferent grades of Burley, Virginia and Oriental
tobacco and required blending with certain ingrediewhich the Brazilian law sought to prohibit.
As such, tobacco manufacturers in Brazil would aviger to able to manufacture traditional blended
cigarettes for the Brazilian market, or for expavhich would have a negative impact on imports of
tobacco into Brazil, including tobacco from Tanzani

28. The representative of Tanzania further explained the Brazilian draft resolution would
introduce significant changes in tobacco blendscivivould in turn impact demand for different leaf
grades of Burley, Virginia and Oriental tobaccoanZania was of the view that the draft resolution
was more trade restrictive than necessary to rhedegitimate objective of protecting public health
In particular, the draft resolution would have aaiating impact on Tanzania's tobacco leaf exports
and Tanzania's long-term tobacco crop developm@sipects. Tanzania produced an annual crop of
approximately 12,000 metric tonnes, the majority ibfbeing Virginia tobacco. Moreover,
approximately 100,000 families were involved inwitag tobacco, with over 95 per cent of the crop
being exported to manufacturers worldwide, inclgdBrazil. This generated annual revenue of
USD231 million in export earnings. He noted thay aneasure that restricted blended cigarettes
would therefore have devastating implications omZBaia's earnings. Other cash crops had been
struggling in global markets in terms of price, anttacco had become the leading cash crop in
Tanzania.

29. He stated that the Brazilian draft resolution coabisily be implemented in a less trade
restrictive manner, while still meeting its objeeti He reminded the Committee that Article 2.2 of
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the TBT Agreement prohibited WTO Members from adaptechnical regulations that had the effect
of creating unnecessary obstacles to trade meanaigechnical regulations shall not be more trade
restrictive than necessary to fulfil a legitimatbjextive, taking into account the risks that non-
fulfilment will create. He asked Brazil to expldiow its draft resolution was consistent with these
requirements.

30. The representative of Tanzania also noted that patiial guidelines on Articles 9 and 10 of
the WHO FCTC had been adopted during its Conferaricthe Parties in November 2010. In
particular, section 3.1.2 of the guidelines had@themphasis on the need for scientific foundasfon
measures. Tanzania was also of the view that Binazi not demonstrated that traditional blended
cigarettes exhibited discernable flavours.

31. Finally, he explained that Article 12.3 of the TB\greement required Members to ensure
that their technical regulations did not create ag@ssary obstacles to exports from developing
country Members. According to Tanzania's informmatiBrazil imported over USD6 million of
tobacco from least-developed countries, Tanzanidudied, and over USD60 million from other
developing countries. As such, Brazil's resolutwould negatively impact developing countries,
particularly LDCs, whose development Brazil had afe supported. He urged Brazil to adopt a
regulation that would take these concerns and atitigs into account.

32. The representative of Zimbabwalso supported the health objective behind Bgazil’
regulation, but cautioned that this topic needetda@ddressed in a scientific manner, which did not
contradict the TBT Agreement. He explained thahlZabwe was one of the major producers of
Burley and Virginia tobaccos; that the industryngeted employment for many Zimbabwean
families; and that tobacco was the country's larf@®ign currency earner. If implemented, the
measure would have a devastating effect on employrfareign currency earning and on the general
state of the Zimbabwean economy. He urged Brazildit until after COP 5 of the FCTC to proceed
with its legislation on this topic. He noted tlasing regulations on scientific evidence and tB& T
Agreement would facilitate trade rather than olgtitu

33. The representative of the Dominican Repulsli@red the concerns of others and explained
that by prohibiting additives, Brazil's regulatioanstituted ale factoprohibition on the manufacture
and sale of traditional blended cigarettes, andcattditives used therein. As a result, this woule: g
rise to a prohibition on the use of Burley and @@ tobacco in Brazil. Conversely, Brazil's
regulation would allow the continuous productioncifarettes free of additives, using only cured
tobacco, of which Brazil was the world's largesidurcer.

34. The Dominican Republic was of the view that Brazifieasure did not comply with Articles
2.2 and 2.8 of the TBT Agreement. He elaboratedl ith order to determine whether a measure was
excessively trade restrictive, Members had to dmrsiscientific and technical information. In
particular, he expressed concern that the measasemore trade restrictive than necessary. His
delegation believed that the measure sought to ilftohraditionally blended cigarettes,
notwithstanding the lack of scientific evidence whg that they provided tastes and flavours
different from the characteristic ones of tobacdaurthermore, the measure was incompatible with
Article 2.8 of the TBT Agreement, since it was lthe@ design or descriptive characteristics. As an
alternative, the representative suggested thatilBrashibit tobacco products that presented fruity
sweet flavours, different from tobacco.

35. He asked whether Brazil's proposed measure had beaead on scientific evidence.
Specifically, he asked whether scientific evideegested showing that flavours that do not provide
distinctive flavours such as fruit or sweets cagilek rise to an increase in smoking. Furthermbee,
inquired if there exited evidence showing that itradal cigarettes were particularly attractive to
youths as compared to cured tobacco, or that additee tobacco products were less harmful or
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addictive than tobacco products containing addstivi such evidence existed, he requested tle it
shared with the Committee. He also asked if olgislative solutions had been examined and how
effective these alternatives were in terms of raduthe incidence of smoking as compared to the
proposed measure. Finally, he inquired whetheeiBhad carried out an evaluation of the potential
impact of the draft resolution on the production &nade in cigarettes.

36. The representative of Mozambiquted that while his delegation did not objectthe
objective of protecting human health, behind Bfazitoposed regulation, Mozambique, as a tobacco
growing country, was concerned about the possimlglications for tobacco leaf exporters. He
claimed that by banning additives, the measure aveftfiectively ban traditional blended cigarettes
and ban the use of Burley and Oriental tobaccoremziB He expressed concern that the measure
would negatively affect Mozambique's export reveaned economic and development prospects.

37. He explained that Mozambique exported USD2 milfpen year in terms of tobacco to Brazil.
This amount was significant for Mozambique who hbpe see increased tobacco export volume to
Brazil. He requested that Brazil adopt a measat did not create technical barriers to trade for
tobacco originating from developing countries, Wdrich tobacco was often a main export product.
He supported Zambia's proposal to organize a gigtussion between the WHO and WTO on this
matter.

38. The representative of Ecuadooted that his country was an exporter of tobauwb tobacco
blends to Brazil. He his delegation recognized ldugtimacy of the objective of protecting human
health. However, he reminded the Committee of Mensibobligations to not adopt regulations that
could create unnecessary barriers to trade, inviitle Articles 2.2 and 2.8 of the TBT Agreement.
He elaborated that for measures to be in compliavite the TBT Agreement, they needed to be
backed by technical analysis and sufficient sdientevidence to justify their adoption or
promulgation. Ecuador was of the view that Brazitl alternative political options, which could be
effective in reaching their legitimate objectivetidut prohibiting in ae jureor de factoway, the
trade of tobacco in the Brazilian market. Finahg, supported Zambia's earlier proposal, noting tha
this would help clarify the necessary measurestifier control of tobacco consumption and the
obligations that Members have under the multildteaaing system.

39. The representative of Jordaroted that his delegation supported the Brazih@gasure's
objective of protecting human health. Howevershggested that when dealing with human health,
scientific evidence needed to exist. Hence, hestipreed whether scientific evidence existed in this
regard and whether the Brazilian measure was @with Brazil's obligations under Article 2.2 okth
TBT Agreement. Jordan was of the view that the Beaz measure was far more restrictive than
necessary.

40. The representative of Kenyaformed the Committee that his delegation wouldbrsit
written questions to Brazil later that day.

41. The representative of the Former Yugoslav ReputfiiMacedoniaexpressed concern with
the direct effect of the implementation of Brazii®posed regulation on trade in Oriental tobao€o,
which Macedonia was the second largest export@razil in 2010. Moreover, he cautioned that
such a regulation would jeopardize the vulneraldenemies of countries in transition and least
developed countries, especially in a period whermblrs were not progressing on the Doha
Development Agenda, and were feeling the negaffeets of the global economic crisis.

42. The representative of Chilevas concerned that this type of measure couldaactn

unnecessary barrier to trade. For this reasortaled on Brazil to provide the scientific evidence
upon which they had based their measure. He agdateithat the WHO FCTC guidelines detailed the
necessity of scientific evidence before taking tatuy decisions. While Chile supported the
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legitimate objective of reducing the consumptionaifacco products in order to protect public health
they considered this measure more trade restrittisse necessary.

43. The representative of Nicarageansidered that Brazil's regulation would resttretde in
tobacco products more than necessary. More spaltjfi the measure would form an obstacle to
trade, violating Article 2.2 of the TBT Agreemertthe explained that while the objective behind the
measure that Brazil had set forth in its notifioatto the WTO was recognized under Article 2.2 of
the TBT Agreement, Nicaragua was not aware of amgnsfic evidence upon which the measure had
been based, notably pertaining to the use of aggditand human health. She requested that Brazil
provide information on the scientific evidence upehich they had based the development of this
measure.

44, The representative of Hondursned others in voicing concern over the impaett Brazil's
regulation would have on its exports. She noted Honduras recognized the protection of public
health as a legitimate objective, but was of trmwthat the Brazilian measure was excessive and
would generate unnecessary barriers to trade.eglained that the measure would prohibit virtually
all additives (including menthol) instead of onlyobibiting pertinent additives, as was the case in
other jurisdictions. As such, this could represedé factoprohibition to the trade of certain tobacco
products.

45, She noted that the Brazilian measure would protii®t use of Burley tobacco in Brazil,

which Honduras produced. This would cause Hondergmorts to fall, lead to job loss, and dampen
the country's economic prospects, especially gitlem scarcity of alternatives for Honduras.
Moreover, she claimed that the measure had not basad on scientific evidence proving that a
specific flavour or certain additive would give @iso a certain pattern of consumption or make
tobacco products more attractive.

46. She recalled Articles 2.2 and 2.8 of the TBT Agreamand suggested that other types of
measures could be put in place that would not laavienpact on the final elaboration of the product.

Moreover, regarding Article 12.3 of the TBT Agrearheshe noted that Brazil's measure would create
an unnecessary obstacle to the income of develauingtries. She asked Brazil to explain how they
would take into account the special circumstanée®weeloping countries.

47. The representative of Culeehoed the concerns expressed by others regaddazi's draft
regulation. His delegation was of the view thatse@ntific evidence existed which proved a causal
relationship between the use or patterns of tobagooking and the flavour and additives they
contained; or that cigarettes with additives werarharmful or more attractive to youth than those
which did not contain additives. As such, Cuba whghe view that this measure was unlikely to
contribute to decreased tobacco consumption iniBraz

48. While Cuba fully supported the objective of redgcthe incidence of smoking habits among
young people and the population in general, theyewsf the view that the regulation would
unnecessarily restrict trade. Additionally, he lekgped that his delegation was concerned that the
regulation could create a precedent, leading dihembers to establish their own lists of additive
restrictions, in turn leading to uncertainty anchecessary obstacles in terms of trade flows. He
suggested that Brazil consider adopting a lessigtgt regulation, similar to other countries tiwatd
banned tobacco products highly flavoured with ammda his approach was preferable since the
regulation was based on the performance of the uotodather than design and descriptive
characteristics, as enshrined in Article 2.8 of TlBI Agreement.

49, The representative of Colombimlieved that Brazil's regulation violated Arti@e2 of the
TBT Agreement. He explained that while Colombiasweady to abide by the commitments it had
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made under the FCTC, discussions on questionsditivaes in tobacco products should be dealt with
at the WHO.

50. More specifically, he commented that Brazil's braadtrictions on tobacco products and
additives would be detrimental to cigarette tradspecially for Burley tobacco, which required
additives to process this tobacco into Americamdbleigarettes. The representative claimed that the
WTO was not the forum to discuss whether or notntieasure would affect the smoking patterns of
youth. Regarding the broader objective of protectpublic health, he claimed that no evidence
existed showing that tobacco products containirdjitaes were more addictive. He highlighted that
Brazil had raised similar concerns over Canadaift thbacco regulation at previous TBT Committee
meetings, causing Colombia to question why Brazkwow going forward with its own similar
legislation.

51. His delegation was of the view that local tobaccodpcers in Brazil had influenced the

adoption of this regulation. According to 2008ufigs published by the Brazilian farming sector,
Virginia tobacco represented 80 per cent of allzBian tobacco production, Burley tobacco 14.8 per
cent, and others 5.4 per cent. Because the measuld be easier to implement for Virginia tobacco
producers, he expressed the view that the measouéd vdiscriminate against those Members that
produced other varieties of tobacco.

52. The representative of the European Unstaited that the proposed Brazilian measure would
imply that exports of traditionally blended tobagmoducts to Brazil would have to be discontinued.
Moreover, it would affect exports of additives usedobacco products from the European Union.
She confirmed that the European Union supporteabipective of protection of human health, which
was in line with the WHO FCTC. She noted that Ewopean Union was itself in the process of
revisiting its Tobacco Directive in order to implent the recommendations of the WHO and in this
regard had some questions for Brazil.

53. First, she asked for the background regarding Bsaapproach and reasons motivating the
proposed ban on all additives, including sugar@rddver, she inquired as to the grounds justifgng
ban on additives, rather than setting limits. Stked whether Brazil had evaluated other legigativ
solutions, and whether it had carried out an assasisto determine if these alternative solutionsewe
less effective in decreasing smoking rates tharptbposed approach. She recalled that the Partial
guidelines for implementation of Article 9 and 10tbe WHO FCTC recommended that Parties
consider scientific evidence when determining nexasnires on ingredients.

54. Second, she enquired as to whether Brazil had sexséise impacts of the measure, including
impacts on the consumption of tobacco productgalticular, she asked if Brazil considered whether
smokers might shift to other type of cigaretteg thd not contain additives, such as Virginia tatzac

If an impact assessment had been carried out, sked ahat its conclusions be shared with the
Committee.

55. Finally, she enquired about the timing for the ddwpof the proposal, and whether it would
be necessary to issue any implementing measuresliéese requirements could be put in force.

56. The representative of Brazlarified some points regarding its National He&urveillance
Agency (ANVISA)'s Draft Resolution No. 112. Heesdsed that the proposed technical regulation
had been notified to the TBT Committee. In additia period of four months, ending 31 March
2011, had been given to Members to make their carteneHe confirmed that all comments received
would be duly taken into account before the fieahtical regulation was published.

57. He confirmed that the objective of the measure teagrotect public health through the
reduction of cigarette attractiveness. In respdos#lexico's claim, he noted that Brazil was an
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important producer and consumer of Burley tobaaod, that there was no reason to suggest any kind
of discrimination in this measure. He clarifie@ththere would be no requirement for this measure t
be approved by the Brazilian Congress, as it wampbtetely under the scope of ANVISA's
competencies. He also confirmed that the measadehbeen based on the WHO FCTC and its
implementing guidelines.

58. With regard to the adequacy and necessity of tbpgsed technical regulation, Brazil was of
the view that the measure was adequate. SinoevHieation of the presence of aromas and flavours
is subjective, previous attempts to prohibit themthaut prohibiting additives had proven to be
ineffective. He also noted that the Brazilian Qoweent had received indications that the tobacco
industry had mastered the technology to procesteBuobacco without additives since 1996, thus
leaving no grounds for allegations that prohibitamdgitives wouldde factoprohibit Burley tobacco.

In addition, he noted that some countries prodwaetisold blended cigarettes using Burley tobacco
without the additives that this measure intendegttdibit.

59. He informed the Committee that the Brazilian retpia authorities had information
indicating that additives increased the effectiobtine, thus making cigarettes more addictivegeBu

for example, when burned, became a substance kasvitetaldehyde, which made cigarettes more
addictive. Additionally, some additives themselvesre harmful to human health since when burnt
they released carcinogenic substances. He no&chéhhad references to all of these studies and
would be willing to share them with Members. Fipahe expressed an openness to further discuss
this issue bilaterally with interested delegations.

(i) Ecuador — Certification of Ceramic Tiles

60. The representative of the European Unexpressed concern regarding the adoption and
publication of Resolution 18 of the "Consejo Naeibde la Calidad" (CONCAL), which laid out the
documents that importers of ceramic tiles had tovide in order to obtain the Ecuadorian
certification of conformity. She noted that thegulation, adopted on 17 December 2010 brought
substantial changes to Ecuador's previous ResolMNip 10-2009.

61. She asked a number of questions, including: wly thgulation had not been notified
according to Article 2.9.2 of the TBT Agreement; wsupplier's declarations of conformity from
enterprises that had been certified according @9801, and issued by a body recognized by the
Ecuadorian Accreditation Body, were no longer atapand confirmation that under Article 1 of the
resolution, 1ISO 13006 certificates issued by bodéesgnized by the Ecuadorian Accreditation Body
would be accepted. She noted that the EuropeaonUraid been informed that only one laboratory in
Ecuador had been accredited to carry out the t@hish could lead to bottlenecks for importers.e Sh
invited Ecuador to take the appropriate steps snenthat an interruption in existing trade in oga
tiles would be avoided.

62. She also noted that the time during which existegtificates would be valid had been
shortened from one year to 90 or 45 days. Hermdtlen viewed this decision as arbitrary, and was
particularly problematic for products that weresally certified but in the process of being imparted
She asked Ecuador to consider extending theseiriesel Finally, she regretted that her delegation
had not been able to submit more detailed comnur@go the fact that the Ecuadorian resolution had
not been notified.

63. The representative of Ecuadmformed the TBT Committee that his delegation hakkn
note of the questions raised and would come battkaviswers at the next TBT Committee meeting.

* GITBT/M/ECU/42 (Ecuador, 29 January 2009).
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(iii) Brazil — Canned Sardines - Ministerial Act N° 408,August 2010 (G/TBT/N/BRA/386)

64. The representative of Peraised concern about Brazil's draft technical f&gen for the
identity and quality requirements for canned saslin She informed the Committee that her
delegation's concerns were laid out in detail icwoent G/TBT/W/334. She explained that for
many years, exporters of Peruvian sardines hadlfad#culties entering the Brazilian market.
While Peru had tried to export thHengraulis species of sardines to Brazil under denominations
"Sardines X", Brazilian authorities had not allowdnd use of this denomination, in spite of their
inclusion in Codex Stan 94 for tinned sardines.isTiew regulation would make it even more
difficult for the exporters of Peruvian sardinestder the Brazilian market, as it would excludarfr
trade denominations "Sardines X". Peru was ofitbe that this regulation contravened Articles 2.2
and 2.4 of the TBT Agreement, and ignored Coder Sthas a relevant international standard.

65. She explained to the Committee that Codex Stans®ddl 22 species from which sardines,
canned sardines or other types of sardines coulgrégared. She expressed concerned that the
Brazilian regulation moved away from Codex Stan8Hich permitted the use of the denomination
"Sardines X" for tinned sandines from 21 of thesp2cies listed under the international standard,
including Engraulis Ringens Article 3 of Brazil's draft regulation excludddl of these species,
including Enraulis Ringensand Article 5 prohibited the products of tBagraulis Ringenspecies
from using the denomination "Sardines X". The espntative questioned why Brazil deviated from
Codex Stan 94, or why it considered this intermaticctandard inappropriate or inefficient to meet i
objectives.

66. Peru was of the view that this draft regulation waompatible with the TBT Agreement,
since the Agreement specified that internationahadards should be used as the basis for technical
regulations. She stated that Codex Stan 94 wesidamed as an international standard and noted that
many WTO Members, with heterogeneous consumptidtenna, e.g. EU, Canada, Colombia and
Uruguay, followed the standard, making it possiolethe Engraulis ringensspecies to be used for
the processing of tinned "Sardines X". Moreovie tepresentative of Peru expressed concern that
this regulation would have negative implicationsPeruvian exports dngraulis ringens.

67. She asked that Brazil align its regulation with €odStan 94, namely, accepting the
denomination of "Sardines X" fdEngraulis ringens. Furthermore, she asked for clarification on
Brazil's objective in putting in place this techadicegulation, how it was justified under Articl2
and 2.4 of the TBT Agreement, when it would come force, and why Brazil had not applied Codex
Stan 94.

68. The representatives of the European Uramd_Norway like Peru, were concerned that the
Brazilian regulation significantly diverged frometiinternational standard for canned sardines, Codex
Stan 94. The representative of the European Wss&ad why Brazil had not aligned its measure with
this standard, and requested an update on theo$taly of the draft regulation.

69. The representative of Brazihformed the Committee that the final version tf draft
technical regulation on the quality and identitysafdines had not yet been published, and there was
no forecast as to when the publication would taleeg All comments received during the public
consultation, including those received from Peterahe deadline, would be taken into account. He
concluded that the Brazilian government was ingtaeess of analysing the comments, and that his
delegation remained open to further discuss theeibdaterally.

® G/TBT/W/334 (Peru, 15 March 2011).
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(iv) Colombia — Alcoholic beverages (G/TBT/N/COL/121 Adds.1-3)

70. The representative of the European Uniaised concern regarding Colombia's draft decree
laying out requirements for the manufacture, preicgs packaging, marketing, sale, export and
import of alcoholic beverages. While the Europtanon was pleased that some of their comments,
which were submitted in the framework of the orainotification, had been taken into account by
the Colombian authorities, she noted that the eelvigsersion of the draft still contained some

provisions which could be problematic, and whichlddave a significant impact on trade.

71. In particular, she noted that some quality parametaich as the restriction on the use of
colouring, flavouring and sweeteners in liqueursraveot in line with international practice.
Additionally, her delegation was concerned with tledinitions of certain terms in the draft Decree,
such as whiskey, vodka, rum, and gin.

72. Regarding the labelling requirements specifiecherotified text, she asked whether it would
be possible to place the stickers containing thadatory labelling information locally, before the
goods were placed on the market. In additionastked if requirement to present a quality certifica
at the time of the authorisation of the productligdpalso to locally produced goods. Finally, she
welcome the fact that Colombia had granted a gaffity long transitional period and asked whether
existing stocks at the time of entry into forceté requirements would be subjected to the new
regulation.

73. The representative of the United Stateguested that Colombia eliminate the three-year
ageing requirement for whiskies, as contained @l#test version of the proposed regulation. He
noted that while certain types of whiskies might &ged for specific periods, there were no
internationally agreed maturation requirements. eidplained that this was because the maturation
process depended in large measure on the climatdioh the maturation took place as well as the
barrel technology used. He asked for confirmatlmat mandatory reporting of the ageing time of
rums would not be required and whether Colombialdvgermit the use ofle minimusamounts of
harmless colourings, flavourings and blending nialefor all categories of distilled spirits spéetf

in the proposed measure.

74. The representative of Colombiaoted that the comment period for its notification
G/TBT/N/COL/121/Add.2 had been extended until 4 8faR011. He explained that in light of the

comments received, the competent authority consitigrnecessary to revise the draft regulation to
ensure better compliance. Finally, he confirmeat ttomments received by Members would be
analysed and that further information would be pied.

()] Korea — Good Manufacturing Practice requirementsdosmetics (G/TBT/N/KOR/301)

75. The representative of the European Uniexpressed concern with Korea's Good
Manufacturing Practice requirements for cosmeti€€GMP), on which the EU had submitted

comments on 8 March 2011. While her delegationcereked the fact that the draft regulation

appeared to be in line with the relevant intermatiostandard, ISO 22716 on Cosmetics Good
Manufacturing Practice, she requested confirmafiom Korea that this was the case. If so, she
asked Korea to explicitly refer to 1ISO 22716 in iegislation; otherwise she asked that any
differences highlight between the KCGMP and the t&&hdard be highlighted.

76. Second, she noted that Article 30 of the draft l&tigpn provided certain facilities for
cosmetics manufacturers complying with the KCGMRn—particular, an exemption from the
requirement of conducting batch tests and condgajimality management by lot number. In this
context, she asked whether foreign cosmetic matwrfs could also benefit from such derogation if
they were recognised as complying with the KCGMP.was the EU's understanding that only
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domestic manufacturers would benefit from theseghions. If this was the case, she reminded
Korea that the TBT Agreement prohibited discrimimatbetween foreign and domestically produced
products.

