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A. Notifications under Provisions of the Agreement
1. The Chairman informed the Council that, since its meeting in March 2005, it had received a notification of laws and regulations from Papua New Guinea.  Among the Members whose transitional periods under Article 65.2 or 65.3 had expired on 1 January 2000 or who had acceded to the WTO after that date, excluding newly acceded least-developed country Members, there still remained two who had not yet submitted any notification concerning their implementing legislation, namely Saint Kitts and Nevis;  and Saint Vincent and the Grenadines.  The Council had also received a number of supplements and updates to earlier notifications of laws and regulations.  Belize had notified three administrative instructions relating to trademarks, patents and industrial designs, and provided a list of certain relevant "other laws";  Germany had notified a Law Reforming the Law Concerning Industrial Designs;  India had notified its Patent (Amendment) Act, 2005, its Patent Rules of 2003 and 2005, as well as Government Notifications containing a list of convention countries and authorized depository institutions;  and Canada had notified its legislation and regulations to implement paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health.  These notifications were being circulated in the IP/N/1/- series of documents.  He urged those Members whose initial notifications remained incomplete to submit the outstanding material without delay, and reminded other Members of their obligation to notify any subsequent amendments of their laws and regulations without delay after their entry into force.

2. He said that the Council had received notifications concerning the implementation of the Decision on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health from Norway, at its meeting in September 2004, and now from Canada and India.  He reminded other Members that might have adopted laws or regulations to implement this Decision to notify such measures to the Council.

3. As regards notifications of contact points under Article 69, he said that, since the Council's meeting in March, updates to contact points notified earlier had been received from Paraguay, Turkey and the Bolivarian Republic of Venezuela.  These notifications were being circulated in addenda to document IP/N/3/Rev.8.  There were now 121 Members who had notified contact points under Article 69.

4. The Council took note of the information provided.
B. Follow-up to Reviews of National Implementing Legislation Already Undertaken
5. The Chairman informed the Council that, in the context of the follow-up to the 13 reviews that had been initiated at the Council's meetings since April 2001 but which still remained on the Council's agenda, the Former Yugoslav Republic of Macedonia had provided, since the Council's last meeting, a response to the last outstanding follow-up question posed to it.  This response, together with the responses it had provided earlier, had been circulated in document IP/Q/MKD/1.  Furthermore, Zimbabwe had provided responses to questions posed by the European Communities, Japan and the United States.  These responses had been circulated together with the responses that it had provided earlier to the questions posed by Canada and Switzerland in document IP/Q/ZWE/1.  The Chairman suggested that the regular review of the legislation of the Former Yugoslav Republic of Macedonia and of Zimbabwe be deleted from the agenda, it being understood that any delegation could revert to any matter stemming from these reviews at any time.

6. The representative of the European Communities, thanking Zimbabwe for its responses to the EC questions and supporting the Chair's suggestion, said that his delegation would still seek clarifications on certain points bilaterally with the delegation of Zimbabwe.

7. The representative of the United States, thanking Zimbabwe for its responses to the US questions, said that while his delegation was still reviewing the responses and might pose follow-up questions, it could agree with the Chair's suggestion.

8. The Council agreed to proceed as suggested by the Chair.
9. The Chairman turned to the remaining 11 Members, namely Congo;  Cuba;  Egypt;  Fiji;  Grenada;  Mauritius;  Qatar;  Saint Kitts and Nevis;  Saint Vincent and the Grenadines;  Suriname;  and Swaziland.
10. The representative of Egypt said that his authorities were still working on responses, which would be provided to the Council once finalized.

11. The representative of Cuba said that the situation in respect of Cuba's pending legislation had remained the same since she had last time informed the Council on this matter.  This delay was due to other urgent matters of security nature having taken priority.  Her delegation intended to notify the outstanding responses as soon as the three pending draft decree-laws were adopted by the Council of the State.
12. The Chairman said that a number of questions had also been raised with regard to the implementing legislation of certain Members whose reviews had already been deleted from the Council's agenda on the understanding that any delegation should feel free to revert to any matter stemming from the review at any time.  These Members were Dominica, Gabon, Ghana and Guyana.