77. Third, if the KCGMP requirements were very simikar those of ISO 22716, she asked
whether Korea's responsible authority, the KoreadFand Drug Administration (KFDA), would
recognize assessments performed or certificatagedsdy testing laboratories or governmental
agencies of third countries proving compliance W80 22716.

78. Finally, she expressed doubts as to whether theatoCosmetic Association (KCA), which

in her understanding was the only body authoripedonduct an evaluation of KCGMP compliance,
was sufficiently impartial and neutral to conduabiased assessments of both foreign and domestic
cosmetics manufacturers. She noted that Koreadcaubid potential bias in this context by
recognizing foreign inspections and certificates,gxample.

79. The representative of Koreelarified that Korea's draft regulation on Coseeti Good
Manufacturing Practice, put forth by the Korea Feodi Drug Administration (KFDA), was part of
an effort to harmonize with the international stadISO 22716. This effort sought to improve the
guality of cosmetics and to protect public healidnf hazardous cosmetics. Hence, the regulation
proposed by the KFDA had been largely based on23116. He explained that the KCGMP was
voluntary, and there were no plans to make thelaign mandatory. Furthermore, he noted that the
agency responsible was the KFDA and not the KCA.

80. Regarding the exemption provisions for manufactutieat complied with the requirement, he
confirmed that there was preferential treatmemtamestic manufacturers. However, he clarified that
importers of non-Korea manufacturers' cosmeticglyets could also receive similar preferential
treatment, such as exemption from quality inspectibthe non-Korea manufacturers passed the on-
site inspection under Article 9 of the Departmemtli@ance of Cosmetics. He explained that this
order had been running for more than 10 years dad 23 importers of foreign cosmetic
manufacturers to date had passed the on-site it@pend enjoyed the benefits. He recommended
that the European Union discuss bilaterally withrdéoand try to sign an MOU with the KFDA.

(vi) Ukraine — Draft Technical Regulation on the labadiiof foodstuff (G/TBT/N/UKR/52 and
Add.1)

81. The representative of the European Uniexpressed concern that several provisions of
Ukraine’s Draft Technical Regulation on the labwejliof foodstuff (G/TBT/N/UKR/52), notified in
January 2011, differed from the Codex Alimentaians! appeared to be costly and burdensome for
operators. She noted that her delegation had thgcambmitted detailed comments on this draft
regulation.

82. The representative recalled her delegation’s consnemn a previous notification
(G/TBT/N/UKR/45) related to GMOs, and Ukraine’s amitment to amend its GMO labelling
provisions. In particular, Ukraine had agreed tivdy foodstuffs containing more than 0.9 per cent
GMOs would have to be labelled with the inscriptlaith GMO'; there would be no obligation to
label other products with the inscription 'GMO fred-urthermore, she inquired on which grounds
Ukrainian authorities had prohibited health claimdiereas the Codex Alimentarius allows and
provides guidelines for those claims.

83. Finally, the representative requested that Ukraumorities review and clarify requirements
for mandatory origin labelling, since as curreritymulated, the requirements seemed to apply only
to imported products. She also recommended tieatdfinitions of products such as: spread, blended
fats, starch and glucose syrup be rendered consisih Codex Alimentarius.
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84. The representative of the Ukraineoted that while the period for comments on
G/TBT/N/UKR/52 closed 1 March 2011, her delegatiwas still willing to address concerns of
Members. She explained that the technical reguiaith questions further harmonized Ukrainian
regulations with EU directives and internationatjuigements, including with respect to GMO
labelling. A grace period of 9 months was envisabg Ukraine to enable businesses to smoothly
adapt their operations to the new rule. She reddHat answers to all the questions received fram
European Union had been prepared. They were irptheess of being translated by capital, and
would subsequently be provided to the Europeanitnio

(vii)  China — Requirements for information security pragy including, inter alia, the Office of
State Commercial Cryptography Administration (OSCQ899 Regulation on commercial
encryption products and its on-going revision ane Multi-Level Protection Scheme (MLPS)

85. The representative of the European Ureaplained that the title of the specific trade camm
reflected the broad scope of his delegation’s carscén this context, some of which had been
previously raised. He thanked China for maintgjném open channel of communication with the
European Union on these issues, and indicatedhihattervention would firstly focus on the revisio

of the 1999 Regulation on Commercial Encryption €dy the Office of the State Commercial
Cryptography Administration (OSCCA). In this redahe expressed his delegation’s hope that the
on-going revision of the Regulation would effectvaddress the concerns raised by the European
Union and its industry. This requiredter alia, a clarification of the product scope and defams,

the removal of the current restrictions on apprewall encryption products incorporating foreign
technology, and the introduction of certificatiorogedures that duly address the legitimate concerns
of foreign encryption product manufacturers regagdihe protection of their intellectual property
rights, including requirements for source codeld®are. In addition, he sought clarification ashe
relationship between the OSCCA regulation and otbgulations in the area of information security,
namely the Compulsory Certification scheme for tnfation Security Products (CC-IS), managed by
the National Certification and Accreditation Adnstration of China (CNCA), and the Multi-Level
Protection Scheme (MLPS) under the leadership efNfinistry of Public Security (MPS). The
representative requested an update as to the exp#weteline of the revision process and when a
public consultation would be held, and also reqeebshat the draft measure be notified to the TBT
Committee at the earliest appropriate stage so povide interested Members with an opportunity to
comment.

86. The representative of the European Union also ssprceconcern with regard to the overall
opacity of the implementation process of the MLPIhe lack of transparency created an uncertain
and unpredictable business environment for fordgji equipment manufacturers operating in the
Chinese market. He requested a general updateeamplementation of the MLPS, including which
sectors were being prioritized for assessmentoanithe classification of those IT systems which had
already been assessed in accordance with the Mtie8ac In addition, the representative reitedate
his delegation's substantive concerns regardingaph@ication of the MLPS in sectors with no
obvious relevance to national security, and alsoribk of a back door application of the CC-IS
requirements through the MLPS for commercial presimot covered by its scope. He noted that the
CC-IS was currently limitedde jure to government procurement, yet there was eviddheé
compliance with CC-IS was required by several lastge-owned enterprises, for instance in the
banking sector, as a condition for procuring snzads.

87. Finally, the representative expressed the belif tthere was unexplored potential for closer
cooperation between Chinese and other WTO Memband, the global ICT industry in the
information security field. Therefore, his delegatwould continue to seek a more comprehensive
dialogue with competent Chinese authorities, anthdpeed to report some progress in this regard at
future meetings.
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88. The representative of Japaxpressed support for the EU position, and ragedrdhat the
various schemes and regulations within China reggrithiformation security were not in conformity
with global norms and approaches. His delegatiaa eoncerned with the negative affect that these
measures could impose on trade in information #gcproducts. He recalled that delegations had
asked China to be prudent in introducing measuwegarding information security. He informed the
Committee that China was currently considering w oertification scheme for information products
that were not subject to the current CC-IS scheand, he requested that China provide necessary
information regarding the scheme, including itspose.

89. The representative of the United Stagzhoed the request of the EU delegate that China
notify any proposed revisions to OSCCA regulationscommercial encryption so that Members and
other interested parties may provide comments.wai@ed that if the planned revision expanded the
scope of the regulations to more information ohtedogy products (for example, by modifying or
eliminating the core-function test) the impact wbude felt across a broad range of the global
information technology sector. In particular, adisruption could result, such as occurred in 1999
when China issued the first version of these reguis; which was eventually limited in scope to
products whose core function is encryption. Furtitge, expansion of the scope could raise
guestions as to whether the measure was more testlictive than necessary, and his delegation
would continue to monitor this issue.

90. The representative of Korashiared the concerns raised by the European Udégan, and the
United States.

91. The representative of Chinaxplained that the revision of the commercial togpaphy
regulation by the Office of the State Commercigyg@ography Administration (OSCCA) was on the
agenda of the legislation plan of the State Coufwil2011. Based on scientific verification and
public input, OSCCA was revising the measure unlder_egislation Law and the Procedures of the
Formulation of Administrative Regulations.

92. He informed the Committee that the correct namehef measure referred to by other
delegations in the context of the MLPS was the IRaigun on Classified Protection of Information
Security (RCPIS), a basic information security tagan following Chinese laws and regulations, and
implemented by a series of standards and managespeaifications. He noted that in practice, there
was ho evidence that the implementation of RCPI& dffected the stability of the information and
communication equipment market.

93. The representative explained that five levels &frimation security protection systems were
stipulated in RCPIS, amongst which Level Il andowb involved systems concerning critical

infrastructure and important assets. These critideastructure and important assets were vital to
maintain and safeguard national security and puhberest in fields such as government organs,
finance, and banking. He stated that Level Il abtdve covered only a limited scope amongst all
information systems employed in China. He obsetbed only a small percentage of information

systems in major industries would be covered byelL& and above. His delegation believed that
RCPIS would impose a limited impact upon major stdes, similar to the impact of EU information

security regulations on the banking sector.

94. He reported that his delegation had held on theigue day, a bilateral meeting with the
Japanese delegation, and that he wanted to cortbnwerk to clarify what global norms were in the
information security sector. Also, the represemeastated a preference for close cooperation and
dialogue in the future as suggested by the EU détay

95. In light of the information provided, the repressivte of the European Unicmsked at what
stage in the process of the revision of the OSCe€dulation the measure would be notified to the
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TBT Committee. Also, he asked what modalities weeing used to seek public input on this
measure, and whether there would be an open calufdic comments.

96. The representative of Chirreplied that the he could not give a concrete fiiame for the
TBT notification and the public hearing becausertteasure was still undergoing an internal research
process. However, he pledged to keep bilateralacorwith EU colleagues open on this issue to
achieving a mutually satisfactory result.

(viii)  China — Lighting and Light-Signalling Devices forodrcycles (G/TBT/N/CHN/721 and
Suppl.1)

97. The representative of the European Unsbated that in November 2010 China had clarified
that motorcycles equipped with automatic headlarapd daytime running lights could not be

accepted in China. However, she informed the Cdtamithat China had replied the day before to
the EU in writing that it agreed that automatic dieenps and daytime running lights could contribute
to world safety and that China was monitoring thé é&perience in order to decide if motorcycles
equipped with these devices would be admitted inn&h The representative underlined her
delegation’s interest in exchanging informationha@thina so to avoid motor vehicles equipped with
automatic headlamps and daytime running lightsciviiere in compliance with the relevant United
Nations Economic Commission for Europe (UNECE) fatjons, having to be redesigned for the
Chinese market alone.

98. The representative of Chingeplied that the measure in question specified tdahnical
requirements, test method and inspection rulestterinstallation of lighting and light-signalling
devices for two wheeled motorcycles. He reportest the draft standard had been notified on 8
February 2010, followed by a sixty-day comment gariand that the European Union had submitted
three sets of written comments to China's TBT ewygpoint, on 30 April 2010, 8 November 2010
and 11 March 2011. He noted that his delegatiphie to all three sets of comments, and he hoped
the replies addressed most of the concerns raigetheb European Union. He was glad that the
European Union was satisfied with his delegatidatest reply. His delegation remained open for
further technical contact with through TBT enquijppints, as well as other bilateral channels.
Finally, he informed the Committee that the staddad been approved and published on 10 January
2011 and would be implemented on 1 January 2012.

(ix) China — Provisions for the Administration of Cosicget Application Acceptance
(G/TBT/N/CHN/730 and Suppl.1)

99. The representative of the European Unrarsed concerns with regard to Decree No. 856
issued by the State Food and Drug AdministrationCbina (SFDA), on the "Application and
Acceptance of Administrative Licensing for Cosmgtic She stated that this Decree had been issued
on 25 December 2009, and had been notified to Bie Committee on 25 March 2010, just 5 days
before its entry into force on 1 April 2010. Thepresentative explained that neither European
industry nor EU authorities had had an adequaterypity to comment on the draft legislation,
which was required according to China's transpareoifuligations under the TBT Agreement.
Furthermore, she noted that industry had been gorép three months to comply with the new
regulatory requirements.

100. The representative reported that, following theneimto force of the new requirements,
approvals of new cosmetic products in China hadedsed from around 1000 per month to a nearly
complete standstill. However, she noted that & phst few months the situation seemed to have
somewhat improved, with some 370 products reportegiproved between November 2010 and
February 2011. Nevertheless, EU industry stillezignced significant delays in their application fo
new product registrations, and the average numberaaucts approved per month under the new
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requirements was only a fraction of what it usedb® under the previous notification system.
Furthermore, she suggested that the legislatioaridisiated between domestic and foreign non-
functional cosmetics; while the latter were subjax registration as a pre-condition for their
placement on the market, the former would appardrel subject to a notification requirement only,
which could be submitted even after their placenoenthe market.

101. She expressed appreciation for China's effortautdrpplace an efficient and comprehensive
regulatory system for the approval of cosmetiche &ported that the European Commission had
discussed the issue of the new cosmetics licerrsigigne at expert level with the SFDA on several
occasions, most recently during an expert meetatd im January 2011. Her delegation was grateful
for SFDA's openness to discus with EU experts, elbas its efforts to clarify and streamline thevne
requirements — as exemplified by the issuanceefatidelines on 'Key Points for Technical Review'
of October 2010, which had helped shed light onessdvissues. Furthermore, her delegation
welcomed recent progress by the SFDA in addrestiegbacklog of applications for product
registration.

102. Despite this evident progress, the representakpeessed concerned with the slower pace of
the new product approvals as compared to the pus\ggstem, that had caused serious delays for the
placement of European products on the Chinese mankd had disrupted production and marketing
plans for those products. The uncertainty coningntoreign manufacturers was further compounded
by the lack of clarity of the new rules in seveedpects. For instance, she explained that wgarde

to the registration of new ingredients, there wél sncertainty as to the definition of 'new
ingredients’. The representative recalled thatDecember 2010, the SFDA had issued draft
guidelines defining 'new ingredients' as 'any idgets used for the first time in cosmetics on the
market in China'. Nevertheless, she noted thadth& guidelines did not contain a list of exigtin
ingredients, and industry had so far not been dwtsin order to ensure that such a list was ctrrec
and complete. The representative therefore urdgeda@o develop a comprehensive and accurate list
of existing ingredients, in consultation with battncerned foreign and domestic industry.

103. More generally, she noted that there had beena gtember of rules applicable to cosmetics
adopted by the SFDA in recent times. The speetwhath these requirements were issued, and the
often short period given to companies to complyremgosing considerable difficulties to industry
exporting cosmetics to China. Her delegation urgesl SFDA to adhere to principles of good
regulatory practice — for example, through a thglowegulatory impact assessment and public
consultation, as well as notification of TBT-relhtmeasures to the TBT Committee while measures
were still in draft stage, and comments could &l taken into account. Finally, she asked that
comprehensive guidance for implementation of all males be provided, so to allow industry to
comply with the requirements.

104. Finally, she reported that her delegation had tethwat the SFDA had issued a new rule (no.
454 of 26 November 2010) specifying further requieats for cosmetics products. This rule would
enter into force on 1 April 2011, but had not yeeb notified to the TBT Committee. She reported
that the regulation included several requirementsy alia, on testing for product stability or shelf
life, which could be problematic for EU industr§ghe therefore requested that China notify thetlates
rule, and suspend its entry into force pendingfication, to ensure that Member's comments are
taken into account.

105. The representative of Chimxplained that the SFDA revised and issued theifloms for the

Administration of Cosmetics Application Acceptanigeesponse to safety problem that emerged with
cosmetics, in particular with child bathroom prouand talcum powder in 2009. He noted that
during the revision process the SFDA had held ferumorkshops, and expert discussions with
enterprise representatives, as well as solicitedligpwpinion including those from the European
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Chamber of Commerce and several European entespasel had taken all those comments into
account.

106. He stated that in order to strengthen supervisiorasmetic materials, the measure required
that enterprises submit safety evaluation data atenpially harmful substances. Based on risk

assessment and taking into account comments frenkEtiiopean Chamber of Commerce, L'Oreal,

P&G, Johnson&Johnson, Unilever, and Chanel, the ASHFRd issued the Guidance on Safety

Assessment of Potentially Harmful Substance in @Gbgs on 23 August 2010. He noted that this

guidance was in line with the 6th Revision of thetéé of Guidance for the Testing of Cosmetic

Ingredients and their Safety Evaluation by EU SifienCommittee on Consumer Products. The

representative pointed out that the SFDA guidarackdbearly defined potentially risky substances in

cosmetics, basic procedures for safety evaluat@Eguirements on evaluation data (and the relevant
submission form), and data review principles.

107. In addition, he informed the Committee that SFDA iesued documents outlining key points
and guidance for the technical review of cosmetideanwhile, the representative noted that fruitful
training had been carried out for cosmetics enigepr including those from the European Chamber
of Commerce. He reported that cosmetic registmatiod recording was proceeding smoothly, and
gualified products, including those from EU cosmagiroducers, had been recorded and approved.
With respect to the new SFDA rule flagged by thedpean Union delegate, he promised to deliver
comments to the SFDA. Finally, he agreed to follopr on a letter from the European Union
delegation suggesting a July 2011 meeting betw&®Aand the European Commission in Brussels.

(€9] China -— Administration on the Control of Pollutiddaused by Electrical and Electronic
Products (G/TBT/N/CHN/140, Add.1 and Rev.1)

108. The representative of the European Unigicomed the objective of reducing environmental
pollution caused by electric and electronic prodweaste, as pursued by the notified document. She
reminded the Committee that the European Union ta@ed legislation on the restriction of the use
of certain hazardous substances in electrical dectrenic equipment, and the European Union
pursued the same objectives as China of protetlimgnvironment and human health.

109. However, the representative expressed concernst aheuuncertainty that the notified
document introduced around the certification procedhat would be introduced for electrical and
electronic equipment. First, she observed thatnihiified draft foresaw the future creation of a
catalogue of products that were required to meetduirements. It was unclear when and according
to which criteria the catalogue would be set uer&fore, the representative requested confirmation
from China that the introduction of products in theture catalogue would be notified to WTO
Members under the TBT Agreement, and that an apiategtime for comments would be given.

110. Secondly, she stated that her delegation understaidthe notified draft required that the
products introduced in the future catalogue wowdddto be certified according to a system endorsed
by the State. The representative questioned whig authird party certification was necessary for
proving compliance with the restrictions on the oSeertain hazardous substances in electrical and
electronic equipment. She explained that the tislt the requirements aimed to control only
appeared when the products entered the waste @rab®gere not present in the consumer use phase.
She therefore considered this third party pre-nmtadegtification to be an overly burdensome
requirement that constituted an unnecessary obstadrade according to Article 5.1.2 of the TBT
Agreement. A system of supplier's declaration ohformity (SDoC), coupled with post-market
surveillance would, in the view of the representgtibe a more proportionate option, and would
achieve China’s objective of reducing pollution lvaitit placing unnecessary burdens on economic
operators. She recalled that similar European tJlggislation called only for a supplier's declamat

of conformity. Her delegation therefore invitedi@hto reconsider the requirement of a third party
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certification, especially since her delegation \aasre that a voluntary certification scheme for six
products was already under development in Chinaalllf, based on the written reply of China dated
2 March 2011 to her delegation’s written commeslt® understood that China was still considering
certification options, and she sought confirmatiéthis point.

111. The representative of Japaupported the concerns raised by the EuropeannUnide
expressed appreciation for China’'s reply to comsemiade by the Japanese government on
notification G/TBT/N/CHN/140/Rev.1, however, he gbti additional information on a number of
points. First, with regard to the national cectition system for the control of pollution caused b
electronic products (stipulated by Article 21), tepresentative inquired whether mandatory third
party conformity assessment, voluntary supplieg€slatation of conformity certification, or other
kinds of certification would be used to demonst@impliance with the regulation. In particular, he
sought to confirmation that a voluntary Suppli@claration of Conformity (SDoC) could be used.

112. Second, the representative noted that Article 2flxhe draft regulation stipulated that
"electrical and electronic products refer to equepiand related products”. He therefore suggested
that objective related products, as well as exaysteducts, be listed in a separate list or Annide.
highlighted automobiles, batteries, any parts amdiernals incorporated in "equipment and attached
products”, any jig tool (e.g., a die), and matsriabed in production of "equipment and attached
products” as products that needed to be excludddruhe definition of the electrical and electronic
products.

113. The representative of Chilstated that the measure in question (Administnadfcthe Control

of Pollution Caused by Electrical and Electroniodricts) was notified on 21 October 2010, and that
his delegation had received comments from the drifiates, EU, and Japan; replies were provided
through the TBT enquiry point earlier in March 201Given the concerns expressed by China’s trade
partners, he saw a need to provide further clatifo.

114. He explained that the management catalogue foCtmerol of Pollution Caused by Electrical
and Electronic Products was presently being dratiad would be notified to the TBT Committee in
due course. The representative also stated thadlatary, voluntary, or other kinds of certification
could be employed for the purposes of conformitgeasment. These options ensured non-
discrimination under the requirements for both dsticeand imported products. The representative
also noted that the Chinese government would hohiBAs reached between China and other
countries. Related standards and the proceduraanédrmity assessment would be developed in line
with WTO rules and international practice. He mfied the Committee that at present only six
hazardous substances, including lead, mercury, liveited in electrical and electronic products. eTh
representative assured the Committee that any ekaimgthe prohibitions of hazardous substances
would be notified to the WTO TBT Committee.

(xi) India — Food Safety and Standards Regulation - Foladelling requirements
(G/SPS/N/IND/69)

115. The representative of the European Ursteited that India had notified a draft regulation
food safety and standards to the SPS CommitteedP@&MSIND/69) in July 2010. In comments to the
SPS notification, her delegation noted severaletragstrictive aspects of the regulation, as well as
deviations from Codex Alimentarius. In additiorerdelegation observed that the Indian regulation
included TBT related aspects, such as labelling aakaging requirements, and consequently, she
asked that India also notify the regulation to TBI Committee. She explained that a number of the
Indian packaging and labelling requirements coudd donsidered burdensome and more trade
restrictive than necessary. For instance, thegatitin to label certain aspects in capital letters
appeared to be too strict and went beyond pradic€odex Alimentarius. In this context, her
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delegation requested an opportunity to discussthepects in detail with India, and therefore kindl
reminded India of the need to notify the text te TBT Committee.

116. The representative of the United Statggseed with the EU position that this measure kshou
be notified to the TBT Committee. He noted that, dxample, Chapter 4 dealt with packaging and
labelling regulation requirements, and Chaptert®aeidentity standards for various milk and cleees
products, and his delegation believed it to be a@ppate to notify this measure to the TBT
Committee.

117. The representative of the United Statdarified that there were some elements of the
requirements that could have both SPS and TBT caegs. For instance, he observed that Chapter
4 of the proposal also contained elements reladedlutritional labelling, and Chapter 5 contained
elements related to different types of quality asehtity ingredient issues with respect to various
cheese, whey, and milk products. His delegatiohndit view these as food safety issues, rather as
guality and nutritional issues. Therefore, the suea should be notified both to the SPS and TBT
Committees, and he agreed to provide further ehdlmor at the United States — India bilateral
meetings later in the week.

118. The representative of the United Stawarified that there were some elements of the
requirements that could have both SPS and TBT caemds. For instance, he observed that Chapter
4 of the proposal also contained elements reladedutritional labelling, and Chapter 5 contained
elements related to different types of quality asehtity ingredient issues with respect to various
cheese, whey, and milk products. His delegatiahndit view these as food safety issues, rather as
quality and nutritional issues. Therefore, the smea should be notified both to the SPS and TBT
Committees, and he agreed to provide further etdlmor at the United States — India bilateral
meetings later in the week

119. The representative of Indizelieved that the objectives of the measure wezk emsconced
within relevant paragraphs contained in Annex A) bfithe SPS Agreement.