13. He urged the delegations concerned to provide the outstanding material as soon as possible, so as to allow the Council to complete the follow-up to these reviews.  He suggested that the Council revert to this matter at its next meeting.

14. The Council took note of the statements and agreed to proceed as suggested by the Chair.
C. Review of the Provisions of Article 27.3 (b)

D. Relationship between the TRIPS Agreement and the Convention on Biological Diversity
E. Protection of Traditional Knowledge and Folklore

15. The Chairman suggested that, since the practice in the Council's past meetings had been that delegates address these three agenda items together, the Council continue to discuss them together.  He recalled that, at its meeting in September 2004, the Council had received a submission from Bolivia, Brazil, India, Pakistan, Peru, Thailand and Venezuela on "Elements of the Obligation to Disclose the Source and Country of Origin of Biological Resource and/or Traditional Knowledge Used in an Invention" (IP/C/W/429/Rev.1 and addendum 1).  Since the Council's last meeting, Colombia and the Dominican Republic had requested that they be added to the list of sponsors of the submission;  these communications had been circulated in addenda 2 and 3 to the document.  He also recalled that three new documents had been presented to the Council's March meeting, one from Peru focusing on Peru's experience in fighting biopiracy through the National Commission on Prevention of Biopiracy (IP/C/W/441/Rev.1);  another from the delegation of Brazil on behalf of Bolivia, Brazil, Colombia, Cuba, the Dominican Republic, Ecuador, India, Peru and Thailand entitled "The Relationship between the TRIPS Agreement and the Convention on Biological Diversity (CBD) and the Protection of Traditional Knowledge – Elements of the Obligation to Disclose Evidence of Benefit-Sharing under the Relevant National Regime" (IP/C/W/442);  and a third from  India on behalf of Brazil and India containing technical observations on issues raised in an earlier communication from the United States (IP/C/W/443).  All of these documents had been received just prior to that meeting and some delegations had said that they intended to comment on these submissions at the present meeting.  Furthermore, since its last meeting, the Council had received the following new communications:  a communication from Switzerland containing questions on proposals submitted by other Members relating to the three agenda items (IP/C/W/446);  a communication from Peru on its position in relation to the disclosure of origin and legal provenance (IP/C/W/447);  and a communication from the United States relating to the three agenda items (IP/C/W/449).

16. The representative of Switzerland said that his delegation had submitted three communications on these three agenda items (IP/C/W/400/Rev.1, 423 and 433), in which it proposed to amend the Regulations under the Patent Cooperation Treaty (PCT) to explicitly enable national patent legislation to require the declaration of the source of genetic resources and traditional knowledge in patent applications if inventions were directly based on such resources or knowledge.  It also proposed to afford patent applicants the possibility of satisfying the disclosure requirement at the time of filing international patent applications or later during the international phase, and to include the declaration of the source in the international publication of patent applications.  He said that document IP/C/W/446 contained a list of questions with respect to the legal, technical and practical implications of the proposals made by Peru, Brazil, India, the United States, and the European Communities in order to allow the TRIPS Council to better understand Members' concerns.  He underlined the importance of the conformity of actions in the TRIPS Council with Members' obligations under other international agreements, such as the FAO's International Undertaking on Plant Genetic Resources, the Bonn Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits Arising out of their Utilization, and the CBD.

17. The representative of Peru said that document IP/C/W/447 aimed at clarifying the issues with respect to the relationship between the TRIPS Agreement and the CBD.  It was not a follow-up to document IP/C/W/441, but an effort to determine how the requirement for the disclosure of origin was being currently applied in the patent system at national, regional and multilateral levels in order to highlight the challenges Members faced and the shortfalls in the patent system.  After analyzing the situation in detail, document IP/C/W/447 proposed an amendment to the TRIPS Agreement which would solve many of the problems currently affecting not only Peru, but also a significant number of other mega bio-diverse countries.  He said that his delegation would continue contributing to the discussion in the TRIPS Council by reporting the progress made in the work of the National Commission for the Protection of Access to Peruvian Biological Diversity and to the Collective Knowledge of the Indigenous Peoples.  He hoped that this could raise awareness of, and convince, those delegations who still failed to comprehend the magnitude of the biopiracy problem and the urgency of the need to resolve this problem within the framework of this round of negotiations in accordance with the mandate set out in paragraph 12 of the Doha Declaration.

18. Document IP/C/W/447 gave details of the current biopiracy problem with an approximate estimate of the phenomenon and an account of Peru's national experience since the entry into force of the CBD.  It specifically pointed out that inasmuch as it was impossible for countries individually to guarantee compliance with the conditions of access to their resources and traditional knowledge, all countries should ensure the fulfilment of the obligations and responsibilities which were established in the CBD and incorporated into national legislation.  Intellectual property systems, in particular the patent system, could directly contribute to the fulfilment of the objectives of the CBD in respect of access and benefit‑sharing.  The document elaborated the reasons for the importance of the disclosure of origin and legal provenance as follows: first, genetic resources and traditional knowledge had economic significance and thus it was necessary to realize the possibilities of their commercial exploitation and industrialization;  second, there was a need to grant good patents and a need for complementarities between different legal regimes at the international level;  and third, there was a need to respect the beliefs and rights of indigenous peoples and to safeguard countries' interests in their genetic resources.

19. In the document, Peru acknowledged that much progress had been made in the conceptual discussion on the issue of the disclosure of origin and legal provenance, which had already been the subject of policy negotiations in different forums.  A group of countries, particularly those rich in biodiversity and historical suppliers of genetic resources and traditional knowledge, took the view that the only way to enforce the disclosure requirement was to ensure that it was recognized by the authorities of the countries where most of the patents were granted.  In other words, the disclosure requirement should be incorporated into the legislations of the United States, Japan and the European countries and form part of the administrative procedures of granting patents in these countries.  As a first step, the disclosure requirement should be introduced into the TRIPS Agreement.  It was acknowledged that even if the requirement for the disclosure of origin and legal provenance was recognized in the United States, Europe and Japan, not all the problems associated with the unauthorized or unlawful use of resources and associated traditional knowledge would be resolved.  However, such recognition had the following immediate positive implications:  re-establishment of trust-based relations between Southern countries (traditionally considered to be suppliers of resources) and Northern countries (traditionally considered to be users);  improved conditions for the establishment of regimes of access to genetic resources and protection of traditional knowledge that were less authoritarian and restrictive;  elaboration of common but differentiated commitments and obligations in accordance with the basic principles of the CBD;  contribution to ensuring that good rights with legal certainty were granted under intellectual property systems and, in particular, the patent system;  and establishment of positive synergies and complementarity between the CBD and intellectual property systems and, in particular, the TRIPS Agreement.  Peru had spared no efforts to bring its legislation in line with the CBD and to ensure that the patent system functioned efficiently.  Although Peru had done everything necessary at national and regional level to combat biopiracy, the problem had persisted because of its universal nature.  Part VI of document IP/C/W/447 introduced some countries' experiences, including those of Costa Rica, Venezuela, Brazil, India and Norway.

20. In Part VII of document IP/C/W/447, Peru proposed an amendment to Article 27 of the TRIPS Agreement in the form of a further exception to patentability in the following words:

"Members may also exclude from patentability:

(c)
products or processes which directly or indirectly include genetic resources or traditional knowledge obtained in the absence of compliance with international and national legislation on the subject, including failure to obtain the prior informed consent of the country of origin or the community concerned and failure to reach agreement on conditions for the fair and equitable sharing of benefits arising from their use.

Nothing in TRIPS shall prevent Members from adopting enforcement measures in their domestic legislation, in accordance with the principles and obligations enshrined in the Convention on Biological Diversity."

21. Under this exception patents should not be granted in cases of breach of binding rules under legal regimes, such as those governing access to genetic resources and protection of traditional knowledge.  Peru also proposed an amendment to Article 29.1 of the TRIPS Agreement with the addition of a paragraph which would expressly provide:

"Where appropriate, Members shall require the disclosure of origin and legal provenance in the patent applications to be submitted."