(xii)  Brazil — Disposition (Portaria) n°® 371, Decembettt22009 and Annex; INMETRO approves
Conformity Assessment Requirements for Security HEiectronic Appliances
(G/ITBT/N/BRA/343 and Add.1)

120. The representative of Mexiceferred to conformity assessment issues for releict and
other domestic items related to Brazil’s notificatiG/TBT/N/BRA/343/Add.1. He first stated that
Mexico shared Brazil's legitimate objective of emsgy consumer safety through conformity
assessment. The original notification of this measvas made on 4 September 2009, which stated
that public consultations would be held by INMETR®lated to the conformity assessment
procedures for security and safety of electronjgiapces.

121. The representative explained that the second avad donformity assessment requirements
were laid out in government provision 371 of Decem®009, published in the Official Journal on 31
December 2009, as notified in G/TBT/N/BRA/343/Add.A transition period was also established:
as of 1 July 2011, all household manufactured appés would have to comply with the provisions;
as of July 2012, market entry for all appliancesldde conditional on meeting the requirements;
and, as of January 2013, the marketing of theselg@muld have to occur in accordance with
relevant provisions of the new conformity assessmegjuirements.

122. He noted that there was a compulsory certificaimcess for this type of appliance that had
to be carried out by an INMETRO accredited ceddificn body. The mechanism for conformity

assessment would be mandatory certification ofinty@orting producer, thus permitting use of the
seal of compliance. The representative explaiied the seal of compliance was designed to
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communicate the level of confidence in product oomity with relevant product standards,
according to the legal provision of Brazil. He enbthat the seal must be granted by a certification
authority, and must be marked both on the labellind the packaging, and be visible and readable.
Furthermore, it must be buttressed by a systeredress for consumer concerns or complaints. Two
types of authorization were envisaged for use #a €ertification with evidence; and evaluation of
the quality certification through inspection. Tiemer involved an extensive process of gathering
evidence, evaluating product quality, and productiyocesses, including special evaluations in
certain cases. The latter involved certificati@n patch of products, through inspection on a pexdn
basis.

123. The representative of Mexico recognized the rightBoazil to implement conformity
assessment requirements that it deemed approprigtewever, in this particular case he was
concerned about the excessive and unjustified copbsed on Mexico’'s export industries by
mandatory compliance. Therefore, he hoped thatradtives could be found to facilitate bilateral
trade of these products, which would guarantee Hesiurity and safety, yet be less cumbersome and
difficult for countries concerned.

124. The representative requested that Brazil providierimation as to the possibility of creating
mutual recognition agreements for the conformitgwéh products, and whether they were envisaging
accreditation of exiting conformity assessment bsdn other countries in this context. He asked
what considerations led Brazil to demand mandatertification and use of the seal of conformity for
these products. He also sought information ordéaallines and timeframes required to obtain these
certifications, and whether the necessary infratitre existed in order not to create unnecessary
barriers to trade through delays. Finally, therespntative inquired as to whether Brazil envisaged
extending the scheme to other products beyond danedsctrical appliances.

125. The representative of Brazkplained that Ministerial Act N0.371 of 29 Decani2009 was
notified to TBT Committee through document G/TBTBRIA/343 and G/TBT/N/BRA/343/Add.1.
The act was published after a public consultatimt@ss, which was initiated six months before the
publication of the final technical regulation. Kited that compliance with the requirements of the
regulation would become mandatory in July 2011y 2@12 and January 2013, depending on the
goods concerned. Members therefore had reasotmalgl¢o participate in the regulatory process, and
to adapt to the new requirements.

126. The representative responded that the decisioméordatory certification was based on the
assessment of the risks posed by these produatsnoted that the objective of the measure was to
ensure the safety of electrical appliances commlized in Brazil, and that the regulation was agupli
without discrimination between domestic and forefgoducts. Furthermore, the regulation was
based on relevant IEC standards for householdriglgicappliances. The representative explained
that foreign bodies could perform the certificatipnovided that those bodies met the requirements
laid out in Article 13 of the regulation. With r@gl to MRAS, he stated that Brazilian regulatory
authorities examined the adequacy of negotiatirlp $ustruments on a case-by-case basis. Finally,
with respect to extending compulsory certificatimn other sectors, he clarified that the need to
establish mandatory certification depended on assests performed by regulatory authorities,
especially related to the risks posed by produats] any future decisions related to certification
would follow this principle.

(xiii)  United States — Food Safety Modernization (FSMAjliElaw 111-353

127. The representative of Mexicsiated that the Congress of the United Statesapprbved the
Food Safety Modernization Public Law in January 20and that the promulgation provided for
major changes in the areas of production, tranaport, distribution and import of food productsant
the United States. He explained that the law ddlhe the regulatory activities of the United State
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Food and Drug Administration (FDA) to be preventive nature, rather than reactive. These
regulatory activities covered the totality of tlemél production chain, from the farm all the wayre
point of sale. Furthermore, he noted that the ilawolved twelve new regulatory measures, and
strengthened the capacity of the FDA for the efffecsupervision of the entire food production chain
through inspection, including of both domestic amgorted food. This covered the gathering of
records of all involved establishments, and thdasteggion of these establishments with the FDA
when they were part of the food production chaifihis registration had to be updated every
two years, and the representative explained thbkshments could be suspended if the FDA
suspected that the products of an establishmemd teua cause of damaged health or could a pose a
risk to health. Additionally, written reports waube made. The representative noted that some
imported food would have to obtain certificationgiwarantee entry into the United States market, and
in some cases exporters as well as importers wuegd to obtain certification. He said that the law
provided an obligation for traceability of importgdoducts and also permitted the administrative
seizing of products if the FDA believed that soroed products had been adulterated or incorrectly
labelled.

128. His delegation shared the concern of the UniteteSt@r the protection of human health, and
recognized the impact that food safety could havéauman health; and, Mexico was making efforts
in order to attain this objective as well. Howewre representative expressed concerns about the
possible lack of coherence of this law with theigdtions of the United States under Articles 2.9, 2
2.9.4 of the TBT Agreement, amongst others. Hmstwas concerned that the measure had not been
notified nor had time been provided for commereme provisions of the aforementioned law could
have implication with regard to the commitmentdted United States with respect to both the TBT
and SPS Agreements, in particular specificatioas$ tlould be subject to the definition of technical
regulations or measure, respectively laid out imé&nl.1 of the TBT Agreement and/or Annex A.1
of the SPS Agreement. Therefore, the represeataiieved that the United States was obliged to
comply with transparency obligations contained athbAgreements. Moreover, he expressed the
view that the measure was excessively restricta@abse in his delegation’s view, there were other
ways of achieving the United States’ objectiveshaitt unnecessarily restricting trade. For example,
Section 207 of the law specified that if the FDAsected that a food product had been adulterated or
improperly labelled, it could lead to the admirasitre seizure of that product.

129. The representative called on the United Statesisare that the implementing regulations of
the law undergo a public consultation and be retifio the TBT Committee. Moreover, he
highlighted the importance of avoiding any impeditsein the flow of food trade between Mexico
and the United States, in order to ensure due psaoethe implementation and entry into force @f th
law. He reiterated Mexico’'s commitment to estdbiig measures providing for food safety, yet he
underscored the need to do so in a way that respenternational obligations and ensured that
measures were least trade restrictive as possiblaally, he inquired whether the United States
envisaged including within the law’s implementatiprovisions aspects pertaining to special and
differential treatment and technical assistanceléweloping countries.

130. The representative of the United Stastated his delegation’s view that this measurk fel
squarely within the SPS realm, and it therefore matsappropriate to discuss its contents in the TBT
Committee. He understood that Mexico was concethedl there could be some potential TBT
elements in the law's forthcoming implementing dagons, to be issued by the FDA. The
representative pledged to review these regulafiams the TBT perspective, and should there be any
TBT elements, they would be notified to the Comedtt He reported that Mexico and the United
States had held bilateral discussions on this isadeer in the week, and he urged Mexico to ca@in
discussion of this issue with the United StatesS 8Rperts.



G/TBT/M/53
Page 24

(xiv)  China — The Provisions on the Environmental Adrrai®n of New Chemical Substances
(Amendments) (G/TBT/N/CHN/210/Rev.1)

131. The representative of Japamelcomed the movement forward on the environmental
administration of chemical substances, since tlyahstrated that the People's Republic of China's
was moving towards harmonization with internatiostaihdards in terms of accepting data obtained in
accordance with OECD test guidelines. In particutas shift was evident in the guidelines for new

chemical substances, and the registration of measoin the environmental management of new
chemical substances. However, the representattedrthat China required test data obtained by
Chinese testing bodies pursuant to Article 10-3he Measures, and to Article 4 requirements for

chemical substance notification documents and reodgnts for notification data. He requested that
China amend inconsistencies with international ddashs, and that China revise clauses of the
guidance documents.

132. The representative of the European Urstiared the concerns of Japan as to the facthbat t
Chinese measures on environmental management othemical substances required that data for
certain eco-toxicological tests be generated byn€de laboratories. Her delegation considered this
requirement to be more strict than necessary, dests in accordance with available test methods
adopted by the OECD, and performed according todG@atoratory Practices, could be carried out in
laboratories outside China in the same way as ingSk laboratories. This applied equally to tests
for degradation and fish toxicity. She thereforged China to amend the measure so that eco-
toxicological tests carried out according to theGDEtest guidelines in laboratories outside China
would be recognized, including those for degradasind fish toxicity.

133. Furthermore, the European Union sought clarificas to the distinction between "general
chemical substances" and "hazardous chemical swdestaas foreseen in Article 50 of the measure.
This distinction seemed to be made on the basishef UN Globally Harmonized System of
Classification and Labelling of Chemicals; howestre noted that her delegation could not find any
confirmation to this respect in the implementatguidelines. She requested that China confirm that
the distinction between types of chemical substamas based on the Globally Harmonized System,
in compliance with Article 2.4 of the TBT Agreemerit the distinction was not based on this system,
she asked for justifications as to why this relévaternational standard in the area of chemical$ h
not been followed.

134. The representative of Chingaid that his delegation had held a bilateral imgebn the
previous day with Japan concerning measures onramaental management of new chemical
substances, and that Japan had expressed a ndedHer clarification. He therefore explainedttha
the registration requirement and legislation taafedhe measures were similar to those in the OECD
requirements. However, he noted that differengatiorganisms in the different environments of
different countries generated different data onstlame chemical substances; this was in fact the cas
with eco-toxicological testing data obtained bytites facilities within Chinese territory. However,
China was currently participating in mutual dateognition activities in OECD. The representative
further explained that 27 related national stanslarere being formulated in accordance with this UN
globally harmonized classification and labellingt®yn. He suggested that any further concerns on
this point be addressed directly to the MinistryEmivironmental Protection of the People's Republic
of China. Finally, he noted that relevant docuraarid requirements could be found on the official
website of the Ministry of Environmental Protectfon

8 http://english.mep.gov.cn/
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(xv) Korea — PVC flooring material and Wallpaper and paplinoleum, and toys
(G/ITBT/N/KOR/303 and Add.1 and G/TBT/N/KOR/304 /add.1)

135. The representative of Japaeferred to the above-mentioned measures notliedKorea
which restricted utilizing specific plasticizerscbuas DEHP, DBP and BBP in PVC. He said that his
government had serious concerns about the lackciehtsfic evidence on which the new draft
requirements were based. Japan was of the viawedhtiictions on cheap and useful PVC products
could have a significant trade impact on many dmyelg countries in the world. He asked South
Korea to make publically available the scientifiadence that related to the content restrictions;
particularly those for limiting the total amount @értain hazardous chemicals to less than or équal
0.1 per cent.

136. The representative of the United Statdso expressed concern about the proposed content
limits of 0.1 per cent for the three phthalates PEHDi-Ethyl Hexyl Phthalate), DBP (Di-butyl
Phthalate) and BBP (Butyl benzyl Phthalate) in aiartuses, particularly for PVC flooring and
wallpaper. According to the US industry, theseitbmeffectively prohibited the use of these
substances in these applications. He noted tlastibstances were used as plasticizers in vinyl
flooring and wallpaper to make them flexible, dueadind easy to maintain. He said that currenty th
phthalates were restricted in children's toys ahifdcare articles in the United States and other
countries where concern had been expressed al®pbténtial for relatively high exposures in these
products to children. The US Environmental PravecAgency (EPA) has expressed general concern
about phthalates because of their toxicity and e¢hédence of general pervasive human and
environmental exposure to these chemicals. Moreavelan had been published that outlined a
number of actions currently being pursued, or tirate under consideration by EPA, to better assess
exposure and potential safety concerns with phttesalaHowever, for the measure at issue, if the new
Korean regulations were adopted they would beai the US understanding, among the first in the
world to restrict the use of these substancesaarifig and wall coverings. Therefore the United
States also asked Korea to provide scientific antrtical information that supported applying the 0.
per cent limit in this context.

137. The representative of Koresaid that almost all houses in Korea used — andusad for
centuries — a unique under-floor heating systerteddlondol". Due to this system, most of the
houses in Korea used PVC flooring materials andpaper. When heated, PVC flooring material
and wallpaper could emit hazardous substancedDlikdP, DBP and BBP. Thus the purpose of the
Korean regulation was to protect consumers' hdadtih these hazardous substances. It had already
been scientifically proven that DEHP, DBP and BB&evdangerous; they had been categorized as
hazardous chemicals. Based on this, the contmittiti infants' and childrens' products had bedn se
at less than or equal to 0.1 per cent in many cmstincluding the United States, the European
Union, Japan, and other countries. As houses wiiieed by adults, children and infants — this
needed to be taken into consideration; regulatimusto be extended to any product containing these
substances that could have contact with infants dnldiren. This was the rationale behind the
Korean draft measure. Currently, the Korean AgefocyTechnology and Standards (KATS) was
collecting comments from stakeholders and takiegrtinto account.

(xvi) Indonesia — Draft Decree of Minister of Industry Miandatory Implementation of Indonesia
National Standard for electroiysis tin coated teiteel sheets. (G/TBT/N/IDN/46)

138. The representative of Kore@ferred to a draft measure from the Indonesianidity of
Industry on the mandatory implementation of theolmesian National Standard for electrolysis on tin-
coated, tin steel sheets. While Indonesia’'s désiprotect consumer safety was understandable, the
Korean steel industry had expressed several casmicegarding the proposed regulation. Problems
faced by Korean steel manufacturers included, f@mwle, the large number of sampling tests,
delayed factory inspection and shipment samplifithe representative from Korea said that this
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imposed a heavy burden to manufacturers and cresmeecessary obstacles to international trade.
He asked the Indonesian Ministry of Industry to enakorts to find a constructive solution, incluglin
reducing the number of sample tests. The Koreandsrd for steel product required just three
samples, and this system was sufficient to protecsumer safety and to ensure product quality.
Additionally, as the new technical guidance for timplementation of the decree had not yet been
released, Korean steel manufacturers were havifigutly in preparing to apply for SNI certificatio

for electrolysis tin-coated, tin steel sheets. Témresentative of Korea therefore invited thevate
Indonesian authorities to provide his delegatiothwiurther information and detailed technical
guidance, including the date of entry into forcesaen as possible. He said that a longer transitio
period would be helpful.

139. The representative of Japanted that his delegation was also seriously ameckabout the
possible further expansion of mandatory standavdstkel imported from Japan; this was steel that
was covered by strict quality management systensteat mills in Japan, certified by ISO 9001. He
noted if the scope of mandatory standards was é&termore time and cost would be required to
receive and maintain certifications. This waslyke have a serious impact on foreign trade, agh
by increasing distribution costs and delaying degies at major industries in Indonesia. Indeeeséeh
negative impacts were likely to make industriebiionesia less competitive in global markets.

140. The representative of the European Un@iso expressed concern about the Indonesian
measure which rendered Indonesian national stasdarandatory for different kinds of steel
products. It was the EU view that third party diedtion for these products was more trade
restrictive than necessary. The European Unioretbee invited Indonesia to consider accepting
Supplier's Declaration of Conformity (SDoC) as @drdor compliance. The European Union also
wanted to know why Indonesia considered it necgdsaimpose a mix of requirements coming from
different standards and could not refer to releviatetnational standards.

141. The representative of Indonesiated that the draft measure had been notifiedbslateral
discussions with Korea were underway and concegrs Weing taken into account. He stressed that
the objective of the draft measure was that ofgmtiig consumers. Indonesia would remain open to
discussions — he said, moreover, that Indonesilal @meept certifications from other countries.

2. Previously raised concerns

@ European Union — Regulation on the Registrational&ation and Authorization of
Chemicals (REACH) (G/TBT/N/EEC/52 and Adds.1-6;.2iRev.1; G/TBT/N/EEC/295 and
Add.1; G/TBT/N/EEC/297; G/ITBT/N/EEC/333-6)

142. The representative of Argentineiterated concerns with the complex nature oRbgulation

on the Registration, Evaluation and Authorizatidnh Ghemicals (REACH), and stated that the
measure was an unnecessary obstacle to trade. igHeghted the serious difficulties faced by
Argentine companies as a result of the non-traespaegulations of REACH, and the excessive costs
involved in abiding by them. Both issues made ffialilt for argentine companies to remain in the
European market. He said that concerns with lddkansparency around REACH were accentuated
by the failure of the European Union to provide aete and direct responses to the questions
previously raised by Argentina. He said that pcattresponses to these questions were essential to
ensure predictability for Argentine companies opegain the European Union. He also underscored
the provisions in Article 77 of REACH that recogetsthe need for capacity building and technical
assistance to help developing countries comply thighregulations.

143. He also noted that the impact of increased cossspagicularly significant for non-European
Small and Medium Enterprises (SMEs), which faceghér costs than those of European companies.
He cited the example of the regulation that reguiven-European companies to open an office in the
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European Union to continue operating in within W@on; or to have a contract representative who
represent it at a cost of U$S160,000 per chemidadtance. Additionally, he noted that companies
needed to also consider studies, the compilatiomlath, and bureaucratic issues, to ensure full
compliance with REACH. The disproportionate cdsticture was beneficial for larger companies,
and against the interest of smaller and extra-coniimmenterprises. He urged the European Union to
establish means for cost reduction for the redistieof SMESs to offset this situation, and to emsur
compliance of the regulation with the National Tne@nt principle. He reiterated Argentine support
for the objectives of protection of health, andtleé environment that REACH sought to achieve.
However, he also re-emphasised the concerns rdigedrgentina on the difficulties faced by
Argentine companies in implementing the regulatiomstained in REACH, which continued to pose
an unnecessary technical barrier to trade. He waged the European Union to consider his
comments, and provide better solutions so to enthakeArgentine companies were not excluded
from the European market.

144. The representative of Canadaised long-standing concerns over REACH. He llggted
bilateral discussions between Canada and the Eamopmion on the subject, but refrained from
discussing the details of the concerns raiseditihetée put on record Canada's interest in gentica
modified oils, and a lack of clear understandingcasow they would be treated under REACH, and
requested further information in this respect. ifiddally, with reference to the subject of subses

in articles, he once again asked the European Uwni@msure that the implementation of provisions
was conducted in a manner that was least tradeetest. On the subject of Substance Information
Exchange Forums (SIEF), he expressed Canada'sshiarunderstanding how the European Union
would ensure that membership to said groups wootido@ unduly or arbitrarily restricted.

145. The representative of Chinsoted that his delegation was looking forward he bilateral
meeting with the European Union the following ddéyt also said he would like to seize the
opportunity to express the different concerns @iaiha had with regards to the analytic spectrum of
REACH, which were also raised in the previous TB&eting by China. He also expressed concern
about the non-transparent and unreasonable castghaechanism of some substances’ REACH
registration, which imposed registration costs offd=278,522.56 forl-bromopropane, and Euro
159,051 for oxalic acid, which directly impactedise enterprises.

146. The representative of Indeought clarifications and offered comments on RBACHe first
requested that the logic of registration of monamee clarified, since the lifecycle of a monomer
ended once it reacted into a polymer. He notetrtttmomers were stable in polymers and did not
have separate risks of their own. He also notatlttie information provided on monomers did not
cover the risks associated with polymers. He contetkon the creation of the SIEFs and consortia,
which were outside the purview of regulatory cohtemd had the potential to be dominated by EU
industry, placing a high burden on SMEs. He urmtmed some of the concerns associated with
SIEFs, such as a high joining fees, non-uniforregudf consortium, penalties for late joining, annua
maintenance fees, cost of acceptance letter, gihdiées for lead registrants.

147. The representative sought clarification as to #tmnale for registration of the entire tonnage
of substances in an article, even if less than @€X0Ocent of the substance was to be released. He
explained that this increased the tonnage banefistration, and imposed a higher burden on the
registrant. Further, he underscored that the tiefnof SMEs, for the purpose of lower registratio
costs, was flawed. The definition covered bothuahrurnover and number of employees, which
classified Indian SMEs in the large enterprise gatg, and increased their registration fee.
Additionally, he noted that no special and diffdi@nreatment was provided with regard to the cost
of sharing data. He also expressed concerns gortigbition of new animal testing, which made the
cost prohibitive, and increased the financial barder SME registrants. Finally, he expressed
concerns over the high costs of sharing data inFSI&nd presented a rationale for encouraging
computer simulation of chemical testing, and suggkthat the European Union explore this option.
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148. The representative of Japaoiced two main concerns. First, he raised Japamicerns with
the implementation of REACH, including the intetatéon of 0.1 per cent threshold. He said that the
calculation for the threshold value for substarmiegery high concern (SVHC) was made based on
the whole product, including the assembled prodttiwever, he noted that some EU member states
had proposed to amend the interpretation of thelarp calculate by parts, such as nuts and bolts,
and that discussion was reportedly on-going orsthgect.

149. He commented that the Japanese government recdgthiae the issue had already been
legally judged and that the present interpretatvas to be implemented, however, his delegation was
still concerned that the opaque action to amendrtegpretation without amending the law, a mere
three months prior to the implementation, would actp importers as a non-tariff barrier.
Additionally, he expressed concerns about incomsisinterpretation within the European Union,
which could lead to individual EU members exerdstheir discretion in stopping importation. He
also indicated that the Japanese government hatnvtdo the European Chemicals Agency (ECHA)
on 21 February 2011, highlighting these concerrs @anging the European Union to clarify and
implement the current policy with coherence, anduea that individual EU member states were
consistent in implementing the policy.

150. The representative next raised concerns relatduetenforcement of REACH. He explained
that the Japanese government had learnt that $maje-inspection had been put in place to ensure
compliance with REACH in the European Union. Astp# this inspection, he reported that EU
inspectors had in some cases been demanding nformation than legally requested. He urged the
European Commission and the ECHA to ensure appttepenforcement of REACH, and to ensure
that inspectors did not demand more informatiom fegally requested.

151. The representative of the United Stagagl that his delegation shared the EU's conarres

the protection of human health and the environmétdwever, he drew attention to the fact that the
European Union had never addressed the tradedeled@cerns raised by REACH and its
implementation. He cited concerns with supply ohaipacts, the only representative issue, and the
monomers and polymers issue, which had been prayisaised at this meeting and past meetings.
He was also concerned with different interpretatiohthe 0.1 per cent threshold for the notificatio
and communication of substances on the candidstteolidownstream users. There was a lack of
clarity on the subject, and he noted the differesfogpinion between the Commission and certain EU
member states as to whether the threshold apptiednt entire product, or to its individual
components. He requested updates and clarificdt@mn the European Union, and said that his
delegation would continue to closely monitor th@liementation of REACH.

152. The representative of Australistrongly reiterated concerns with REACH, and vdice
Australia's support for the concerns raised by rothembers on the subject. He referred Members to
the minutes of previous meetings for further infation on Australia's concerns.