22. Under this proposal, it would be left to countries to define in their domestic legislation the penalties applicable in cases of failure to comply with this rule.  The options included not processing an application pending compliance with the proposed requirements, declaring the application to have lapsed if these requirements were not met during the review procedure, declaring invalidity (remediable or otherwise), if a patent was granted and non-compliance was subsequently ascertained.

23. In conclusion, he said that the sixth Ministerial Conference, to be held in Hong Kong, China in December 2005, should include in its agenda and subsequent Declaration an explicit reference to the question of the relationship between intellectual property and biodiversity/traditional knowledge and the need to establish positive synergies between the TRIPS Agreement and the CBD.  These synergies included a recognition, in the context of the disclosure of origin and legal provenance, of suitable means for establishing a direct connection between intellectual property regimes and the regime for access to genetic resources and the protection of traditional knowledge, and for guaranteeing that the objectives of both regimes were satisfactorily fulfilled.  He hoped that a concrete solution would be found by the end of this round of negotiations.  A development round could not be considered worthy of its name if it did not allow developing countries to properly address their main concerns.
24. The representative the United States said that his delegation could not support Peru's proposal on an amendment to the TRIPS Agreement.  Noting Members' willingness to engage in a discussion with a focus on shared objectives and how to achieve those objectives, he said that this focused discussion, including relevant national experiences, could assist progress by identifying common ground where it existed as well as by identifying differences among Members.

25. He reiterated that the United States was one of several Members that saw no conflict between the TRIPS Agreement and the CBD and considered that these agreements could and should be implemented in a mutually supportive manner, and therefore no amendment to the TRIPS Agreement was needed or warranted.  He recalled that the CBD did not require, nor even mention, patent disclosure requirements.  Indeed, the CBD did not require countries to modify their patent laws in any way.  Although not a party to the CBD, the United States was nevertheless taking positive steps, as noted in its submission, to promote and encourage prior informed consent and equitable sharing of benefits on mutually agreed terms.

26. With regard to prior informed consent and misappropriation, he said that although there remained a wide degree of disagreement, certain areas of common ground and understanding were emerging among Members.  In its previous document IP/C/W/434, the United States had provided concrete proposals for achieving the widely shared objectives of ensuring authorized access, achieving equitable sharing of the benefits arising from the use of traditional knowledge and genetic resources, and preventing the issuance of erroneously granted patents.  His delegation continued to consider that the new patent disclosure requirements were not an appropriate solution to the concerns and objectives raised, and the uncertainties generated by such requirements only further convinced his delegation that the most effective way to ensure the objectives of ensuring authorized access and equitable benefit-sharing was tailored national laws outside the patent system that directly and effectively regulated the relevant conduct.

27. He said that a number of Members, including Switzerland and New Zealand, had raised other concerns relating to the disclosure requirements, commenting on the desire for a monitoring system with respect to genetic resources and traditional knowledge.  In his view, an effective monitoring system should be implemented through a domestic access and benefit-sharing regime.  A contract-based access and benefit-sharing regime could require, among other things, mandatory disclosure to authorities of any commercial application utilizing the relevant genetic resources or traditional knowledge and, therefore, could ensure monitoring for the use of these resources or knowledge regardless of whether or not any commercial application was related to a patent or resulted in a patent application being filed.  Such a domestic monitoring system provided a more effective means to ensure the monitoring objective without the deleterious effects on the patent system.

28. He noted that a number of delegations had expressed concerns over the enforcement of national access and benefit-sharing regimes.  He said that in the vast majority of cases, compliance would be facilitated through cooperation between the holders and users of genetic resources.  In the rare cases where a party violated the national regime, that party would be subject to the national regime's criminal and civil provisions, just as in other regulatory areas, such as those related to environment, health and safety, in which governments had an important regulatory interest.  He indicated that the patent system did not condone or legitimize violations of environment, health or safety laws and, in the same manner, did not condone or legitimize misappropriation of genetic resources or traditional knowledge in violation of a country's access and benefit-sharing requirements.

29. Turning to benefit sharing, he said that the benefits that arose from the utilization of genetic resources might come from both commercial or non-commercial exploitation.  Even focusing only on the commercial context, there were benefits that flowed from utilization of traditional knowledge and genetic resources where no invention had been developed to be qualified for patent protection.  For example, neither herbal remedies nor plant varieties might be patentable in a particular country.  In such cases, patent disclosure requirements would do nothing to ensure equitable benefit-sharing, because those who utilized these resources never applied for a patent in the first place.

30. He recalled that Brazil and India had clarified that their proposal for the new patent disclosure requirements would not substitute for, but would supplement national access and benefit-sharing regimes.  While he welcomed this clarification, he did not see how Members could design the disclosure requirements to supplement national legislation that was not in place in the majority of Members.  He believed that establishing national access and benefit-sharing systems was essential before engaging in discussion of supplemental patent disclosure requirements.  Furthermore, he said that it would seem prudent to determine areas of inadequacy based on experiences of existing national systems in order to more fully consider these matters.

31. Regarding the remedy proposed by certain Members, that is invalidation of the patent due to non-compliant disclosure, he said that it would destroy or have significant negative consequences on the benefit being sought, rather than ensuring that the benefit would be shared with the appropriate party.  For example, if a third party challenged the patent based on improper disclosure that resulted in revocation of a patent due to litigation by a third party not affiliated with a traditional knowledge or genetic resources holder, this could actually upset the pre-existing benefit-sharing agreement.  This would then enable the further commercialization of the invention in the affected market by those having no obligation to share benefits.

32. He said that in cases of commercialization that did not involve patents, the authors of document IP/C/W/443 had recognized this concern and stated that these were concerns and issues that would be dealt with outside the patent system.  His delegation had long advocated a system outside the patent system to address all issues of commercialization and exploitation regarding genetic resources and/or traditional knowledge.  Rather than attempting to single out applications involving patents and trying to deal with them with a new patent disclosure requirement that might negatively affect technological development, a more appropriate solution would be strengthening national regimes outside the patent systems in order to take a comprehensive holistic approach and address all instances of commercialization of misappropriated resources and/or traditional knowledge that needed to be addressed outside the patent system.

33. He said that his delegation generally shared concerns over erroneously issued patents, but remained convinced that the disclosure requirements did not address these concerns in an appropriate or effective manner.  Determinations of inventorship and prior art were generally rooted in a country's patent law.  Information regarding the country of origin or the source, i.e., country locations or ex situ collection sites, was not generally relevant in patent examination and would therefore be of little value in that process.  There were more direct options that could effectively address these issues and prevent the grant of erroneously issued patents, including the use of organized, searchable databases, requirements regarding information material to patentability, and the use of effective post-grant opposition or re-examination systems.  In addition, post-grant opposition and re-examination proceedings also played an important role in helping to avoid or rectify erroneously granted patents.  There were a number of examples where such systems had been used effectively in this area.  With regard to the requirement to disclose information material to patentability in the United States, he said that information regarding source and/or country of origin was generally not material to patentability, and was therefore of little use in trying to remedy the granting of erroneously issued patents.  A more effective approach was to focus on information material to patentability and thereby would not introduce new uncertainties of laws unrelated or tenuously related to the invention into the patent system.