153. The representative of Cubldghlighted concerns already voiced in previoustings with
reference to the technical progress undertakerheyEuropean Union, in particular, regarding the
classification, labelling, and packaging of subs&mn and compounds. He also expressed
disagreement with the European Union's reclassificaof Nickel compounds, which he noted, was
based on an inadequate method and insufficiemttifiidedata. This put the reclassification at thek

of being erroneous, and also undermined the neeal fiteasure adopted in compliance with the TBT
Agreement. He also noted that while the Europeaiotuhad affirmed that the repercussions of the
restrictions would be limited only to Nickel compuals, Cuba had observed that they had resulted in
strict and expensive prescriptions and had incrkassts of transportation and storage. He alsedanot
that stigmatizing of Nickel could reduce its glold#mand and lead to losses for nickel-using
industries. Additionally, he commented that clfisafions and restrictions of such nature couldehav
repercussions for developing countries such as Qid@endent on income derived from Nickel. He
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hoped that the European Union would act transpigrantl focus on available scientific information
when examining the impact of Nickel on human healtid when making the relevant classifications.

154. The representatives of the Philippind$ailandand the_Bolivarian Republic of Venezuela
reiterated their previously raised concerns with REACH regulation, as well as the concerns raised
by other Members.

155. The representative of the European Un@mmnounced that REACH had passed another
significant milestone with reference to implemeiatat since the deadline for registrations for darta
classified phase-in substances, and for substamezesifactured or imported in quantities of a
thousand tonnes or more annually, had recentlyepa@) November 2010). She informed Members
that registration had gone smoothly, and that nmnaroblems had emerged in the process. She
stated that 24,675 registration dossiers had bearived by 30 November 2010, covering a total of
4,300 substances, which had been in line with thieme expected. She also said that to date
approximately 86 per cent of registrations had cénom large companies and 14 per cent from small
and medium enterprises, and 19 per cent of rei@tseahad been made by "Only representatives".
She explained that the numbers highlighted thattraoy to comments made by Members at meetings
of the TBT Committee, the registration process was overly complex or burdensome, that the
SIEFs were functioning and that SMEs and non-Ewppsmpanies had been able to submit their
registrations. Additionally, she noted that wonk BCHA in the evaluation phase had proceeded
well. She reported that by the beginning of Marelgjstration numbers had been granted for 20,175
dossiers submitted by the deadline, resultingtital of 3,483 phase-in substances registered.

156. The representative noted that the European Conunissid the ECHA continued to make all
possible efforts to help industry to make the SlHksction. She recalled that her delegation had
several times elaborated on the efforts being m&ke stated that there were no issues with rggard
the participation of non-European registrants ia $1EFs, as implied by Canada, since they could
participate through the appointed "Only RepresergatWith regard to the question raised by India
on consortia activities in SIEFs, she noted that Buropean Union had previously replied to the
guestion. She reminded the Committee that REAGHhGL regulate the formation of consortia, and
that such activities were entirely voluntary andha hands of industry. However, relevant work tha
had been developed in a consortium was part ofrtfeemation that were to be exchanged in the
SIEF and was therefore accessible to all regigréot the same substance, even if they did not
participate in the consortium.

157. In response to the question of cost sharing in §IBRe again noted that REACH had left the
costs sharing to industry. She explained thatsdituation where no agreement was reached between
participants, REACH foresaw that costs would baegdhaqually., Article 30 of REACH also obliged
participants to share cost in a fair, transpar@at @on-discriminatory manner. The representative
said that she did not understand China's referéaceertain amounts with regard to specific
substances, but that she was willing to followmithie bilateral meeting the next day.

158. Responding to Canada's question on genetically freddoils and the Annex V guidance
document on exemptions, she said that there werglais to up-date this guidance document
immediately, but that Canada was aware of the EamoepgCommission's position in this regard and
that there had been no changes on that front.

159. With respect to India’s question on monomers angmers, she referred to the minutes of

the previous TBT Committee meeting for her delegasi responses. She informed the Committee
that the guidance on monomers and polymers wag hgidated with reference to the calculation of
the reacted and non-reacted polymer, as well ashimical safety assessment.
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160. On the issue of the 0.1 per cent threshold focladj raised by Japan and the United States,
she said that the official position of the Europg&ommission could be found in the guidance

document. The substance concentration threshold,X®o applied to the article as produced or

imported and not to homogeneous materials or phds article. She agreed that certain EU member
states had expressed a different view on the siilded referred to her explanations in past TBT

Committee meetings to note that in case of suckvant, it was up to the European Court of Justice
to make a final decision, which would be the fimaérpretation on the subject.

161. In response to India's question on the rationalh@fone-tonnage criteria for registration of
substances in an article, she clarified that thi®rta was consistent with the requirements of the
registration of substances, and that it focusethermpresence of certain substance in the artiold, a
not on the quantity released from the article, fideo to ensure coherence with registration of the
substances. She also responded to India's questianimal testing and the possibility of condugtin
computer testing. She explained that the EU aitoetalance animal welfare concerns with the
obligation to pursue research for the benefit omhn being, animals and the environment and
underscored the pragmatism of the approach of tlredean Union that aimed to reduce animal
testing by introducing alternative measures thatlcceventually replace animal testing. With
reference to computer testing, she explained tiatHuropean Union had a programme supporting
projects on alternative testing strategies, forngde, computational modelling and estimation
techniques, bioinformatics and computational lgglacell based technologies and integrated testing
strategies.

162. On question of diverging enforcement in differenémber states, she explained that the
enforcement of REACH laid indeed within the competeof EU Member States. She asked Japan to
provide more precise information on cases wherrinédion had been requested that could not have
been legally requested under REACH. She assumddiftexamples were provided the European
Commission could further assess the issues andsdiscwith member states if necessary.

163. On the intervention from Cuba, she noted that i¢ fewused mainly on the classification of
nickel compounds and borates through the Regulatio@lassification, Labelling and Packaging of
Substances and Mixtures (ATPs and CL&)d was not directly relevant to REACH. Howevar,
relation to nickel compounds and borates she inddrithe Committee that the revision of Annex
XVII of REACH® was still being discussed and that any changeletg@roposed text would be re-
notified.

164. Finally, on the comments from Argentina on techhieasistance, she noted that her
delegation had previously replied to this querysemeral occasions, but highlighted that a series of
training sessions and 16 webinars were provid&Dir® by the ECHA, which were accessible via the
internet and attracted over 10,000 participantse iBvited experts to participate in similar semsna
offered in the future. She also reminded Membleas the ECHA help desk was available to provide
responses to concrete requests from industry. IN¥sinshe said that her colleagues had met
Argentina's representatives some days ago in Bmysaad that detailed explanations had been
provided to the specific questions from Argentihéhés occasion.

” G/TBT/N/EEC/151 and Adds.1-2; G/TBT/N/EEC/212 addids.1-3; G/TBT/N/EEC/163 and
Adds.1-3, Add.1/Corr.1.
8 GITBT/N/EEC/297.
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(i) European Union — Directive 2002/95/EC on the Res8tm of the Use of certain Hazardous
Substances in Electrical and Electronic EquipmdRoHS) and Directive 2002/96/EC on
Waste Electrical and Electronic Equipment (WEEE)/T@&I/N/EEC/247, Add.1 and
G/TBT/Notif.00/310, Corr.1)

165. The representative of Japdrighlighted the difference between G/TBT/N/EEC/24fe
proposal for the directive of the European Parliain@and of the Council on the restriction of the use
of certain hazardous substances in electrical &udrenic equipment — RoHS — and the text that had
been recently adopted in November 2010. He ndtatlthese differences would have a dramatic
impact on countries outside the European Unioningithe example of additional restricted
substances. He therefore recommended that the &mdgnion re-notify the latest text.

166. He also made additional comments on the RoHS reEast, he expressed concern with
procedures to review exemptions under the RoHSstewéthin Section 2 of Article 5 and Annex Il
He said that the RoOHS recast defined the exemptioAsinex Ill to cover all categories. However,
he noted that the applicable terms differ betwesrgories and that the maximum terms of validity
were also different in different categories. Tlie, said, meant that reviews for different catesgori
would take place at different times, and he exmgessoncern about adverse impact of such a
measure. He further explained that the first nevaé Annex Il for categories 1 to 7 and 10 on the
list, was scheduled to occur in five years. At aene time, for categories 8, 9 and 11, application
would begin in three to six years, while the reviefvAnnex Il was scheduled to occur within a
maximum of seven years from the start of the appba of the directive. He noted, therefore, that
the timing of review for categories 1 to 7 and d@Id differ from that for categories 8, 9 and 1ida
that the result for the first review for categorfieso 7 and 10 could adversely impact the review fo
categories 8, 9 and 11.

167. Second, he expressed concern regarding additiesiziated substances included in the RoHS
recast. He requested the European Union take atodlArticle 2.1 of the TBT Agreement while
considering the assessment of additional restristdx$tances in the RoOHS recast, to ensure fairness
for economies outside the European Union. He iatded that a review to add restricted substances
to the six substances already on the list woultiddd three years after the directive came intogforc
He emphasized that if the review were to lead witihal substances being included the restricted
list, exemptions should be provided for substarfoesvhich reliable alternative technologies could
not easily be found, or for which moving to altdim@s would impose negative social and economic
impacts.

168. Moreover, he underscored the necessity of publiosaibation within and outside the
European Union in order to conduct risk and imasiessment regarding waste, recycling, and reuse,
for implementation of revised regulations. Lashg,highlighted the need for allowing sufficiemhé
when putting new regulations into place.

169. The representative of the European Urpoovided an update on the status of the recasieof
RoHS directive. She confirmed, as stated by tpeesentative of Japan, that the first reading ef th
European Commission proposal had been adopted dwo2dmber 2010. She explained that this
document had been notified as G/TBT/N/EEC/247/Addr18 March 2011. She explained that the
European Parliament, Council and Commission hage@ed to achieve the first reading agreement
on the draft directive. She also said that, follmythe Parliament's vote on it in the plenary in
November 2010, the draft Directive was currentlytmthe Council. Formal adoption by the Council
was expected within a short period of time, andG@benmission was also in agreement. As a result,
the new directive, she said, was expected to @mnferce as early as May 2011.
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170. On the subject of the European Parliament's feating position, she noted that the most
significant change had been with regard to theothiction of an open scope to the RoHS, i.e.
extending coverage to all electrical and electragaipment with specific exclusions. In return, if
adopted in its current form, the directive wouldgra transitional period of eight years after yentr
into force for products not covered by the old Dinee. Additionally, she noted that the list of
exclusions from the new scope had been extendaiifisatly, to include,inter alia, large-scale
stationary industrial tools or fixed installationsgans of transportation, certain machinery, active
implantable medical devices, and photovoltaic panel

171. She also highlighted that the maximum validity périof exemptions from the substance
restrictions had been extended from four to fivarge with seven years for medical devices and
monitoring and control instruments. She explaittet exemptions would be decided on a case-by-
case basis, and could be renewed. Finally, slesalisl that Annex Il of the original Commission
proposal, containing the list of priority substasmtieat could be candidates for future restrictidvas]
been deleted from the Parliament's proposal. tirmea review mechanism for restricted substances
had been developed in more detail. She said titdt @ review would have to be coherent with other
chemicals legislations, in particular, REACH. Shiermed the Committee that the review would be
carried out in consultation with interested partiesluding economic operators, and would be based
on, inter alia, scientific evidence, assessment of the socio@oan impacts, information on the
availability and reliability of possible substitsteand justification for the appropriateness ofEai
wide restriction.

(iii) India — Pneumatic tyres and tubes for automotiviicles (G/TBT/N/IND/20 and Add.1;
G/TBT/N/IND/40 and Rev.1)

172. The representative of the European Unibanked India for the postponement of the entry
into force of the order for an additional periodsiaf months. She noted that in the previous TBT
Committee meeting the European Union and Japarex@ietssed serious concerns with regard to the
restrictions in the Agreement for the grant of Bt®nce in that foreign holders of the licence were

only allowed to use the BIS mark on tyres expoti@dndia, and not on tyres exported to other

countries. She also enquired if the same resinapplied to Indian producers. If not, she stébed

the measure was discriminatory.

173. She explained that the current global practice thias tyres were marked with a number of
different marks for different countries. Therefashe noted, the result of the Indian requiremesais
that producers had to produce tyres with the BISknadone for the Indian market. This added
significantly to the costs for foreign manufactgrerhich had to produce special tyre moulds for the
Indian market, in addition to reorganising stockd fgistics. She highlighted that on the otharcha
Indian producers seemed to be allowed to use time $are mould for Indian markets, and for third
country markets.

174. She expressed concern over the issue of royalgyviteéech were calculated based on the total
number of tyres produced and marked with the BISmand not based on the total number of BIS
marked tyres which werde factoimported into India. The representative noted thdoreign
manufacturers followed standard practice and masaltetyres with the BIS mark, it would increase
the royalty fees to a level that would make exmpgrtiyres to India unattractive. She also expressed
disagreement with the Indian comment in the previd8T Committee meeting that the measure
would not restrict trade or exports to other magkelihdeed, she pointed out that the requirements i
the regulations were discriminatory and went adaims principles of international trade. She added
that the requirements did not contribute to techinsafety requirements and only had the impact of
obliging manufacturers to produce tyres only fag thdian market, without any justification. She
urged India to consider amending these requiremefise also expressed concerns over the low
number (only two) of laboratories accepted by Indaathorities for the conformity assessment. She
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noted that India had not yet addressed this igsuis previous responses. The representative asked
for clarifications on what India was doing to owamte the bottleneck of accepted laboratories, and if
under the circumstances, India would accept tyrestetl in international ILAC accredited
laboratories.

175. She was also concerned that once the order camdoirtte, the local technical Committee
would have the power to select a list of tyres thatild immediately fall within the requirements of
the order as of the decision. She noted that tther aid not provide a transition period with respe
to the decision. Manufacturers of tyres would needdapt their production very quickly, which did
not appear to comply with the requirements of Aet2.12 of the TBT Agreement. She requested that
India provided a transition period of at least Giths for manufacturers to adapt.

176. Finally, the representative requested that Ind@vided the response that they promised to
the question of whether in-house testing facilitieeye a requirement for the BIS licence, posed by
her delegation the last TBT Committee meeting. $lged India to clarify all issues before the order
entered into force.

177. The representative of Japemised five points. First, he noted that the Goreent of India
had postponed the date of entry into force of Hgulatory act by an additional 180 days to 540 days
from the initial entry into force date of 19 Noveenl2009. However, he noted that the number of
tyres to be certified was increased resulting e nikeed for additional factories to be accredited, a
the overall number of tyres tested.

178. He said that while interested companies were pimgao comply with the act and the
requirement to test at laboratories designated I8; Bhe BIS procedure was lengthy and included
handling of the certification, and therefore, hquested a further postponement of 180 days, in line
with what Japan had requested in the previous TBM@@ittee meeting. He also spoke on the
activities subject to regulations.

179. Second, he highlighted that Article 3.1 of the @i gazette dated November 2009 prohibited
tyres without ISI certification marks from being mdactured, imported, stored for sale, sold or
distributed. However, he noted that in terms diviies subject to regulations, there were sigpaifit
delays between manufacturing and selling or digtirly the tyres. He also underscored that several
international regulations stipulated enforcemenhattime of manufacture. He requested a review of
that point and requested that if sale and distidbutvere subject to regulation, that a three-yead!
time from entry into force on a production basigbevided.

180. Third, he explained that the paragraph 6.3 thauktted that tyres with an ISI mark could
only be sold in India. However, he noted that dntiad clarified that the stipulation in the BIS
Agreement did not bar exports to other marketssuoh a circumstance, he requested that the
provision of paragraph 6.3 be eliminated.

181. Fourth, he noted that paragraph 2 of the BIS Agezgron the use of BIS certification mark
impose several charges such as the minimum maf&mgrenewal application fees, annual licence
fees, marking fees calculated on actual produatianked, and any other fees as prescribed but in
terms of number of kinds of fees. He commented tha fee was significant by international
standards, in particular the fee based on tyre wag unprecedented by any international measure,
and he requested that it be eliminated. Furthezmiur requested a review of other fees, and thgt th
be made equivalent to other countries' regulations.

182. Finally, he cited Provision 5, a quality controlder of the Official Gazette issued on 9
November 2010. This provision enabled Indian atities to demand information on manufacture,
importation, storage for sale, sale or distributiootwithstanding that such information included
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confidential business information and know-howatielg to quality management, logistics, and other
related systems. Additionally, he noted that tprsvision could be unjustly used to demand
excessive or unnecessary information. He therefareested elimination of this provision.

183. The representative of Koregeiterated concerns over the aforementioned measufie
commended the extension of entry into force by lintian Government. However, he noted
difficulties faced by certain Korean tyre manufaets with respect to delays in factory inspection
and sample testing. It seemed impossible to olt@rBIS certification before 18 May 2011, and he
once again urged India to accelerate the inspeetmhtesting process. If not, he requested that a
longer transition period be provided. The represere echoed the concerns of other Members
regarding the prohibition on selling tyres with tl#& mark outside India, noting that it deterred
foreign tyre manufacturers from entering Indian kets. Finally, he spoke on the subject of licence
fees, and fees for renewal and marking, noting ity were significantly higher than those of other
similar certifications, such as the E-mark. Heuexjed that the Indian authorities modify the fee
structures forthwith.

184. The representative of Indigecalled that the original notification on automettyres and
tubes was made in July 2006, and that at the tinaistry was well aware of the intention of the
Government to institutionalise a certification gyat He also said that the most recent notification
dated November 2010 stipulated entry into forcéhefregulation in May 2011. He noted that this
time period was over five years from the initiakification until entry into force, and therefore e
longer then the time periods mandated by the TBfiedgent and the TBT Committee Decisions. He
underscored that the provision in Article 3.1 mgeidorsed the need for certification of all tytiest
were manufactured, imported, stored for sale, sotddistributed, and that such a clause was an
accepted part of any regulation governing a cedifbn system. He also noted that Article 6.3 ef th
BIS Agreement only stipulated that the ISI markauyld only be used for exports of tyres to India,
and was not trade-restrictive.

185. He also noted that the recommendation to allow ggpd ISI-marked tyres to other countries
was being considered by the BIS. Further, he camedethat the marking fee charged was equitable
in terms of unit cost of tyres for both domestid dareign manufacturers. He also emphasized that
India was not a signatory to the 1958 UNECE Agregimand India was therefore not bound to
follow all regulations of the UNECE on the autormetisector. Furthermore, he highlighted that the
1958 UNECE was not a relevant international stah@atting body since it did not comply with the
principles of the 2000 TBT Committee decision. Hweer, he noted that several parameters of the
UNECE standards had nevertheless been incorpdratethe proposed regulations. Additionally, he
explained that the regulations complied with selvpeaameters of the ISO standard, including the
tread wear indicator test, the tyre strength tstiurance test, BIT unseating resistance test, gmon
others. Finally, he said that the difference imatic conditions, geographical terrain and road
conditions necessitated the use of domestic stdadanndia, creating a need for additional teatshs

as plunger and high-speed tests.

(iv) European Union — Regulation on Classification, Llabg and Packaging of Substances and
Mixtures (ATPs and CLP) (G/TBT/N/EEC/151 and Ad@s.1G/TBT/N/EEC/212 and
Adds.1-3; G/TBT/N/EEC/163 and Adds.1-3, Add.1/Qdrr.

186. The representative of Canadeiterated strong concerns with the European Usion
classification of substances containing nickel. utalerstood that the European Court of Justice
would soon issue an opinion on the classificatibmickel substances, and expressed continued
concern on the need for transparency and soundtsiciebasis for the classification, given the
potential to negatively impact nickel producerse tiged the European Union to ensure that the
classification did not pose an unnecessary obstadtade.
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187. The representative of Australxpressed continued concerns with the Europeanini
decision to reclassify nickel compounds, and ndtedl concerns of other Members had also remained
unaddressed. He strongly reiterated previouslyesged interventions by Australia, and referred to
the formal minutes of the TBT Committee for addiabinformation.

188. The representative of Turkegiterated her delegation’s concerns ovef 80d 31 ATP of

the regulation of classification, labelling and keging of substances and mixtures. However, she
refrained from repeating Turkey's previous commesmsl instead referred to the minutes of previous
meetings. She voiced expectations that the Europgeon would have noted those concerns and
amend the regulation accordingly.

189. The representative of Philippinesso expressed support for the concerns raisgtidopther
delegations on the subject and reiterated conaaissd by the Philippines in past meetings of the
Committee. The representative of Thailand als@eaisupport for the concerns raised by other
Members on nickel classification, and requestecEim®pean Union to ensure that the reclassification
was based on solid scientific findings

190. The representative of the Dominican Repulalso reiterated concerns of the Dominican

Republic on the issues of reclassification of nidantaining substances. She voiced two objections
on the manner in which the European Union had implged the methodology for the classification

of nickel substances, and noted that she wisheggeat what Turkey had already highlighted in

previous meetings in 2008, 2009, and 2010. Sheduttse European Union to reconsider its position
on the subject.

191. The representatives of Culaend the Bolivarian Republic of Venezuetiterated concerns
that had already been voiced in previous meetengs had been expressed by previous speakers.

192. The representative of the European Unioformed the Committee that she had no new
information beyond what had already been providedievious meetings. She referred to the
numerous lengthy responses provided by the Europkaon in previous meetings, which were
incorporated into the minutes of those meetingse @d, however, address the issue raised by Turkey
at the previous Committee meeting regarding a stadyied out in China in a Boron mine. She
thanked Turkey for submitting the survey to thedpa&an Union and confirmed its receipt. She also
informed Members that as per the procedures ofGhE regulation, any changes made to the
classification of substances could only be madbéfproposal was submitted by a Member State to
the ECHA. Therefore, she explained that any istededelegation or industry that sought changes to
specific classifications would have to submit asiasto an EU Member State to trigger submission
of a proposal to ECHA. She also clarified thatstfar, they had not received any such request &om
third country or industry.

(V) Canada — Compositional requirements for cheeseBG/N/CAN/203 and Add.1)

193. The representative of New Zealanditerated on-going concerns with the Canadian
compositional requirements for cheese. As statgutévious meetings, her delegation believed that
the requirements were inconsistent with the relewaternational standard (Codex Alimentarius).
She requested an update from Canada on the dewehdpnm the domestic court proceedings and
domestic industry lobbies in this respect.

194. The representative of Australsupported New Zealand's concerns on the aforeamstti
Canadian regulations. He reiterated Australiaratirooncerns with the measure, and noted that this
delegation shared the concerned previously raigeNew Zealand on access to milk proteins. He
also sought updates on the appeal process in thegdteCourt in Canada.
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195. The representative of Canadated that previously received comments had bakentinto
account. He explained that thus far, imported sbgehad been found to be in compliance with
Canadian standards. On the subject of the judmiatess in Canada, he noted that in previous
meetings Canada had informed the Committee thabrilyenal review was held in April and March
2009, and that the Federal Court had dismisseajbpécation for judicial review in October 2009.
The decision however was appealed, and most rgcémtl appeal was heard on 9 February 2011, and
the Federal Court of Appeal once again ruled thatdppeal be dismissed on 28 February 2011.
Thus, the judicial review process was concluded. al$o responded to the question previously raised
by New Zealand, and explained that no regulatooggsses had been initiated to establish standards
for any other dairy products.

(vi) India — Drugs and Cosmetics Rules 2007 (G/TBT/N/8SD

196. The representative of the European Unieiterated previously raised concerns on the india
order establishing a registration procedure for drtgd cosmetic products, notified under
G/TBT/N/IND/33, and expected to enter into forceloApril 2011. Her delegation remained of the
view that a notification system, instead of a reggifon or authorisation system, was a less trade
restrictive measure to ensure consumer safety.eMuoportantly, she questioned the grounds of the
validity period of the Cosmetics Registration (faxdites and import licences; those for foreign
manufacturers lasted three years, whereas thodadan manufacturers lasted five years. She also
asked the Indian Government to confirm that in thegard, the validity period of foreign
manufacturers would be increased by two yearsp dmetaligned with the rules and conditions that
applied to Indian cosmetic manufacturers.

197. In the event that India chose to continue withcitsrent procedure, she requested that India
ensure that the registration certificates wouldsisaed within a maximum period of two months, and
that the tests conducted in the country of oridgitesting compliance with international cosmetic

standards would be accepted.

198. The representative of Indiaonfirmed that this measure had first been pubtislas a
notification dated 19 May 2010, and that a subseigamendment dated 19 June 2010 would bring
the rules into effect from 1 April 2011. Therefotge noted that a reasonable interval between
publication and entry into force had been providdde also said that that notification was based
purely on public health concerns of consumers. iphasized that the provisions of the amendment
did not discriminate between foreign and domesanufacturers. A system of registration of imports
of drugs had been in place since 2003, and thé drals pertaining to the registration of cosmetics
had been published in document GSR/63/E dated Bu&Bb2007. He said that copies of the rules
had been circulated to the TBT Committee for conteand that concerns of both the European
Union and the United States had been taken inteideration prior to finalising the amendment. In
this regard, he confirmed that the clause thatthad been objected to, regarding the inspection or
visit of manufacturer premises by the licensinghatity of India, or by any authority that had been
delegated the power to do so, had been deleted.

(vi)  Colombia — Draft Decree Establishing Provisions Rromote the Use of Biofuels
(G/TBT/N/COL/96 and Adds.1-4 and Add.4/Rev.1)

199. The representative of the European Unamknowledged the Colombian notification of 7
January 2011 of the draft amendments to the Colamlgigislations of 2007 and 2009 on the use of
alcohol fuels in petrol-fuelled motor vehicles. eStoted that the draft required all vehicles tg ase

of 1 January 2012, ethanol blends within a rangeé&fo E12. Furthermore, the draft required tisat a
of 1 January 2015, conventional vehicles would %@ to E20 fuels, while flex-fuel vehicles would
use E25 to E85 fuels.
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200. She said that the European Union welcomed the pempoevision and the fact that the
mandatory shares of bioethanol, as well as thditie® had been made more flexible. She expressed
appreciation for Colombia’s quick written reply @B March 2011 to her delegation’s written
comments and for Colombia's explanations about atsessments that had been made on the
feasibility of the use of different ranges of etbkfuels.

201. However, the representative expressed continuedeconover the fact that not all the
required ethanol blends would be available in Cdiimmas of 1 January 2012, or perhaps would not
be available in the whole territory. She refertedthe European Union's written comments,
reiterating that the standard range used worldwitsyding in the European Union, was E10. She
said that as a result, with the exception of flegifvehicles, engines capable of coping with blends
greater than E10 had not been developed to datelly; she requested information as to how the
availability of all ranges of ethanol blends in traft would be ensured.

202. The representative of Japarpressed his support for the EU position, andl theit given that
the development of automotive technologies requinme, Colombia's proposed regulations on the
use of biofuels did not provide adequate transitiore. He underscored that a majority of vehicles
on Colombian roads could only adapt to E10 gradeelfin regular-grade and premium gasoline, and
those vehicles would continue to run on Colombiads even post 1 January. Additionally, he noted
that vehicles, which were not technically compatisith the regulatory provisions, would continue to
be supplied to the Colombian market post 1 JanR@tyY. He said that it was therefore necessary to
ensure that vehicles that adapted only up to E&0 viwuld not be excluded from the Colombian
market. He expressed concern that the new regofativould place severe limitations on the
automobile industry, as well as jeopardise ther@sts of Colombian consumers.

203. He requested that the Colombian government eas&8Hel2 regulation to a maximum of
E10 and guarantee the continued supply of E10 igastd the Colombian nationwide market after 1
January 2015. He also requested that the Colondpi@ernment implement measures that were
necessary to ensure that users of vehicles dignistakenly refuel their vehicles with gasoline with
which their vehicles could not adapt. Finally,requested that the Colombian government take into
account concerns raised and reiterated by the dapaauto-industry while formulating the new
regulations.

204. The representative of Colombé@knowledged the concerns raised by Japan arieuttogean
Union, and confirmed that they had been passea dhet Ministry of Energy, which was the body
responsible for this regulation. He also confirntiedt responses to queries had been passed on to
Japan and the European Union. Given that the msggohad only recently been provided, his
delegation was willing to further engage in bilatemeetings with interested Members. Finally, he
reiterated that the measure was under revisiorabguws entities in the country.

(viii)  United States — Consumer Product Safety ImproveAsr(iG/TBT/N/USA/421 and Add.1)

205. The representative of Chineeiterated his delegation’s serious concerns dher US
Consumer Product Safety Improvement Act (CPSIAE eAdpressed appreciation for the clarification
provided by the United States on some issues ofGRSIA and information provided on the
Consumer Product Safety Commission (CPSC) websitawever, he noted that China's concerns
had not been adequately addressed. First, hesiaddrthat the CPSC would solicit comments from
the public as to the scheduled August 2011 reduatibthe maximum lead content in children’s
products from 300ppm to 100ppm. China agreed withpose of the legislation, namely the
protection of children's health, which was a commeoactice among Members, including in China.
However, he reminded the United States that teehmegulations should not be made more trade

9 http://www.cpsc.gov/
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restrictive than necessary to ensure compliande thee TBT Agreement. He shared the opinion of
Chinese industry that the new limit was unscien@ind inappropriate in the TBT context, since only
soluble lead could actually harm children's healtte therefore recommended that the United States
make a distinction between soluble lead and inseligad while setting new limits.

206. The representative underscored the need to base strargent limits on scientific evidence
to avoid unnecessary barriers to trade. In additiee requested a longer transitional period in
accordance with the special and differential tresthprinciple of the TBT Agreement, since toys
were mainly produced in developing countries. I3e axpressed an outstanding concern with regard
to the discriminatory treatment against China lesipe and Quarantine (CIQ) laboratories. He first
noted that all five stipulations for governmentddratories in CPSIA were irrelevant to the tecainic
contents of laboratories, and were therefore ingpmate. Second, he commented that Chinese CIQ
laboratories were run by independent legal persens conducted testing and inspection work
impartially within the legal framework of China. hifd, he noted that the majority of China's
laboratories were also accredited according toI8@/IEC 17025 standards, which fulfilled the
criteria of the third party common assessment hwitlyin the meaning of CPSIA.

207. Furthermore, he responded to the US argument th@tl&boratories enjoyed preferential
treatment in comparison to other laboratories, tiie characterized as incorrect. In reality, hid sa
that CIQ laboratories only issue test reports withieir competencies, and had no right to issuetysaf
and quality export permits. He expressed hope that United States would remedy the
misunderstanding and take concrete steps to all@a&boratories to function in good faith. He also
said that China was looking forward to further tatal discussions with the United States on the
subject.

208. The representative of the United Staseggested that China submit comments on the issues
raised with respect to the outstanding concerngherrecognition of Government laboratories. He
referred to the response of the United Statesdamptlvious meeting stating that the CPSC had ajfread
recognised at least 14 government joint venturerkgtories in China. He also mentioned that US
regulators had been in regular discussions withGeaeral Administration of Quality Supervision,
Inspection and Quarantine (AQSIQ) on the issue I6f @boratories and had already explained the
position of the United States on the subject. gteed that there were disagreements on the fadts, b
that the issue was subject to continued discusdietween CPSC and AQSIQ. Finally, he noted that
since the last meeting, the CPSIA had recogniseatiditional 20 laboratories based in China, which
led to a total of 96 recognized laboratories baee@hina. On the other hand, he noted that China
does not recognise any US conformity assessmeigsod

(ix) European Union — Accreditation and market surveida relating to the marketing of
products (G/TBT/N/EEC/152)

209. The representative of the United Stategpressed serious concerns regarding the EU's
accreditation framework set out in Regulation 76882 He was concerned that the measure would
leave recognition of non-EU accreditation bodiest tlare signatories to ILAC (International
Laboratory Accreditation Cooperation) and IAF (mmi@tional Accreditation Forum) to the discretion
of Member States. The representative reiteratattaros with statements from the European
Cooperation for Accreditation (EA) as to potengations in this matter. He hoped for a resolutmn
ongoing discussions between EA, ILAC and IAF coney consistency of Regulation 765/2008 with
IAF-ILAC requirements, and again urged the EuropBaion to provide clear written guidance as
part of these discussions — clarifying that the suea would not impact recognition of non-EU
accreditation bodies, as the European Union haelcsia previous TBT Committee meetings.

210. The representative of Koreshared the concerns of the United States regattmgossible
impact of the measure on recognition of non-EU editation bodies under the ILAC/MRA (Mutual
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Recognition Agreements) and the IAF/MLA (Multilaé&rRecognition Arrangements). He also
expressed concerns about acceptance of conforssgsament tests performed by ILAC and IAF
member labs accredited by non-EU accreditationdsodiHe invited the European Union to ensure
consistency with ILAC/MRA and IAF/MLA, and to pralé updates on the Regulation.

211. The representative of Australiaiterated previous interventions on this issoeluding with
regard to the recognition of conformity assessrpemtedures from third parties.

212. The representative of Thailamgarked her delegation's concern with the measure.

213. The representative of the European Unieferred to responses in previous Minutes as these
concerns essentially reiterated those that had jpesously raised. He noted that his delegatiath h
held a detailed bilateral exchange with Korea da tbsue, and he hoped that this had met their
requirements.

214. He informed the Committee of the most significagtent developments regarding the
implementation of the European accreditation fraowwfirstly, on the relationship between the EA
and ILAC and IAF, he informed that ILAC and IAF vweein the process of peer-evaluating EA.
Secondly, with regard to the activities carried loptEA, he clarified that one of its main taskstlaes
official European accreditation infrastructure, tés harmonize accreditation practices across the
European Union. Current priorities for the EA wénerefore the training of lead assessors in peer-
evaluations, and enhancing the competence of assdasseach regulated sector. He added that this
required a great deal of coordination between, h@ndne hand, the EA and EU Member States'
accreditation bodies and, on the other hand, thenidée State authorities competent for the
designation of Notified Bodies and for the appiimat of related product legislation. The
representative highlighted the importance of adgtagdn bodies being in tune with market realities,
in order to be able to assess the competence dbrooity assessment bodies to analyze specific
products against EU regulatory requirements. Hedthat EA has been developing a number of
policies, and encouraged interested delegationscdosult EA's website (www.european-
accreditation.org) to access guidance documerdblesting its policy in its various fields of adtiw

He concluded with an invitation for further claciition through bilateral channels if necessary.

) Canada — Bill C-32 amendment to Tobacco Act
215. The representative of Mexiamted that a bilateral consultation with Canada ta&ken place,

that Mexico intended to continue addressing itsceoms regarding this Bill, and would therefore
pursue additional bilateral consultations.

216. The representative of Turkeystated concerns expressed at the last Comnmtesging,
supporting the Bill's objective, but believing @ be more trade-restrictive than necessary. She
explained that the restriction on the use of certiditives in effect banned certain types of
cigarettes, as these additives are essential camponf traditional tobacco blends. She arguetl tha
these additives do not give any characterizingoflas to tobacco products and that the decision had
been taken without consideration of their effec&he added that blended and non-blended tobacco
were like products, and any restriction on add#ivweould constitutele factoprohibition of blended
tobacco.

217. She said that no scientific evidence supports eithe suggestion that additives used in
blended tobacco were attractive to consumers, evigw that blended tobacco products were more
harmful to health and more addictive. She viewsdreasure as disproportionate, and hoped that the
Canadian authorities would reconsider their denisind move towards a less-restrictive measure in
accordance with TBT commitments.
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218. The representative of Hondurashared concerns of other Members, citing Canada's
obligations under the TBT Agreement and the implaat this measure has had on Honduran tobacco
exports to Canada. Though accepting the legitintdidire policy objective, she argued that the goal
had been pursued through an overly restrictive oreas She asked how the special needs of
Honduras were addressed within the framework ofickrt12.3 of the TBT Agreement when
preparing and applying the prohibition on additivasd how the measure was compatible with
Article 20 of TRIPS — the use of a trademark wittiie framework of commercial operations with
specific demands, such as the use of an examplevthad undermine the capacity to distinguish
between the goods and services of one companyrentde.

219. The representative of the Dominican Repulbdiiterated earlier interventions, again voicing

concern over the adoption of this measure, whitécabely prohibited the manufacture and sale of
traditional blend cigarettes. She appreciatediégagimacy of the aim but shared the view that the
application was too broad and disproportionategmithe coverage of the preparation of products with
a special flavour. She argued that many comporametaised in producing the three main types of
tobacco, and that prohibition resulting from thdl Bad significant impact given the use of blendls o

tobaccos to provide different flavours. She repadtter previous request for Canada to revisews la

in compliance with the framework of the TBT Agreerne

220. The representative of Jordasstated comments from previous meetings, supgo@anada'’s
objective of protecting health but questioning éxéstence of scientific evidence supporting the ban
on the additives listed in the Bill. He also argukat no scientific evidence indicated that asdi
used in the production of tobacco made the prochace attractive than other types of cigarettes. He
viewed the measure as inconsistent with Canadbagabbns under the TBT Agreement.

221. The representative of Culshared the concerns raised in the preceding eméons. He
considered the Canadian measures to lack sciet#gis, as some banned components did not
contribute any characteristic flavour to cigarettéte explained that Cuba considered the measure to
be overly restrictive for the stated objective &oged for a re-evaluation that would ultimatelyutes

in a less restrictive measure. He argued thatrtbasure should not be based design characteristics,
and pointed to measures adopted by Members thhilyiexd different highly aromatised products as
examples in line with Article 2.8 of the TBT Agreem.

222. The representative of Colombiaiterated its position on the issue, particuldhly need to
discuss these measures in relevant and speciftisgdand avoid discriminatory measures defending
a type of tobacco produced by a country.

223. The representative of Chilsupported the aim of reducing tobacco consumpton
protecting the health of young people, but undediconcerns that the measure was more restrictive
than necessary. She suggested the various g@deiirthe World Health Organization (WHO) to be
worthy of consideration, underscoring the necesdicientific evidence. Furthermore, she noted tha
the Canadian measure concerned only one type atdob(Burley tobacco), placing it at a clear
disadvantage compared with Virginia tobacco. Sbeghkt clarification of Canada's intentions
regarding the measure, as it was not notified @ TBT Committee, specifically if a revision or
modification of the Bill was planned, as Memberd ot have the opportunity to comment prior to its
application.

224. The representative of Ecuad@stated previous systemic and commercial concegerding

the measure, in particular that it constituted da facto prohibition of the import and
commercialization of Burley tobacco cigarettes. dtited that the measure was more restrictive than
necessary and undermined Articles 2.2 and 2.8eoT Bil' Agreement.

225. The representative of the Philippinesterated previous concerns on the measure.
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226. The representative of Canadaplained that C-32 had been Canadian law sinoengpinto
effect on 5 July 2010. No modifications were plaginbut the concerns expressed by Members at all
TBT Committee meetings had been noted. In resptmsgiestions, he observed that a number of
guestions had been answered in previous sessidnefenred to the minutes of previous meetings for
elaboration upon Canada's views on the scient#fgisoof the Bill and why it offered the best sauti

to the stated public health objective. He explditteat the intent of this legislation had been ao b
the use of certain additives which contribute tdimg tobacco products more attractive to youth. He
noted that he was unaware of any cigarette braadsdy been withdrawn from the market as a result
of the measure since the last provision of thisraded Act came into force, and no Members had
raised specific concerns regarding bilateral trade.

227. He emphasised that the Act prohibited the use dfice additives which contributed to
making products more attractive to youth regardlgissheir origin and did not ban any type of
tobacco or tobacco product. He informed the Cotemithat Canada had met with a number of
Members bilaterally during the past week, and ®exeral preceding months; he offered to continue
to do so and invited communications on any specditcerns.

(xi) Thailand — Health Warnings for Alcoholic Bevera@@éTBT/N/THA/332 and Add.1)

228. The representative for the European Unieferred to the Minutes of the previous meeting
and to the European Union's written comments onldidis notification. She requested an update of
the review of requirements announced in October02@thich Thailand had stated would take

account of concerns raised by WTO Members in vwgiind in past TBT Committee meetings. She
also asked for details on when this review wouldhbéfied to the TBT Committee, and when the

European Union could expect a reply to its commehidarch 2010.

229. The representative of the United Stateésed previously-aired concerns, including the
scientific basis for the text of the alcohol wanirequirements, the size of the warning label in
proportion to the bottle, the requirement to rotie warning statements every 1000 bottles and the
proposed implementation period. He hoped thattimcerns which were set out in US comments, as
well as in responses to Thailand's supporting stuele being taken into account, and noted that the
United States had requested an update from Thailand

230. The representatives of MexicAustraliag CanadaNew Zealandand_Chile shared concerns
raised by previous speakers, and sought an updaatheoreview process, including when updated
measures would be notified to the TBT Committee.

231. The representative of Thailaridformed the Committee that the Thai Ministry odilbfc
Health had set up a sub-committee assigned to dfuelyimpact of its regulations on alcohol
beverages. The sub-committee had yet to stamark, but the scope of the study included the
regulation on health warnings notified under G/TR/MMHA/332, and she said her delegation would
keep the Committee updated on developments.

(xii)  United States - Hazardous Materials: Transportationf Lithium Batteries
(G/ITBT/N/USA/518)

232. The representative of the European Unieiterated concerns on the proposed requirements
on the transport of lithium batteries in the Hapaisl Materials Regulations as far as they went
beyond United Nations Recommendations on the tmahs§ Dangerous Goods and the Technical
Instructions on the Safe Transport of Dangerous dSoof the International Civil Aviation
Organization (ICAO). She referred to the minutesetevant Committee meetings in 2010 for more
information on these points, and requested infdaonabn the state of play, as discussions on this
proposal appeared to be ongoing.
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233. The representative of Japarpressed concerns over restrictions on trangportaf lithium
batteries from the US, arguing that inconsistend Wnited Nations recommendations on transport
of dangerous goods and ICAO Technical Instructisosld impact upon trade. In addition, he stated
that there should be no regulations targeting g@sdsired of safe transport. He anticipated theat th
final ruling was imminent, and asked the Unitedt&tao give full consideration to the opposing
views expressed by many governments and privaterpiges. He asked that in terms of safety,
lithium ion batteries with low State of Charge (SBould be exempted. Finally, he noted that the
United States Department of Transport webSiséated that the effect of the regulation would be
significant, and hence he sought detailed inforomatibout the foreseen dates of notification to the
TBT Committee.

234. The representative of Chinanderstood that the primary goal of the regulati@s to ensure
the safety of flights carrying lithium batteriesidaargued that the current United Nations regufatio
has proved, globally, to be effective enough tauendlight safety in recent years — thus rendetirg
formulation of stricter regulations unnecessary.

235. The representative of Koresxplained that concerns over the lithium battegutation had
been expressed in bilateral meetings with the dn&eates, including a delegation to the United
States to meet Office of Management and Budget (PMIBcials and raise the issue of lithium
batteries. He noted that no update on the progfets® regulation had been received and advised th
United States to follow the UN recommendation 2DdO® regulation.

236. The representative of the United Stateglained that discussions with the regulator and
OMB were on-going. He noted that a bilateral megtvith Japan, similar to the aforementioned
with Korea, had taken place since inviting integdsMembers to engage bilaterally. He added that
there was as yet no timetable for the publicatibthe final regulation, and to his knowledge, nevne
proposed regulations in this area had been madeen\br if, there were new proposed regulations
that would be potential TBT measures, he assuee@€dmmittee that they would be notified.

237. Addressing the issue of ICAO and UNECE standardsarigued that this issue should never
have come before the TBT Committee, and should haee dealt with in ICAO and UNECE. In his
opinion, the fact that these bodies were not falhgwthe TBT Committee decision principles for
developing international standards had causedrii@degn facing the Members. He elaborated upon
the functioning of these organisations, stating tfeveloping countries were largely excluded from
participating in development processes, decisiomi®wot based on consensus since the EU Member
States constituted a voting majority and came faosition ahead of meetings, which effectively
excluded the views of others. He suggested thdahdbe two bodies were following the TBT
Committee decision principles, it would be moreelik that our regulators, and their experts in
batteries and aircraft safety, would have been tbleach a sufficient resolution in their techiica
committees, and this issue would not have reaclieel TBT Committee. He reasoned that not
adhering to the Committee Decision principles edumany issues for the Committee and following
its principles could help ensure that consensuslatals would be developed in these bodies and more
likely to be used by all parties concerned. Hedubghat this experience would lead ICAO and
UNECE to review their principles for standards depeent, and to make changes to reduce the
likelihood of similar occurrences in future.

(xiit)  Brazil — Alcoholic Beverages (G/TBT/N/BRA/348 aondih.1)

238. The representative of the European Unieguested an update on the state of play, having
been informed at the last TBT Committee meeting Biazil was in the process of reviewing

10 hitp://www.dot.gov/
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responses to its public consultation and TBT nzsifon. She also requested an indication of when a
draft proposal was likely to be made available.

239. The representative of the United Stadémted that comments had been submitted pridreto t
last meeting, which went into detail on many quesiand concerns, including the treatment of
abbreviations, illustrations on labels, registnatimumbers, certain font requirements, and
implementation periods. He asked for an updatéherprocess for taking these, and other concerns,
into account in the publication of the final measur

240. The representative of Mexi@lso requested an update on the state of playeauired as to
whether or not previous comments had been takercortsideration.

241. The representative of Bragiiformed the meeting that the Brazilian authositieere still in

the process of examining comments received orrdtis cegulation on beverage labelling, and assured
Members that their comments would be taken int@aetbefore publication of the final measure.
He emphasised that the draft measure had thentegéiobjective of guaranteeing an adequate level
of protection and information to consumers, withotgating unnecessary obstacles to the regular
flow of beverage exports to Brazil, and the requieats laid down in the draft regulation would apply
equally to domestic and imported alcoholic bevesage

242. Referring to questions raised in previous TBT Cotteri meetings concerning the obligation
of including an import identification number on tladel, he explained that this requirement aimed to
adequately protect consumers, as information conugrthe importer was crucial in establishing
legal responsibility. He clarified that labels viabunot necessarily require redesign for the Braaili
market, as the import identification number andeotmandatory information could be included on a
supplementary label. He reaffirmed that the pritioit of illustrations would not impede the use of
established trademarks, and restriction of useeond such as "home made", "reserve" and "colonial”
were designed to protect consumers from being thiateto the quality of the products. Finally, he
welcomed further discussions through bilateral dedsfor clarification of other specific issuesdan
stated that no forecast had been made for theqatiblh of the final version of this measure.

(xiv)  Turkey — New Conformity Assessment ProcedureshfamPaceuticals

243. The representative of the European Unrestated concerns with regard to Turkey's Good
Manufacturing Practices requirements for pharmacaist which entered into force on 1 March
2010. She reiterated that in order to obtain anGidd Manufacturing Practice (GMP) certificate,
EU manufacturers were already inspected by the etenp authorities in EU member states to verify
compliance with good manufacturing practices. Sdud that Turkey had yet to offer any indication
as to whether any problems had been encounteradBMitGMP-certified products on its markets. In
this context, she urged Turkey to revert to reciigmiof EU GMP standards and certificates without
additional factory inspections and additional adstitive requirements.

244. The representative of the United Staggpressed concerns similar to those raised ingusv
meetings on the lack of transparency in the devedsy and implementation of this, and other
measures, by Turkey. He explained that the Uriiiaties was not against inspection requirements in
principle, but the manner of implementation hadseausignificant market disruption, to the detriment
of both US exporters and Turkish consumers. Hedirthe Government of Turkey to consider
measures to alleviate the blockage of imports @frplaceuticals, including processing registration
files submitted prior to March 2010, giving prigriio innovative drug applications that provided new
therapies and allowing producers to submit an agtiin while GMP inspections were pending. He
hoped to hold further technical discussions witlk€&y to discuss these issues and resolve concerns
in the near term, restoring market access for pheeuticals.
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245. The representative of Turkestated that the general requirements for the naatwfing of
pharmaceutical products were first introduced i841%nd its Ministry of Health began conducting
GMP at the national level in 1995, and thereforek&y had considerable experience in this field.
She explained that the document required its liognapplication for pharmaceutical products. She
explained that the aim of the regulation was tagobhuman health through the provision of safe
pharmaceutical products.

246. Citing the preamble of the TBT Agreement, she shat no country should be prevented
from taking measures necessary to ensure the piorteaf human health. Given that pharmaceutical
products are concerned with human health, andtbigatim of this measure was the protection of
public health, she argued that it was consistetit WITO rules and in accordance with the relevant
guidelines and recommendations of the WHO. Shedddat Turkey's system did not envisage any
restrictive effect of additional administrative Hen for importers, and that its Ministry of Healtthd
accepted and processed applications for GMP @atifs. She informed the Committee that of the
complete applications received, four had been smgk and completed, and another five complete
applications were in process.

247. Finally, the representative also explained that Rhieistry of Health was developing a
classification system for pharmaceuticals basedscientific criteria. Additionally, she urged
Members to consider the option of an MRA, and shat Turkey remained willing to continue to
communicate and work constructively with interediésimbers.

(xv)  Iltaly — Dairy products (G/TBT/N/ITA/13)

248. The representative of New Zealameiterated concerns on the Italian proposal omydai
products. She argued that it was inconsistent vatévant international standards and Codex, and
that the stated objectives were already sufficjeativered by EU law. She requested an update on
progress and asked for confirmation of the Europ€ammission's opinion as to whether the
proposed ban on protein would be consistent with &k provided it applied to Italian products
alone.

249. The representative of Australhared New Zealand's concerns over this measantgarly
Article 5, which proposed a ban on the use of mpiitein concentrate (MPC) in cheese making. He
sought an explanation from the European Commissintie legitimate objective under which such a
measure could be justified. He said that Austradés unaware of any scientific evidence of Chile
using MPCs of insufficient nutritional value or any non-compliant with food safety and public
health requirements. He asked for an update @ushoons between the European Commission and
Italy on this measure.

250. The representative of the European Uniitflormed the meeting that discussions between the
European Commission and the Italian authoritiestloe proposed measure were ongoing, and
therefore remained an internal procedure. Sheoffier further clarification for any interested
delegation once the internal consultation procesisdoncluded.

(xvi)  European Union — Directive 2004/24/EC on TraditibRrbal Medicinal Products

251. The representative of Indiquested an explanation of the rationale behieddecision to

not notify the enactment of EU Directive 2001/83/Egating to medicinal products for human use
and the subsequent Directive 2004/24/EC on traditidnerbal medicinal products (THMP). He
explained that the requirement to provide extensieeumentary evidence on physiochemical,
biological, micro-biological and pharmacologicalste as well as data on quality and safety
requirements for the purposes of obtaining margetinthorization or registration (under the 2001
Directive or the 2004 THMP Directive respectivetgaly be unnecessary obstacles to trade, may not
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be based on scientific principles and may be mimethwithout sufficient scientific evidence. He
expressed concern that the Directive was excesaivk not limited to what could be deemed
reasonable and necessary, in effect denying madcetss to India's ayurvedic products.

252. He argued that the current THMP Directive requiretadiad set out a complex procedure for
registration of multi-ingredient products, giveratta complete dossier is required for registration;
polyherbal products may pose special problems asugh cases the quantification (and stability
testing) of each component was not possible fartjma reasons.

253. He thought that the Common Technical Document (Ciibhat under the THMP Directive
seemed acceptable for single herbs, but possildppiopriate for multi-component traditional
medicinal formulations. Furthermore, he statedt tihacould be near impossible to provide
information with respect to multi-component tragital medicinal formulations in the CTD format,
even if the products were otherwise eligible as T”IMHe argued that the 2004 Directive therefore
imposed ale factoban on imports of such products and may be instardi with GATT Article XI.

254. He said that toxicity data should be required ocase-by-case basis, e.g. where there is
reason to believe that the herb may be toxic oretle an alert on the herb. Data should not be
required across the board for herbs known to bergdy safe, that are included in the Generally
Recognised as Safe (GRAS) list. Requirements ontggicity data and bioessays of ingredients in
poly-herbal formulation had apparently resultedaw numbers of applications for traditional-use

registrations. He argued that insistence on qiadive determinations (bio assays) in polyherbal
compounds was technically unfeasible for any palyakeformulations with more than three or four

ingredients — further insistence on genotoxicitytadavithout hazard assessment indicated the
excessiveness of the Directive.

255. He explained that a large number of traditionabhEemedicinal producers were small and
medium-sized enterprises and the prohibitively higist of registration under the Directive would
create a barrier to market access for such ensepriThese costs comprised analytical and galenica
development, stability testing, dossier compilationd dossier submission. He cited estimates in the
range of more tha®150,000 for a single ingredient product.

256. He stated that the EU Directive did not recognigeneedic products that complied with the
provisions of the Ayurveda Pharmacopoeia of Ingihich were certified by bodies accredited by
members of ILAC/IAF Mutual Recognition Agreementt addition he explained that the scope of
the THMP Directive was limited to herbal produasd many ayurveda, siddha and unani products
contain a combination of ingredients which werenafieral and animal origin, yet these were denied
registration. He requested an update on the stdthese products under the Directive.

257. He raised the issue of a supplier being requiregshtav 30 years of traditional use, including
15 years of traditional use in the European Unioroider to establish efficacy of the medicinal
product. He postulated that this requirement wquitnye so difficult to fulfil that it would be de
factoban on imports of THMPs, thereby resulting in enpete denial of market access. He said that
Article 16(c)(4) of the 2004 Directive prescribed alternate process of a Committee referral for
seeking registration of traditional herbal meditip@ducts, when the product had been in use in the
European Union for less than 15 years. Howeveg, dhidelines and parameters on how the
Committee would assess the product were not ddtailde argued that the derogation [from the
requirement of demonstrating 15 years prior usinénEuropean Union] indicated that the condition
of 15 years prior use was not sacrosanct and malgawve been based on scientific evidence — and as
such had no rational justification.

258. He asked if the EU had considered alternative nusthmr procedures for ascertaining the
safety, quality, and efficacy of traditional medial products, including THMP while formulating its
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procedures under the 2001 and 2004 Directives.regaested clarification of the classification of
herbal medicinal products under the 2004 Directas,t provided for the registration of over-the-
counter products, and also on the status of mawkefi other herbal products outside this category.

259. Under these circumstances, he asked the European tnextend its transitional period by
another ten years; the existing transitional peoddhe Directive would end in March 2011, after
which it would come into force.

260. The representative of Chirsdnared India's concerns, but acknowledged thepearoUnion's
openness on the issue.

261. The representative of Ecuadsinared the points raised in previous interventiofis already
stated in previous meetings, he explained that d&mueaxported medicinal products based on herbs
and the requirements of these Directives (hamegmital, microbiological and pharmabiological
evidence, as well as details and data on quality safiety) for import authorisation and EU market
registration would be excessively costly and diffictco comply with, especially for small and
medium-sized enterprises in developing countrié¢te added that herbs from Ecuador would be
particularly affected, and that the process ofwloeding and implementation of this Directive would
constitute a barrier to trade under Articles 2#&hitl 2.9.2 of the TBT Agreement.

262. The representative of the European Unimrted that bilateral discussions had taken place i
the past with some of Delegations, and offeredbt@tinue providing information in further meetings.
She recalled that Directive 2004/24/EC introducesinaplification for the registration of traditional
herbal medicinal products — if a product was el@giior simplified registration, the manufacturersva
exempted from providing a number of tests and @ihtrials which were otherwise required under
the standard procedure. She stated that eligilfoit the simplified procedure was dependent upon
usage over a period of 30 years, including at |&&stears within the EU. She added that this could
be demonstrated via bibliographical or expert evigeand it was accepted that "medicinal use" did
not exclusively mean "use as an authorised medipioguct”, this proof of 15 years medicinal use in
the European Union may be submitted even in theratgsof marketing authorisation.

263. Expanding upon this point, she said that herbalicihegs may contain toxic substances that
would be harmful for patients, despite being ndtpraducts. The 15 years use in the European
Union requirement allowed sufficient monitoringsafle effects, increasing confidence in the absence
of tests and trials. However, she explained thahe 15 years requirement was not met, but the
product was otherwise eligible for simplified regggion, the product should be referred to the
Committee for Herbal Medicinal Products for thebelation of a monograph. Once a monograph
was completed, the manufacturer would not haveetoahstrate 15 years of use — this requirement
therefore did not constitute an obstacle to beiwjitfrom the simplified procedure. The 2004
Directive foresaw a transition period of seven gdar manufacturers to submit registration requests
for their products to the relevant authorities.

264. She clarified that as of March 2011, herbal medicjproducts not authorised or registered
could no longer continue to be placed on the ElUketahowever, herbal products may be classified
and placed on the market as food products provicidthey did not fulfil the definition of mediciha
products and complied with applicable food laws.he Sited Directive 2002/46/EC on food
supplements and Regulation (EC) No. 1924/2006 dritiom and health claims made on foods as the
relevant legislation concerning herbal productsketed in the form of food supplements.

265. Finally, she said that the European Commission $taded an internal review process in
2008, on the registration of traditional herbal meuws. This had concluded with the drafting of a
report which expressed the European Commissioefsapedness to consider extending the simplified
registration procedure to products containing sulists other than herbal products, and that more
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experience with and information on the requirenadrdt least 15 years use had to be gathered with a
view to assessing its necessity. Any of these gbswould require legislative action.

(xvii) Colombia — Shelf life Requirements for Milk Powder

266. The representative of the European Urnieiterated concerns on the adopted measure, which
required imported milk powder to have a minimumishte of at least 12 months, 6 months more
than the previous requirement. She expressed wotita this extension would harm exports of milk
powder to Colombia. Given a combined transport guarantine time of two months on average, if
shelf life is counted from the date of commercatisn, export of the product would be practically
impossible without incurring additional costs tdend the shelf life of the milk powder via specific
and costly treatments. She explained that theg&am Union had invited Colombia to clarify several
elements of this proposal at the last Committee timge particularly what risk the authorities
intended to address by the extension of the stielféquirement. She said that this query remained
unanswered and requested further information flwenQolombian representative.

267. The representative of the United Statwouraged Colombia to notify the measure, and
requested clarification on the 12-month shelflggquirement for these products.

268. The representative of Colombéxplained that the measure had recently beenigwitifs an
amendment to a previously notified decree, in G/NBCOL/67/Add.3 on 27 Jan 2011. The new
decree extended the shelf life for milk powderwadl as the process of the product in Colombia. He
noted that comments on the notification had beehuded on 3 April 2011, and that no comments
had yet been received from Members on the drafiwden. Finally, the representative emphasised
that his delegation had previously responded to dbecerns of Members regarding potential
discrimination of this measure.

(xviii) China — Regulations of the PRC on Certification &watreditation (promulgated by Decree
No. 390 of the State Council of the PRC on 3 Sdpme2003

269. The representative of the United Stategerated concerns that China does not permit US
suppliers to use competent conformity assessmatiedoincluding test labs, product certifiers and
inspection bodies, located outside Chinese teyritordemonstrate compliance with its compulsory
certification requirements. He raised concernbfghg an indication in an earlier intervention tha
these requirements could be extended to other ptedbrough China's Restriction on Hazardous
Substances (RoHS), as at least 20 per cent of g&rtsxto China were currently affected by these
issues with respect to conformity assessment.

270. He said that numerous US industry interests; inodmedical devices, information
technology, the US Chamber of Commerce, US-Chinsiri®ss Council and the telecommunications
sector had submitted a letter to the USTR and dit&iagencies, listing conformity assessment and
the lack of recognition of bodies outside Chinaoas of the top issues facing US exports to China.
He argued that requiring China Compulsory Certiiara (CCC) related procedures to be performed
by a single Chinese conformity assessment bodyndfid to the imposition of additional costs,
burdens and delays on US exporters, particularleSMHe cited Decree 390, stating that in each
area there should be at least two certificationdxd/et in many cases only one existed and none of
them were located outside China — US companies thei® obliged to arrange and fund travel for
pre-market inspections at the manufacturers locasobmit to subsequent annual inspections after
receipt of the CCC mark and also pay for produstirig and certification, which would already have
been done in the United States.

271. He explained that there were also issues with a&mng requirements and inconsistent post
market surveillance, which were raised during atbiial meeting held in the margins of the last
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Committee meeting. He added that the US had beeoueaged to arrange a meeting with the
Certification Accreditation Administration of thee&ple's Republic of China (CNCA) during its last
visit to Washington, but the CNCA had been unwglifeading to the issue continuing to be raised in
the Committee. He said that the United Statesuia bilateral discussions, and hoped that China
would consider ILAC and IAF as the basis for reasmg Conformity Assessment bodies. He noted
that the Chinese Accreditation Authority under ILA@es had a duty to promote the use of the ILAC
MRA in China, and enquired as to what steps haa lb@leen towards this goal. He compared this
situation to the US Consumer Product Safety Comam&srecognition of 96 bodies based in China,
stating that this growing disparity would incredle seriousness of the issue — he hoped that China
would start to recognise US conformity assessmedigs in the near term.

272. The representative of Chiriavited interested Members to review the Minutég@vious
TBT Committee meetings for detailed clarificatiohtbe CCC scheme as this was a longstanding
topic of interest. However, he sought to clarife taccreditation of foreign laboratories under the
CCC scheme. First, he explained that the ChingS€ Gystem was a mandatory market access
requirement in terms of conformity assessment pghaees, rather than commercial inspection and
certification, and therefore different in naturerfr third-party inspection required in the US CPSIA.
Second, the Chinese CCC system facilitated tradallbwing foreign conformity assessment bodies
to participate in the implementation of the CCCtegsthrough mutual recognition agreements and
multilateral systems. He added that China hadgeised 168 conformity assessment bodies under
CCC, including foreign conformity assessment bodigsh as the UL laboratory of the United States.
Furthermore, China automatically accepted all ngstiesults of CB laboratories located in other
countries, including the United States.

(xix) Korea— KS CIEC61646:2007 Standard for Thin-filola® Panels

273. The representative of the European Unraised concerns with Korea's requirements for
certification of photovoltaic panels, in particutae standard for thin-film solar panels, which dat
allow certain types of thin-film solar panels totested or certified. She explained that this pnted
such technology from qualifying for government intiee schemes — which wagla factoban from

the market. She added that the European Unioté&ex engaged in bilateral discussions with Korea,
though there was no significant progress to bertego She requested an update on a study
undertaken by the Korea Energy Management Corporf#{EMCO) on the environmental impact of
thin-solar panels other than those using amorplkdiean (A-Si), and the foreseen timeline for the
completion of the study.

274. The representative of the United Stateferred to past interventions discussing conceftis

the KEMCO process for certification and the facttthe Korean standard for thin-film solar panels
only applied to a certain type of solar panel. ndéd that the only type of thin-film panel thautm

be certified by the Korean Energy Management Cafpomn was manufactured by Korean firms, and
those manufactured by foreign companies were nagred by the standard — thus they were unable
to gain certification and access the Korean markét. said that the United States was not aware of
any scientific or technical evidence indicatingsk from use of thin-film solar panels not covei®sd

the Korean standard. He explained that the allegadern was over the presence of cadmium in the
panels or their production process, but arguedttigatoncentration levels were lower than regwator
levels and also lower than cadmium levels in bigiteon the Korean market. He questioned the need
to delay certification while working on a feasibjlistudy assessing the safety of thin-film solargia
and urged Korea to amend its standard and endhtérafilm panels to demonstrate that they met the
requirements for certification.

275. The representative of Koreeeiterated that KS and its related certificatiorerev not
mandatory; any cadmium telluride (CdTe) and Coplglium Gallium Selenide (CIGS) were
allowed to enter the Korean market without KS &edtion. He stated that other Members had been
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notified at the last Committee meeting, and that ferasibility study was ongoing, with publication
expected by June 2012. Following completion ofghely, he explained that the MKE would decide
upon the inclusion of the aforementioned thin-fimanel types in KS61646, and subsequently
Members updated.

(xx)  China — Textiles (G/TBT/N/CHN/20/Rev.1)

276. The representative of the European Unieiterated concerns, specifically with regard to
mandatory requirements concerning pH values, Idgel colourfastness and odour of textiles,
referring to the Minutes of past meetings for dstaiShe thanked China for additional information
submitted in writing in February 2011, but expressésappointment at the lack of accompanying
scientific evidence to support these mandatory irements. Without these, she explained that it
appeared that these measures had no scientif& basi

277. The representative of Chirstated that the revision of the national standardextiles was
notified to the TBT Committee on 10 February 2018e welcomed the EU's comments, dated 16
April 2010, 3 September 2010 and 13 January 20dtingnthat China endeavoured to issue detailed
written responses. He added that the last replyiteluded the details of a contact person, with a
view to engaging in a more in-depth technical ergea He invited the European Union to refer to
this person directly on technical matters and fitation of the new standard. He informed the
Committee that the standard had been approved @aplésiped on 14 January 2011 and would be in
force from 1 August 2011.

(xxi)  India — New Telecommunications related Rules

278. The representative of the European Uriloanked India for making available their expeots t
discuss with the European Commission and EU ingusincerns with the above mentioned rules.
Meetings held in Delhi built a shared understandifigthe rules, and also helped elaborate her
delegation's concerns.

279. He recalled that in March 2010 the Department ¢éd@mmunications of the Indian Ministry
of Information and Communication Technology, hadlj@hed new rules on security clearance for
telecommunications equipment. Subsequently, ig 2000, a mandatory template agreement for
security and business continuity had been issubtshwformed part of private commercial contracts
between telecommunication service providers anddeen of all telecommunication related
equipment, products, and services.

280. The representative further recalled that his delegehad expressed a number of concerns
with the template agreement at the past TBT Coremitheeting and in a number of subsequent
bilateral meetings. The concerns included: [ig obligation that vendors deposit their sourcescod
in an escrow account that would be accessible téciaé from the Department of
Telecommunications; (i), the mandatory transfertethnology to Indian companies; (i), the
unlimited liability foreseen on vendors in caseaofy security breach; (iv), the requirement to
substitute Indian engineers for foreign engineersthie maintenance of networks; and, (v), the
apparent exemption of telecommunication equipmeunt @roducts manufactured in India from the
application of the new rules, meaning that only amed equipment and foreign vendors would be
covered. He also noted that the since the templgteement mandated compliance with specific
security standards, as well as testing and cetifin requirements, it was in his delegation's view
both a technical regulation and a conformity assess$ procedure within the meaning of the TBT
Agreement.

281. He reported that in August 2010 the Indian Primenider's office had decided to give
telecommunication operators a choice between camqdi with either a security clearance on a case-
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by-case basis according to a self-declaration sysiebject to assessment by the Department of
Telecommunications, or the new system of prior sBcelearance based on the rules of the new
template agreement. The dual regime had beemlipitjranted for a period of 60 days, and then
extended for additional 60 days, and subsequeatlylieen extended on 14 March 2011 until further
notice, pending review of the new security cleaeanpolicy by the Department of
Telecommunications, in light of the concerns raisgdoreign partners. The representative expressed
his delegation's appreciation for the extensiothefdual regime, since it created a more predietabl
framework for the business community and for trexdhese products, as well as, more generally, for
India's commitment to finding a solution capablefufilling its legitimate security needs without
restricting international trade.

282. Finally, the representative requested an updatethmn timeline and content of the
aforementioned policy review by the Department ale€ommunications, inquired whether a
stakeholder consultation was foreseen, and reqldlstd the revised draft be notified to the TBT
Committee. Lastly, he reiterated his delegatiawailability for discussion and experience sharing
with the competent Indian authorities in the frarodwof the India-EU bilateral ICT dialogue.

283. The representative of the United Statesalled that his delegation had, at the last TBT
Committee, described the Indian measure and pomsgsof the template agreement that would
become a mandatory element of commercial contiziseen telecommunication service providers
and vendors of all telecommunication related eqeipimproducts and services. He noted several
concerns with the measure raised by US industgiudling the requirement that companies deposit
their source codes in escrow, mandatory technolasfer to local telecommunication companies,
and burdensome and irrelevant testing and cettificaequirements.

284. He understood that the government of India wasideriag eliminating the requirements for
the provision of source code and technology transfed revising other portions of the regulatian, t
address concerns raised by trading partners andtiyd He requested an update on the currentsstatu
of the measure, and inquired whether a revised lmpgreement would be forthcoming; if so, he
requested that the revised agreement be notifitetd BT Committee.

285. The representative recalled that India had arguedeaNovember 2010 Committee meeting
that the measure was not subject to the TBT Agregnsince its objective was national security.
However, he noted that Article 2.2 of the TBT Agremt specifically listed national security as a
legitimate objective, and he therefore expressedvibw that the measure was covered by the TBT
Agreement and subject to its disciplines, includmagjfication, which he believed to be appropriate
this case.

286. The representative of Japarpressed concern with the possible securitygelatnendments
to the unified access service licence agreemeut,sapported the interventions of the EU and US
delegates. He highlighted the requirements fonrtelogy transfer from foreign to domestic firms,
and for deposit of source code in escrow, as contcaWTO rules for the protection of intellectual
property rights, and harmful to foreign firm's ayito access the Indian market.

287. He explained that Japan shared Indian's committoel@T network security, and understood
its importance for both the business sector anwbmelt security. However, he noted concerns with
implementation of the measure, and he encouragdih lto take full account of the problems
identified by concerned industry. Finally, he e that in mid-February his delegation was led to
believe that the proposed amendments to the urafdedss service licence agreement would shortly
be made public, and he requested an update as latést developments.

288. The representative of Chirechoed the concerns raised by the EU and US dekegdie
expressed support for India's objective of telecamication security, but was concerned about the
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vague certification environment and the standalalsoeated within the Indian rules. He called for
greater transparency, and requested an opportianigtakeholders, including equipment vendors, to
comment on the measure. Finally, he emphasizédath@endors should be treated fairly under the
rules, in accordance with the principle of non-disiation.

289. The representative of Indr@iterated his delegation's belief that the priows of the unified
access licence agreement for telecommunicatioricesrwere not a technical barrier to trade within
the ambit of the TBT Agreement. Rather, he saiat the provisions fell within the security
exemptions of Article XXI of GATT 1994, and the TBJommittee was therefore not an appropriate
forum for discussion.

290. He did, however, refer to the concerns relateckthiiology transfer. He noted that transfer
of technology was an integral element of intermaloagreements, and also a key element of
technological development in developing countriesl 4DCs. He recalled that both the Doha
Ministerial Declaration and the Hong Kong MinistrDeclaration recognised the importance of
technology transfer in the context of trade. Hsakeminded Members that the TRIPS Agreement
recognized transfer of technology as one of theaibjes under Article 7, and in Article 66, an
obligation was placed on developed country Membergrovide incentives to their enterprises and
institutions that promote and encourage technologynsfer. He reiterated the importance of
technology transfer for technological developmeamt stated that, in the view of his delegation, it
was a central parameter of the measure under discus

291. Finally, he informed the Committee that the Deparithof Telecommunications was working
to simplify the procedural aspects of the licensaggeement. He noted requests for additional
information from the European Union, United Statdéspan and China, and he pledged to consult
capital and revert to the requests at the next Gtteermeeting.

(xxii) Brazil — Instructions for Registration for Label$ bnported Products of Animal Origin
(G/TBT/N/BRA/385 and Adds 1 and 2)

292. The representative of the United Statepressed its gratitude to Brazil for respondmghe
comments submitted by the United States on thiseiss November 2010. He reported that the
United States greatly appreciated Brazil's williegs to address the United States' concerns by
amending the registration form for labels of impdrproducts of animal origin. In addition, he mbte
that Brazil and the United States continued to heeestructive discussions in this regard, and
expressed its impression that Brazil was keen ttimee to cooperate with the United States to
clarify the United States' remaining concerns as igsue. Finally, he expressed the United States'
interest in holding a meeting between the techrégplerts of both countries, especially considering
that Brazil's measure was to enter into force épdl 2011.

293. The representative of the European Unexpressed her delegation's concern regarding the
need to register the labels of products of animigiioand have them approved before they could be
marketed in Brazil. She stated that the Europeainrucontinued to monitor the situation to ensure
that this requirement was not creating unnecesaays and costs for EU exporters.

294. The representative of Brazihformed the meeting that the proposed measure Hesh
reviewed at the end of 2010, taking into accouatabmments received from other Members on the
issue. Additionally, he reported that the deadlite comply with the new requirements had been
extended and expressed his hope that these maidifisavould help to alleviate some Members'
previous concerns.
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(xxiii) Indonesia — Labelling Regulations (Ministry of TeadRegulation 62/2009 and 22/2010)
(G/TBT/N/IDN/4AT)

295. The representative of the European Urtimeinked the delegation of Indonesia for notifying
TBT Committee the regulations of the Indonesian islig of Trade concerning the obligatory
labelling of goods, allowing other Members to subtoimments in this regard within a 60-day period.
She noticed however, that these regulations haddyrentered into force at the time of this meeting
She also expressed her delegation's hope that ut@pé&an Union's written comments sent on 3
February 2011 would be taken into account and tiatregulations were going to be revised, if
necessary. She recalled that during the previ@is Committee meeting, the European Union had
requested a clarification about why imported prasl@ould not be labelled or re-labelled in Indoaesi
before they were actually placed on the marketwahyl a preapproval procedure of the label was
considered necessary.

296. She added that the European Union had also askeadiafification regarding the exemption
procedure for importers. She noted that Indoneaihreplied to this request by explaining whate¢hes
regulations were providing for, but that it had gaten any explanation as to why these requirements
were deemed necessary. Thus, she expressed bgatitmh's hope that this explanation could be
provided during this TBT Committee's session, alb agein a written reply to the request sent by the
European Union.

297. The representative of the United Stadeserved that his delegation had similar concexnd,
that in the United States' view Indonesia’s labglineasure as currently drafted could significantly
disrupt trade. He expressed his delegation's ce$pelndonesia's desire to have all packaged food
and many industrial products sold at the retaiéldearing a label in Indonesian language. He @dde
that the United States hoped to continue workintp widonesia to resolve this issue, in particular
concerning the question of whether a supplemeakeallIcould be applied post-customs. He indicated
that due to the rise of global supply chains ardube of consolidated shipments, it would be very
costly and burdensome for companies if the labebwequired prior to the shipment of the products
to Indonesia. He suggested instead that, for nestasupplementary labels could be applied at the
importers selected warehouse in an in-country iocatafter the product had cleared customs but
prior to distribution within Indonesia. He stattdht this would be the best way forward, recalling
that this was also the way Indonesian products a#oeved into the US market.

298. The representative of Indonesaok the floor and explained that the MinistryTofde of the
Republic of Indonesia Regulation No. 62-22-2010 waimsed at ensuring consumers' right to obtain
correct, clear and precise information, as welpewiding consumer protection. He explained that
the intention of the Indonesian authorities was tootreate any trade barriers or increase costs for
importers. Rather, their intention was to addrénes risks arising from the practice of labeling
products after port entrance, but before beingguamn the Indonesian market. He also explained
that, for instance, the measures included exempfiangoods that were packaged directly in front of
the consumer, and for goods listed in Attachmerdasi@ 3 of the regulations. He finally stated that
his delegation would welcome further discussiorn$ \EU and US on this matter at a bilateral level.

(xxiv) European Union — Proposal for a Council Regulatimm the Indication of the Country of
Origin of Certain Products Imported from Third Cdrias (SEC(2005)1657)

299. The representative of the United Statesalled that at the last Committee meeting, his
delegation noted that the EU Parliament had regemtied to approve a proposal of the Parliament
and Council regulation on the indication of the moy of origin on certain products imported from
third countries, which would require that certaonsumer products imported from third countries be
labelled with their country of origin. He addeatlthe list of specific products that required nivagk
was in the opinion of the United States' very brobié indicated that the United States acknowledged
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that there could be legitimate reasons for reggidgauntry of origin labelling. However, he added,
these regulations should not discriminate basedrigin, observing that the draft of the EU measure
appeared to only require products imported fromdtiebuntries to be labelled. Thus, he indicated,
products from the EU as well as Turkey and membgtkse EEA agreement would be excluded from
the country of origin labelling requirement. Irethiew of the United States, such requirement shoul
not apply only to imported goods or only to impdrtgoods of some countries. Therefore, he
requested a clarification from the EU delegatiotoathe reasons supporting the decision to apjidy th
new requirement only to imported products, and meee only to imported products from some
countries. The US representative also inquirediathether the EU Commission could provide the
United States with an update on the status of tbasnre in the EU Parliament and on whether and
how it would solicit the input of WTO Members anither stakeholders.

300. The representative of Mexicodicated that his delegation continued to analysescope,
objectives and impact of this EU regulation. Heexdithat in the opinion of the Mexican delegation,
some of the provisions contained in this regulationld affect Mexican exports to the European
Union. Thus, his delegation reserved their rightdntinue to analyse this concern and to exptsss i
views during future meetings.

301. The representative of the European Unieplied to these comments by indicating that
indeed, a 2005 EU Commission proposal for a reguladn the indication of country of origin for
certain products was under discussion in the EUidh@ent and Council. She added that the EU
Parliament had introduced a number of importantreiments to the EU Commission’s proposal, in
particular, a limitation on the scope of applicatiof the draft regulation to a list of end consumer
goods, as well as the inclusion of a sunset claBe also mentioned that the Council of Ministers
was examining the EU Parliament’s amendments fadtttiere was no date yet set for the adoption of
a common position. She also expressed her dededatview that considering that it was highly
possible that the text resulting from the firstdieg by both institutions would significantly mogif
the Commission’s original proposal; it was prematto enter into a detailed discussion about this
regulation in the TBT Committee.

(xxv) United States — California Code of Regulations: apter 53 Safer Consumer Product
Alternatives (G/TBT/N/USA/579 and Corr.1)

302. The representative of the European Uniiodicated that her delegation would appreciate an
update on the planned revision of Chapter 53 ofGhéfornia Code of Regulations on the Safer
Consumer Product Alternatives. She recalled thanhd the previous TBT Committee meeting, the
United States had notified the planned revisiothif Code of Regulations on 26 October 2010, but
had withdrawn the notification some days later. e Shentioned that the European Union had
discovered that a newly revised text had been dtdunio public consultation in the territory of the
United States on 16 November 2010. She addedttiraperiod for submitting comments on this
modification had been 15 days. Nevertheless, stizdted that this information had never been
transmitted through the TBT notification procedurghe clarified that the European Union had not
learnt of any new developments in this regard siNogember 2010, and that her delegation was
interested in knowing if the proposal was still andliscussion. Moreover, she stated that the
European Union was also aware that several USsStegee preparing legislation on the control of
chemicals and chemicals in articles. Thus, sheesged her delegation's desire to get confirmation
about whether these State legislations, when auntaitechnical regulations or conformity
assessment procedures, would be notified underBieAgreement, and whether a comment period
of at least 60 days would be given.

303. The representative of the United Stateplied recalling that during the previous TBT
Committee meeting, the United States determinder edviewing the measure, that the proposal was
neither a technical regulation nor a conformityeassnent, and that for this reason they withdrew the
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notification. He added that this proposal had gttmeugh a number of drafts over many years and
that the public consultation held in November 20&3 simply the latest iteration in a long process.
He mentioned that at that moment, several advipanels to the California Department of Toxic
Substances Control (DTSC) were holding a seriemeétings to discuss the appropriateness of
revising the draft measure. He observed thatdhesary panel meetings were open for any interested
stakeholders to participate. He reported thatedbams the outcome of these meetings, the advisory
panels were going to submit their recommendatianshé DTSC on how the measure could be
revised. Finally, he stated that based on thesenmmendations the DTSC would submit a new
version of the measures for public comment. Howetlee US delegation was not aware of any
specific dates for the submission of the new prapts public comments. He announced that the
United States was going to review the proposed unea® determine if it constituted a technical
regulation or a conformity assessment procedurayhith case the United States would notify it
under the TBT Agreement if appropriate. He noteat the European Union had drawn attention
toother regulations that might be under developnemther US States, and he announced that the
United States was going to continue monitoring éhe=gulations, and notify them if appropriate as
well.

(xxvi) Turkey — Communiqué SUT 2010 regarding documentatiquirements for medical devices

304. The representative of the United Statesalled that during the previous TBT Committee
meeting the United States had introduced this isswknoted that it had serious concerns regarding
Turkey's new medical device reimbursement reguiaflommuniqué SUT-2010. The United States'
essential concern was that medical devices weeadrregulated by Turkey's Ministry of Health.
However as of June 2010, all producers of medielicgds used in specific areas, specifically
traumatology, orthopaedic arthroplasty and spimat@dures were also required to comply with a
second regulation administered by Turkey's Socéu8ty Institute (SGK). He stated that during
that session his delegation raised several traespgrconcerns, noting that the measure was never
notified to the WTO; that there was no chance fakeholders to comment about it; and that no time
period for implementation had been established.

305. He reiterated previous concerns about the purpdstheo new measure for this second
regulator to require companies to provide addifich@cuments, given that Turkey's Ministry of
Health already regulated these products for sadety efficacy and did not require companies to
provide these additional documents. He questidhedecessity of having a second regulator laying
down technical requirements for medical devices Wexe already regulated by Turkey's Ministry of
Health. In addition, the United States expressediésire to know the basis on which the specific
devices regulated by the SGK measure were select¥dith respect to the documentation
requirements themselves, the US representatived nibt@t producers needed to provide written
evidence that each group of products was certliiethe regulator in the country where the products
were manufactured or from which they were importadd that they were used in that country.
According to the United States, this situation wasblematic because sometimes certain devices
were manufactured in countries where they wereused. Thus, producers could not obtain the
required certification in those countries. Therefgroducers essentially were forced by the measur
to ship their products to another country whereptaelucer could obtain a certificate. In the Udite
States' opinion this seemed to be unnecessary, donsuming and the cause of additional costs.
Moreover, he recalled that many medical device ledgts around the world did not provide
documentation on product usage or proof of reimgment. Thus, in the United States' view it was
not clear what purpose this information servederé&fore, the representative urged Turkey to notify
this measure under the TBT Agreement for commeatsjeet with the industry stakeholders to hear
their concerns; and to take action to eliminatenadify any of these unnecessary documentation
requirements so that suppliers could continue @ogtheir products on Turkey's market provided that
their products satisfied the technical requiremehtse Ministry of Health.
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306. The representative of Turkeyxplained that in Turkey, medical devices werailagd under
three individual legislations. The first was thegulation on medical devices, the second was the
regulation on in-vitro medical devices, and thedhivas the regulation on active implanted medical
devices. She added that medical devices, eithmestically produced or imported, had to comply
with these technical regulations in order to bekatad in Turkey, and that the CE mark was assumed
to be the indicator of that compliance.

307. She also explained that while medical devices WithCE mark could be freely marketed in
Turkey, Turkey's Social Security Institute (SGK) web choose among them those in relation to
which it would pay reimbursements. In this sel@mt{process, the SGK based its decisions primarily
on public interest considerations, ensuring thatiepts were provided high quality products.
Secondarily, public expenditure and budgetary targee also considered. She clarified also tret th
SGK was part of Turkey's public social securityteyg and that it covered the health expenditures of
80% of population, accounting for approximately raélion people. Thus, in Turkey's view, the
documentation requirements established by the Stkild be assessed from this perspective. Most
of the documents requested by the SGK were reqoiyaelevant legislation, in particular in relation
to the CE marking. Other documents were requioeiddicate the prices paid by the social security
institutions in the originating country, to assibe SGK to establish its own price criteria. The
representative of Turkey highlighted that theseudwoent requirements were applied equally to both
domestic and imported products. In addition, irrkéy's opinion these documents were already
required by the authorities of the countries whitie products originated. She therefore concluded
that no new documentation requirement or new comfgrassessment system was created by the
measure.

(xxvii) Italy — Law on "Provisions concerning the marketofgextile, leather and footwear product"
(G/TBT/N/ITA/16)

308. The representative of Indiequested an update from the European Union orcuhent
status of this labelling law and on whether theows comments submitted by India had been taken
into account when finalizing this law. He clardfi¢hat India's specific trade concern regarding thi
law was that it required compliance at each stdghe production process which went against the
basic premise of an industry that was based onaglabd multiple sourcing. In India's view this
requirement was onerous for exporters, especiatiyn fdeveloping countries, and was more trade
restrictive than necessary to fulfil the legitimatgectives.

309. Moreover, India was concerned about the requirerestdablished by this law to provide
employment-related information, which in India'sropn, constituted information referring to non-
product related process and production methods hwhiere fields not covered by the TBT
Agreement. He added that India believed thatitticgmation was clearly unwarranted as it sought to
interlink labour issues with trade, altering thendions of competition to the detriment of impatte
goods. Thus, in India's view this requirement visonsistent with the provisions of GATT.
Similarly, according to India, the reference to @hiance with regulations on environment was
another issue of concern and was clearly a tradeebahat would affect exports from developing
countries. Finally, he asked the delegation ofEbeopean Union whether Italy had considered other
less trade-restrictive regulatory alternativesutilfits objectives.

310. The representative of the European Unieoalled that during the previous TBT Committee
meetings, her delegation had reported that thiaftaluthorities had decided, due to on-going iratiern
discussions in the European Union, to postponeagipdication of this law. Consequently, the law
would be effective only after the adoption of tiheer-Ministerial decree pursuant to Article 2 oé th

law in question. She confirmed that discussionsuaithe implementing measure were still taking
place in the European Union, and that this circamst made it impossible to provide further
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clarification at this stage. She announced, howeliat once the internal discussions were finished
the EU delegation would provide India and the TB3ntnittee with further clarification.

(xxviii) Indonesia — Decree No: Kep-99/MUI/111/2009 relagito Halal certification

311. The representative of the United Stagepressed his delegation's conviction that theddni
States shared Indonesia's goal of ensuring thalt poaducts labelled halal complied with Indonesia's
requirements. However, he indicated his delegatidmelief that Indonesia's objective could be
accomplished without disrupting trade. In his vieawoiding the creation of trade disruptions
required additional transparency including ensutimgt suppliers and certifiers were aware of the
existence of new requirements; allowing them toesevand comment on those requirements in draft
form; taking into account those comments by theuaaht authorities; as well as having a reasonable
time period to comply with new requirements. Hdedothat halal certification related to food
production processes, not food-safety issues. Urtied States also expressed its appreciatiorhfor t
recent visit by Indonesian authorities to the WhiBtates, resulting in the approval of US-basedlhal
certifiers. Finally, the representative expreshed delegation's desire for future engagement and
cooperation on this issue between both governments.

312. The representative of Indonesapressed his delegation's gratitude to the Uriitrades for
raising these concerns about the Decree of thelisldjiama Indonesia (MUI) on halal certification.
He reported that further consideration would beegiwby the MUI to this issue, and that his
government would communicate to the relevant USarites any developments regarding their
concerns on this matter. Finally, he invited theited States to continue discussing this issue
bilaterally.

(xxix) European Union — Toys

313. The representative of Chineeiterated China's longstanding concerns with Eugopean
Union's new Toy Safety Directive. He noted thas tiirective had entered into force on 20 July
2009, and that EU member States had to finish p@sisg the Directive into their domestic
legislation before 20 January 2011. China recaghihat protecting children health and safety was a
legitimate goal. However, China's representatixpr&ssed his delegation's disappointment about
some of the requirements established by this neectilve since they were, in China's view, more
stringent than necessary and inconsistent wittltiegisnternational standards.

314. He noted that the international standard I1ISO 812810 on Safety of Toys specified
maximum acceptable levels and methods of samplimd) extraction prior to analysis for the
migration of the elements antimony, arsenic, bariwadmium, chromium, lead, mercury and
selenium from toy materials and from parts of toyslowever, he continued, the EU directive
significantly expanded the list of regulated subsés to 19 types of metals, and added restrictions
relation 66 kinds of aromatic compounds and marhemssubstances classified as carcinogenic,
mutagenic, and reprotoxic (CMRs) substances. Im&hopinion, overly extensive and unnecessary
chemical requirements would substantially increasss to toy manufacturers, in particular for small
and medium enterprises (SMEs), leading to unnepebsariers to trade.

315. He also expressed China's hope that the EU wouatdyr@nd adhere to current international
standards, so to avoid the creation of unnecesdagynical restrictions. In this context, China
suggested eliminating the limits to non-toxic owltoxic metals such as Zinc, Nickel, Manganese,
Boron and Cobalt, which had already been scieatlficoroved to have negligible effect on human
health. In addition, China welcomed the princiglet forth in the directive stating that "all
modifications of the Directive do not impose unrsszgy burden and costs on industry, especially on
small and medium sized enterprises, or administiati Thus, the representative of China invited th
EU to take into account the special and differéntieatment principle enshrined in the TBT
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Agreement, and to grant a longer transitional pktio developing countries by postponing the
implementation date of this directive to the ye@l2 He added that further exemption provisions
were anticipated based on available scientificevig. Finally, he thanked the EU delegation fer th

informative bilateral discussions both countried Iw@ld in the past, and welcomed further contact
between authorities of each side.

316. The representative of the European Uniodicated that Chinese and European Union
authorities had a comprehensive regulatory dialaguéoy safety matters, and that the last meeting
on this issue had taken place in Beijing in Noveni#tf#0. He explained that both countries planned
further seminars and training events in China enahtumn of 2011, and that in the meantime the EU
authorities kept regular channels of communicatidth their Chinese counterparts, in the General
Administration for Quality Supervision, Inspectiand Quarantine (AQSIQ), and in the Chinese local
inspection and quarantine offices. He added tlmtdelegation had been providing the Chinese
authorities and industry with guidance documents earification papers on the development and
implementation of the new Toy Safety Directive. &®ounced that the new Toy Safety Directive
would be applicable as of 20 July 2011, excepttli@r chemical requirements section for which a
longer transitional period was established, nametyi) 20 July 2013.

317. He also reported that the majority of EU Membeneédtaad already published the national
provisions implementing the new Toy Safety Direetin their respective jurisdictions. Moreover, he
explained that one of the main changes to the yistheg legal framework on toy safety involved
requirements for the use of chemicals in toys. sTlune of the goals of the EU toy safety directive
was to enhance those requirements for substaneésvéire carcinogenic, mutagenic or toxic for
reproduction (CMR), and heavy elements in toys li&ad or other heavy metals and allergenic
fragrances. He specified that these requiremesdisbieen established taking into account the best
scientific evidence available at that time, andt e directive foresaw the possibility to amend
certain chemical requirements in order to ensweectnstant alignment of the directive with thedate
scientific evidence. He also indicated that the &lthorities were open to receiving any additional
scientific evidence, and that they would carefdkamine it with a view to determining whether a
proposal for amendment was justified. In ordefamlitate the implementation of the new rules, the
European Commission had prepared a number of geeddocuments, and a very comprehensive
guide was already available. In addition, morecHjgeguidelines on the technical documentation for
the safety assessment procedure, including theichkesafety assessment, were under development
and were soon to be finalized.

318. Moreover, existing standards were also being revigdhat moment and, with the exception
of new standards related to chemicals, all revisteddards were going to be published before the
entry into application of the new Toy Safety Direet(expected publication date: late spring 2011).
He also stated that work on new standards on cladsnicas well underway and the publication of the
new standards was expected before July 2013. Itsdrtbat, in conducting these activities, EU
standardization bodies worked in close coordinatiih the relevant technical committee in ISO, and
their counterparts in other major trading partnergluding China and the United States. He replorte
that experts from China's Standardisation Admiaigin (SAC) had been invited to participate as
observers in the work of relevant CEN technical oottees, and that there was also regular
coordination with the American Society for Testiagd Materials (ASTM). In his opinion, this
coordination effort would hopefully contribute togeeater global alignment of standards in the field
of toy safety.
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3. Follow-up on concernsraised

319. The representative of Mexicodrew the Committee's attention to the document
G/TBT/GEN/111 which had been tabled in responseotterns raised by a number of delegations.
The submission contained information on a decrddighed by the Mexican Government amending
the Regulation on Sanitary Control of Products &advices. The representative of Mexico explained
that this decree, which had entered into force @nJ@nuary 2011, meant that it was no longer
necessary to provide a Spanish translation ofritexriational nomenclature of cosmetic ingredients
for the labelling of perfumery and beauty productis, he said, would hopefully ease the concerns
expressed by Members and would also facilitateetradhe products concerned.

C. EXCHANGE OF EXPERIENCES
1 Good Regulatory Practice

320. The Chairmarsummarized discussions in the area of good regylgractice held since the
end of 2010, including discussion at informal meggiin September 2010 and February 2011. He
drew the Committee's attention to the followingmisi

(a) Compilation of existing work: Sub-paragraph 11(a) of the Fifth Triennial Rewie
had given the Committee the task of compiling a 6§ guidelines for Good
Regulatory Practice taking into account Membergegiences and existing relevant
work of other organizations. In this regard, Mensbkad emphasized the need to
consider both work that had already been done amH thiat was on-going. Work by
APEC and the OECD has been mentioned by severalddiesn Delegations had also
asked the Secretariat to start compiling this mi&@tion so that the Committee could
use it as a starting point for the debate.

(b) Mechanism for implementing good regulatory practice: Sub-paragraph 11(b)
gave the Committee the task of preparing an iliste list of mechanisms for the
actual implementation of Good Regulatory Practichis list was to be based on
contributions from Members. The end objective,sthias the development of an
agreed list of "best practices". The Chairman chirtethis regard that some Members
were of the view that more information exchange weasded before developing an
agreed list of "best practices".

(© Internal coordination: In line with sub-paragraph 11(c), the Committeas to
continue to share views and experiences on aspéctgulatory coordination and
administrative mechanisms to facilitate internabrcination between competent
authorities, including between trade policy andutatpry authorities, and interested
parties. In this regard, it had been suggested tttea Committee could consider
developing a simple questionnaire about mechanteatshad perhaps already been
developed and that were being used to implemendrredtcoordination. It was also
noted that information in the questionnaire couddcbmplemented by more detailed
information contained in submissions.

321. The representative of the United Stasesd that there had been many developments in the
United States on good regulatory practice sinceldhemeeting of the TBT Committee (November
2010). To begin with, he drew delegations' attantd the Report from the APEC Sub-Committee on
Standards and Conformance Sixth Conference on Remlilatory Practices — a meeting held in
Washington in March 2011. That conference had ey the United States and co-sponsored by
Chile, Japan, Malaysia, New Zealand, Peru and $omga It had brought together experts from
government, business and international organissitiordiscuss critical regulatory issues facing the
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APEC community. It specifically focused on the ché¢e achieve efficient and effective regulatory
outcomes while promoting a regulatory environméiat wvas conducive to trade, investment and job
creation in the region. Speakers over the two-dagference almost unanimously stressed the
importance of greater transparency and public @péiion in promoting better regulatory outcomes
while avoiding unnecessary barriers to trade. éddeeveral participants, including those from the
business community, conveyed a sense of urgencutabe need for greater transparency and
alignment of regulatory approaches in the regi®epresentatives from APEC member economies,
and from bodies such as the WTO, ISO, IEC, the WBHnk, ASTM International, IEEE, and ILAC
had contributed to the conference.

322. The US representative summarized some of the kiyspdelivered by Mr. Cass Sunstgjn

of the US Office of Information and Regulatory Affa (OIRA), the lead agency over the US
regulatory process, at the Conference. In his restiaMr. Sunstein discussed a new Executive Order
issued by US President Obama (Executive Order 13568t dealt with good regulatory practice
issues in all areas (not only TB¥). The Executive Order emphasized general princigilas were
important for regulation, including the need to tise best available science, public participaticse

of the least-burdensome tools, considering cogisbamefits and measuring and seeking to improve
actual results. On transparency for instance,Qhder required US Federal Agencies to use the
internet to promote an open exchange; agenciesgesrerally asked to provide a period of 60 days to
enable public comment and provide timely onlineeascto the relevant scientific and technical
findings to allow them to be scrutinised. Alsce tiew Order directed Federal Agencies to take steps
to harmonize, simplify and coordinate regulatioremnd to avoid redundancies, inconsistencies and/or
overlapping requirements. The representative ef thnited States stressed the importance of
coordination both within agencies and across agsenciThe Order also explicitly connected the goal
of harmonization with innovation: it directed agerscto achieve their regulatory goals in ways that
promoted innovation. Agencies were directed toniife and consider flexible approaches that
maintained freedom of choice for the public. Oa thpic of science, the representative of the Wdnite
States noted that the Order stressed that scemifgrity was extremely important as a basis for
regulation and directed each agency in the Fedgoakernment in the United States to ensure the
objectivity of the information on which it relied support its regulatory actions. Finally, the @rd
also called for a retrospective analysis of exgstiagulations and it directed agencies to produce a
preliminary plan to review significant regulations.

323. The representative of the United States reportedl ith addition to discussing regulatory
capacity issues, Mr. Sunstein had also addressgdiatery alignment issues. It was noted that this
issue was sometimes more difficult because difteeeonomies had different situations and needs
and it was legitimate to strike different balanceddowever, diverse approaches sometimes
compromised trade and growth in a way that was lphllefor economic goals. Hence, the United
States was going to increase its work in the afeagulatory cooperation. In particular, the Udite
States was considering efforts to promote alignreritiding with Mexico, Canada and Europe — and
there were now new "regulatory co-operation cogticilith Canada, Mexico and the European
Union. The representative of the United Statesedp be able to reflect some of this work in the
TBT Committee's upcoming Sixth Triennial Review.

324. The representative of the United States also dree €ommittee's attention to a
Memorandum dated 11 March 2011 for the Heads ofFEkeral Agencies. The Memorandum, from
three agencies in the White House (the Office der8®e and Technology Policy, the Office of

1 Cass R. Sunstein, Administrator, U.S. Office dbtmation and Regulatory Affairs (OIRA), Office
of Management and Budget (OMB).

12 http://www.whitehouse.gov/omb/oira_irc_internatittsPEC.

13 “http://www.whitehouse.gov/the-press-office/201 ¥ABlimproving-regulation-and-regulatory-
review-executive-order"

14 hitp://www.whitehouse.gov/the-press-office/201 11@lfact-sheet-presidents-requlatory-strategy
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Information on Regulatory Affairs and the USTR),ncerned “Principles for Regulation and
Oversight of Emerging Technology.” A new White Heded Taskforce on Emerging Technology
Inter-Agency Policy Coordination would endeavoucteate guiding coherent US Government policy
on regulating emerging technologies so that theddnStates would become better coordinated and
better able to engage internationally. Indeed répeesentative of the United States noted thatyman
of the principles in the Memorandum, whether atsmigntific integrity, public participation, benefit
and costs, and risk management, were the samepbpeschat were applicable to good regulatory
practice in general. One of the elements in thenb@andum was the importance of international
cooperation, including the need for US regulatarssend their officials to participate in the
development of international standards so as tootgchieve harmonization and to try to work with
other governments to coordinate as far in advaag®asible on potential international approaches to
regulation in new technologies. These efforts woplomote greater alignment thereby, perhaps,
preventing the creation of new specific trade comge

325. The representative of Mexicgaid that his delegation was currently preparirgpmtribution

to the Sixth Triennial Review. In the past, Mexttad presented its experiences in the area of good
regulatory practice, including with respect to oetrology and standardization. With respect to
regulatory cooperation, his authorities were inedhin an important process of defining activities
together with the United States and Canada. Taegeriences would be shared in the Committee's
workshop to be held in November 2011. The repteser of Mexico stressed that his delegation
was also considering efforts in SPS area — regyla&tmoperation was not limited to TBT matters. In
addition, Mexico was considering broadening its pyation in the APEC, Pacific and Latin
American context as well as in the context of Fivth Central American countries.

326. The representative of the European Unimrted that his delegation was also preparing a
contribution on good regulatory practice for then@uittee's Sixth Triennial Review. In terms of
policy developments, the most important documers avaecent communication on Smart Regulation
in the European Unidn dated 8 October 2010. This document built onekeerience of the EU
Better Regulation Policy to propose further impmeats and enhancements. The EU representative
said that the most distinctive feature in this Camioation was the emphasis placed on considering
the whole regulatory policy cycle, as well as tle®eh to evaluate existing legislation and assess the
benefits and costs of legislation as actually agpliHence, the European Commission had launched a
so-called "fitness check" to verify whether exigtiregulations were actually serving their intended
purposes, and, if not, whether amendments neede& pooposed. This fitness check was in addition
to existing EU policies already discussed in than@uttee under the topic of good regulatory
practices, namely the initiatives in the field dfmplification of legislation and reduction of
administrative burdens. Another important new asp&s the reinforcement of cooperation between
the European Commission (as the institution inEbeopean Union which initiated legislation) and
the other actors in the EU regulatory landscapdudting notably the European Parliament and the
Council as co-legislators and the Member Stategegzonsible for implementation and enforcement.
A third aspect was to improve internal standards diake-holders consultation to allow for an
extended consultation period (prolonging it frome tburrent 8 weeks to 12 weeks from 2012
onwards). This was intended to increase the oppibyt for interested parties to provide comments.
The European Union had realized that especiallysfoall and medium sized enterprises (SMEs) it
took time to prepare positions in the public cotetidn process; hopefully prolonging the
consultation period would maximize the chancesetamput from the SME sector.

1 The Workshop on Regulatory Cooper ation between Members

327. The Chairmandrew the Committee's attention to the revised tdpgbgramme for the
Committee's Workshop on Regulatory Cooperation eetwMembers (JOB/TBT/7/Rev.1). The

15 http://ec.europa.eu/governance/better regulatidakinen.htm
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programme had been revised to take into accountrass made at the last meeting of the
Committee as well as at the subsequent informaltingee He recalled that Members had put
particular emphasis on the importance of develogimgntry contributions. He said that workshop
was scheduled to be held on 8-9 November 2011,-tuabkck with the regular TBT Committee

meeting (on 10-11 November).

328. The representative of Mexiaexpressed his delegation's interest in partigigaith the panel

on "lessons learned" (in draft programme). He sstgy that the programme explicitly identify
various types of regulatory cooperation and saiat th would be important for at least one
presentation to illustrate the topic of harmonmati compatibility and equivalency. Also, in
Mexico's, view mutual recognition wamne possible approach to regulatory cooperation — even
though it was related to conformity assessmentd-this topic needed, therefore, also to be disclisse
at the workshop.

329. The representative of El Salvadexpressed his delegation's appreciation for @nesparent
way in which the Chairman and Secretariat had dgesl the programme taking into account all
delegations views, in particular those of develgmountries.

2. Standards

330. On the issue of standards, the Chairmaralled that during the Fifth Triennial Revielwet
Committee had considered, in depth, the issueanidsirds. In particular, the Committee had looked
at the issue of the development of and use of atdsd In this regard, the Committee had recognized
the need for international standards to be rele\art that they effectively respond to regulatarg a
market needs, as well as scientific and technoébgievelopments, while not creating unnecessary
obstacles to international trade. Among otherghithe Committee had recommended the circulation
of case studies — or other research — on the impzEfcstandards on economic development and
international trade. He also recalled that Memibaic been invited to share their experiences klate
to the implementation of the TBT Agreement, inchglithe Code of Good Practice, and the
Committee had stressed the importance of participdh the work of international standardizing
bodies. In respect of the latter, the Chairmaialled that the Committee had encouraged Members,
Observer organizations and relevant bodies involaethe development of standards, to exchange
information on initiatives implemented, successdgseved and obstacles encountefed.

3. Conformity Assessment

331. The Chairmanrecalled that at the Fifth Triennial Review, then@nittee had agreed to
continue the sharing of experiences with a vieutthering the understanding and implementation
of Articles 5-9 of the TBT Agreement. He notedtttiee relevant recommendations were contained in
paragraph 19 of G/TBT/26. In previous discussimmshis issues, informally and formally, a number
of points have been raised that, he noted, weréhwecalling (in no particular order):

(a) Criteria: It had been pointed out that the Committee neéddestart considering
"criteria, methods of analysis and concepts" usgdMembers to inform their
evaluation of the range of choices in conformitgessment procedures. This, it had
been suggested, could be done in the processasiriation exchange.

(b) Incremental approach: Several delegations had noted that this infoionat
exchange on conformity assessment needed to prdeedevelopment of guidelines.
At the informal meeting held in February, the inmfpoce an incremental approach
(one "bitesize piece" at a time) had been emphasized by aegletegations. The

18 G/TBT/26, paras. 25-27(a).
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Chairman noted that, indeed, in his view, a stejtey approach was essential to
triennial review recommendations of this nature cuhéntailed much work by the

Committee and that perhaps would take a longepgeari time to complete; in other

words, better to start small and build on this ere¥f the time horizon extended

across reviews.

(© Flexibility: any guides developed under 19(c) needs to beble and non-
mandatory.

332. The representative of New Zealandoted that progress needed to be made on
recommendations from the Fifth Triennial ReviewheS®Irew the Committee's attention to one of the
sessions at the APEC Conference on Good Regul&magtice (mentioned in the US statement,
above) that had considered the importance of rémylacooperation in removing unnecessary
obstacles to trade and reducing the transactiots dos businesses. She noted that several case
studies had been presented that underscored tlsageethat regulatory cooperation was not a matter
of "one size fits all". Much depended on the sfieiof the trade and the main objectives that were
being sought. The TBT Committee needed, hencdevelop guidance for the choice and design of
trade facilitation mechanisms.

333. The representative of New Zealand wished to higihligree presentations in particular from
the above-mentioned APEC Conference that, in hewyviwere directly relevant to the TBT
Committee's work. One presentation, from Mexiddigistry of Economy, set out the Mexican
government's efforts to improve regulations throdgtermining equivalence with US and Canadian
technical regulations and conformity assessmentguiares for a range of electronic products. In
New Zealand's view this could be a good case dfilateral option for facilitating trade. Another
presenter, from Singapore, had outlined the ASE&pEdence with developing an integrated market
through harmonization of standards, technical s and conformity assessment procedures and
framework MRAs. Third, a representative from InysCanada had presented on the APEC
Telecoms MRA which had begun simply as a framewink mutual recognition of conformity
assessment results, but that was currently beirtgefiudeveloped into an MRA on equivalence of
technical regulations. This could provide an iesting case study for identifying the conditionatth
had to exist in order to support a more sophistetanodel of integration. Each of these presemtatio
had provided rich practical experience. New Zedlancouraged Mexico, Singapore and Canada to
develop these APEC presentations into case stadigseir experiences for the TBT Committee.

334. The representative of Mexiceeiterated that, in his view, it was not practital separate
regulatory cooperation and conformity assessmimthe Mexican experience regulatory cooperation
was not only related to technical regulations bsib & conformity assessment. While it was logical
not to speak about certification, accreditatiorholatory tests in this context — nonetheless, the
mechanism for conformity assessment were relateddperation activities between Members.

335. The representative of Singaposaid that his delegation would consider developing
presentation as suggested by New Zealand and teviae Committee on the matter.

336. The representative of the European Unguggested that the Committee could consider
inviting representatives from organisations thatuldo offer interesting contributions to the
Committee's discussion on conformity assessmenptingjlthe widespread interest in accreditation as
one of the mechanisms that was contained in then@ttee's illustrative list of mechanisms to
facilitate acceptance of conformity assessmentlteeshe suggested that the Committee consider
inviting representatives of the ILAC and IAF to gia presentation on how international cooperation
in the accreditation field had developed and previdormation about multilateral arrangements that
existed within IAF and ILAC to facilitate the readgjon of accreditation certificates. There were
other examples of organizations which had developezthanisms for voluntary co-operation
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between conformity assessment bodies and whichfdwlitated the recognition of test reports and
core certificates, based on a voluntary cooperdtigtveen the participating conformity assessment
bodies, e.g. the IEC CB Scheme for Electrical $atetd the IECEx Scheme for equipment in
explosive atmospheres. The Committee could alswsider inviting representatives from these
organizations at future meetings.

337. The representatives of Canad&ailandand the United Statesipported the EU proposal and
the Committee agreed invite the ILAC and IAF to present relevant wof

4, Transparency

338. The Chairmarrecalled the Fifth Triennial Review recommendagiam transparency. He
invited the Secretariat to update the Committeeeaent developments in the SPS area of relevance
to TBT.

339. The representative of the Secretangidated the Committee on the new SPS on-line
notification system, referred to as the SPS Natift;m Submission System (hereafter, "SPS NSS")
which had recently gone live on the internet. Thuasl first been developed in the SPS area and the
feasibility of developing in the TBT area was becmnsidered. Essentially, the SPS NSS enabled
Members to fill out and submit notifications onlin€he system was being phased in gradually and, it
was noted, even when fully developed, Members waetildbe able to use the old formats of email,
fax and simple mail to submit notifications. The-lome submission system itself was designed to
prompt Members in such a way that the filling innaftifications would become more complete and
accurate, for instance through the use of drop-dameh multiple-choice menus. There was thus a
built-in check in the system whereby a notificatioould not be submitted unless all the steps had
been completed. In practice, the system wouldvadleveral entities (with log-in names) to fill itmet
notifications on-line but only one login-in namer pdember with administrative rights to actually
submit the notification to the WTO.

340. The representative of the European Unsamd that her delegation was keen on seeing this
project operationalized in the TBT area. It wagamant to reduce the time which it took between
sending the notification to the Secretariat andtiime when the notification was actually circulated
the European Union hoped that also the TBT are&ddeenefit from this system as well. She also
expressed that her delegation was in favour of [dpieg the WTO TBT Information Management
System further for the benefit of all Members, nhniyy giving a better overview of all information
related to one natification. For instance, the Ppesn Union communicated a lot of information
through addenda and revisions to the original iwatiion to indicate relevant information, including
the adoption of the final text and the existencearfislation. In order to make this informatiosiga
accessible, it would be helpful if that was linkiedthe relevant notification and noticeable on the
same page, as it was the case on the EU's TBTad&dbThe representative of the EU concluded
that she would be very interested in other specdtfeas to improve the WTO TBT Information
Management System as a lot of Members had indigattobng interest in the further development of
the WTO TBT Information Management System durirg fifth Triennial Review.

341. The representative of the United Statdsew delegations' attention to a website
(Reginfo.go?") that set out information on regulatory actionattivere currently being reviewed by
the Office of Information and Regulatory Affairs fine United States. This website provided an up-

7t is recalled that a joint ILAC / IAF presentatiovas made in the context of a WTO TBT Workshop
on the Different Approaches to Conformity Assesstneéncluding on the Acceptance of Conformity
Assessment Results (16-17 March 2006, G/TBT/M/38/Adpp. 29-30).

18 G/TBT/16, pages 8 — 14 (Section D).

19 http://ec.europa.eulenterprise/tbt/

20 http://www.reginfo.gov/public/jsp/Utilities/aboutUsp.
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to-date and easy to read graphical representatioegulatory actions currently under review. It
showed how many regulations were being reviewed @nahich US Agency; this data could be
sorted by what stage the regulation was in theqa®¢i.e., proposed stage, final stage, pre-ragylat
stage). It also contained information on the US8iffed agenda" where all agencies outlined their
regulatory priorities for the coming year and laitt what regulations they might be developing m th
future. This provided more information than whatswequired in the TBT Agreement.

342. The representative of the United States also niht@dOIRA had recently developed a new
mechanism called the international impacts flagnis Tlag was used to identify regulations that were
under review by the OIRA and that were expectedaie international trade and investment effects.
This applied to all measures being developed atéméral level of government in the United States,
not only to TBT measures. A search for possibld T8ated measures that US regulators would be
considering over the next year or so yielded aliéuto 20 different measures (at the pre-rule or pre
regulation stage, i.e., not notified yet becausgettwas no proposal). This could be an interesting
exercise for other Members to consider in the tspfrArticle 2.9.1 of the TBT Agreement, on "early
notice". Alternatively, Members could simply caesi developing a mechanism whereby regulatory
agencies were contacted and asked for their regylgglan over the coming year; indeed, most
agencies probably had such a plan internally.

343. For example, if a number of Members were plannimgegulate emerging areas such as
nanotechnology, early notice could be helpful irteptially eliminating unnecessary divergences,
and, over time shrinking the number of specificlé&r@oncerns raised in the Committee. Currently the
Committee spent up to 90 per cent of its time dismg specific trade concerns and maybe only 10
per cent on systemic issues that could prevent soigberns from being raised in the first placee Th
representative of the United States stressed thertance of early notice: the earlier Members knew
about potential regulation the easier it would loe work together and prevent unnecessary
divergences or other trade problems from emergifigs was one potential way the Committee could
really add value to the process through transpgrerihis was also relevant to standards: it was
important for our regulators to be following andrtfi@pating in international standardization
activities in their particular regulatory areasptash for harmonization, where possible. The United
States would further develop its thoughts in thesasgor the Sixth Triennial Review and invited athe
delegations to join them in working on a proposal.

344. The representative of Mexiamted that "early notice" was referred to in tramittee' Fifth
Triennial Review”! Indeed, Mexico regularly presented papers orCiiamittee where it informed
about its National Standardization Programme, déoimg all technical regulations and that the
Federal Government of Mexico and the Standardimatdfice would be carrying out over the
following year.

345. The representative of Canadas interested in hearing more information on hiogvUnited
States had developed the "international flag"; ithisrmation could be useful for the Membership as
a whole.

D. OTHER MATTERS
1 NTB-related NAMA negotiations

346. The representative of Canadi@ew delegations' attention to the on-going negioihs on NTB
matters in the context of the non-agricultural nedikccess (NAMA) negotiations. He recommended
that delegations from the TBT Committee follow thebject-matter of these discussions. There was,
he said, opportunity for links between the Comreitework on the implementation of the TBT

2L G/TBT/26, para 30 (Footnote 23).
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Agreement, including with respect to the trienm&liews, and the on-going negotiations. The work
of the Committee could usefully inform these neafidns as some of the discussions (whether in
"small groups" or open meetings) were directly vatd to the implementation of the TBT
Agreement.

347. The Chairmarencouraged Members and their delegates particgpatithe NAMA and TBT
discussion to talk to each other and to share reethat value could be added in both the TBT
Committee and in the NAMA Group.

1. SIXTEENTH ANNUAL REVIEW OF THE IMPLEMENTATION AND OPERATION
OF THE TBT COMMITTEE AGREEMENT UNDER ARTICLE 15.3

A ANNUAL REVIEW

348. The Committee adopteithe Sixteenth Annual Review of the Implementataonl Operation
of the TBT Agreement, as contained in document G/2B and Corr.1.

B. THE CODE OF GOOD PRACTICE

349. The Chairmandrew the Committee's attention to two lists predaby the Secretariat to
facilitate consideration of matters relating to thgeration of the Code of Good Practice for the
Preparation, Adoption and Application of Standanda&nnex 3 of the TBT Agreement. The first list,
contained in document G/TBT/CS/1/Add.15, compitesdtandardizing bodies that have accepted the
Code in the period under review. It was noted thaing the reported period, four standardizing
bodies from four Members had accepted the Codeomid@ractice. The second list, contained in
document G/TBT/CS/2/Rev.17 compiles all the stadidarg bodies that have accepted the Code
since 1 January 1995. Since 1 January 1995, H®tiatdizing bodies from 122 Members have
accepted the Code of Good Practice. In additio&,Ghairman noted that the ISO/IEC Information
Centre had prepared the Sixteenth Edition of theONTBT Standards Code Directory, which
contains information received according to paragsap and J of the Code of Good Practice for the
Preparation, Adoption and Application of Standand&8nnex 3 of the Agreement.

350. The Committee took notef these documents.
V. TECHNICAL COOPERATION ACTIVITIES

351. The representative of Codewpdated the Committee on regional workshops thdt deen
undertaken by FAO and WHO with the support of tlel€x Trust Fund’

352. The Chairmandrew the Committee's attention to a document @ointa the Secretariat's
technical assistance activities (G/TBT/GEN/114).

V. UPDATING BY OBSERVERS

353. The representative of the WHO Framework Conventionrobacco ControfFCTC), as an
Observer under the auspices of the World Healtrafizgtion, informed the Committee on the fourth
meeting of the Conference of the Parties whichta&dn place in Punta del Este, Uruguay from 15-
20 November 2010. During this session, COP4 wastgd a mandate to continue negotiations of the
draft protocol to eliminate illicit trade in tobazproducts. In addition, the Conference of thdi€ar
established a new working group on price and tdicips (Article 6 of the FCTC), a new expert
group on cross-border advertising, promotion arwhsprship (Article 13 of the FCTC) and a number
of decisions on implementation, assistance andrtiego The Punta del Este declaration regarding

22 G/TBT/GEN/113.
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public health policy, international trade and &t of the tobacco industry was adopted whereby
the Convention Secretariat was requested to compevith the WTO Secretariat with the aim of
sharing information on trade related tobacco comgsues.

354. The representative explained that pursuant to larficof the Convention, the COP had an
obligation to propose guidelines for the implemé&otaof certain articles of the Convention. During
COP4, the content of the Partial Guidelines onRlegulation of the Contents of Tobacco Products
and the Regulation of Tobacco Products Disclos{f4gcles 9 and 10 of the FCTC), was adopted by
consensus. The Representative explained thatidpart the title referred to the actual Guidelines
and not to whether they were adopted or not. Tdiilected the "step by step" procedure for the
Guidelines for Articles 9 and 10 which had beenrapgd at previous sessions of the COP, whereby
the guidelines would be adopted in various stagesed on whether they had been compléted.
Further progress, she said, would also depend enahdation of chemical methods for testing and
measuring cigarette contents and emissions. W#hpect to Articles 9 and 10, the Parties were @f th
view that there was sufficient country experienas,well as scientific and medical evidence to
proceed with their adoption. The Representativeted the Committee to Members to review
outstanding topics which were available on the \tel5

355. The representative of the UNECHpdated the Committee on the Working Party on
Regulatory Co-operation and Standardization Palici8he informed the Committee that the Group
of Experts on Risk Management in Regulatory Systeatsbegun its work. This group, she said, was
currently developing a framework of best practiaed would ultimately produce material for training
and capacity building. The representative alsoatgatl the Committee on the development of
common regulatory frameworks in sectors of particuhterest to Member states. One of these, she
said, was the publication of a guide for governrmeean the regulation of equipment used in
environments with an explosive atmosphere (IECEhes®"). Lastly, the representative informed
the Committee that the Working Party would holdlanping meeting in Stockholm where it would
look at ways to reinforce its co-operation with t8CEX scheme so as to provide training and
awareness events for regulators on the recentliygbigld common regulatory framework.

356. The representative of ISidformed the Committee that ISO had begun impldmgnts new
action plan for developing countrigsISO, he said, would present a document on allptickages
available to ISO Members on capacity building, isgoétion in ISO technical work, awareness and
institutional strengthening at the level of natibatndards bodies at the next meeting of the TBT
Committee.

357. The representatives of the IT@®e IECand_Codexupdated the Committee on their on-going
activities in developing countries and on-going kvalated to TBT/

VI. ELECTION OF CHAIRPERSON

358. Pursuant to Article 13.1 of the TBT Agreement, @@nmmittee elected Ms Denise PEREIRA
(Singapore) as the Chairperson of the TBT Committee

VIl. DATE OF THE NEXT MEETING

359. The next regular meeting of the TBT Committee teike place on 15-16 June 2011

= Articles 9 and 10 and relevant explanations are ailable on

http://www.who.int/fctc/guidelines/article 9and16/@mdex.htm!
24 All COP decisions are available bttp://www.who.int/fctc
2 http://www.iecex.com/
2 http://www.iso.orglisoliso_action_plan_developingotries-2011-2015.pdf
2" G/TBT/GEN/115; G/TBT/GEN/112; G/TBT/GEN/113.
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