34. In conclusion, he said that document IP/C/W/443 and the recent comments made by Brazil, India and other Members clarified a number of common grounds among Members.  For example, Members seemed to agree that the act of patenting per se was not misappropriation.  Members shared the views that an international disclosure requirement alone would not work to guarantee prior informed consent and that national contract-based systems were essential elements of any solutions.  They seemed to recognize the primacy of establishing national regimes and that, in the absence of any such regime, such disclosure requirements would be of little or no use.  It seemed clear that the disagreement among Members on this issue was the narrower question of whether such a global disclosure requirement could be justified by its ability to ensure the effective operation of national regimes of prior informed consent, notwithstanding its negative effects on the patent system, technological development and benefit sharing.  In order to better assess and resolve issues regarding proposals to remedy the concerns expressed by Members, he said that it might be helpful for those Members with access and benefit-sharing systems currently in place to identify the perceived problems, in particular with respect to monitoring and enforcement under such systems.  He said that, to his delegation's understanding, only a relatively small number of Members had established access and benefit-sharing systems and most of these systems had only been in effect a short time.  His delegation believed that such an approach would be consistent with the more fact-based approach to discussions that had been suggested in the past by Canada and supported by a number of other Members.  Continued focus by the TRIPS Council on the shared objectives and options available to achieve them would be helpful in addressing the mandate of paragraphs 12 and 19 of the Doha Ministerial Declaration.  Meanwhile, he said that his delegation also looked forward to the helpful work ongoing in the WIPO's Intergovernmental Committee on Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore (IGC) that would continue to inform the discussion in the TRIPS Council.

35. The representative of Brazil said that his delegation shared all the concerns expressed in Peru's submission and looked forward to continuing to work with the delegation of Peru in negotiations on an amendment to the TRIPS Agreement.  He said that a number of submissions on the disclosure requirements revealed certain shared objectives and goals.  The TRIPS Council had benefited from certain questions and clarifications in these submissions and could now suggest a way forward in this debate.
36. Setting out the basics of the proposal made by a number of developing countries, he said that it was the firm view of these countries that disclosure of source and country of origin of biological resources, evidence of prior informed consent, and evidence of fair and equitable benefit sharing in patent applications would play a significant role in preventing biopiracy and misappropriation, apart from ensuring that all contributors to innovations were adequately rewarded.  A mandatory disclosure obligation on patent applicants would, to an extent, operate as a self-policing provision.  This approach would have a number of advantages:  first, it would be an additional reason why the patent applicant would be encouraged to comply with national laws on access and benefit sharing;   second, the onus on the patent applicant was limited to providing information and evidence that was known to him or should have been known to him so that the administrative and cost burden on him would be minimal and the burden on the patent offices would be even less;  third, it would increase the capacity of patent offices in examining patent applications that dealt with biological resources and associated traditional knowledge;  and fourth, it would serve as a critical tool for biodiversity-rich countries in tracking down the patent applications based on biological resources and related traditional knowledge and enable challenges to specious patents in a less burdensome manner.

37. He said that in the absence of the requirement for the disclosure of source and country of origin, the aggrieved countries would only have the option, under the relevant patent system, of challenging the grant of patents that did not meet the criteria of patentability in the granting country based on their own efforts to collect evidence of use to cite as prior art.  These countries would have no recourse where biological resources had been used without having obtained prior informed consent of the countries having the rights over such resources or where the access constituted misappropriation.  Pursuing a legal remedy under international law and in multiple jurisdictions was complicated and expensive and was therefore not an economically viable option for many aggrieved countries due to the capacity constraints faced by them.  He further said that in cases of inventions based on biological resources and/or associated traditional knowledge, the source of origin of the biological resources and associated traditional knowledge was critical for ascertaining whether the applicant had invented what he claimed or just found the "invention" in nature or obtained it from traditional cultures.  This was especially important when the traditional knowledge used in the invention was undocumented and existed in oral form or was documented in a local language.  Disclosure of source and country of origin of the resource and traditional knowledge would enable a better assessment by patent examiners of novelty and inventive step involved in the invention.

38. He said that a fundamental premise behind the disclosure requirements was that disclosure of origin would enhance transparency in the context of access to genetic resources and associated traditional knowledge.  There was no disagreement on the fact that a researcher or collector needed to know where to go and whom to contact.  Even where information on origin in itself might not be sufficient for assessing novelty and inventive step in an invention, it was believed that such disclosure would facilitate a more thorough enquiry by patent examiners into the state of existing traditional knowledge, prior art and the nature of inventive step undertaken by patent applicants in developing inventions.

39. He said that it was acknowledged that the effectiveness of use of any information would be contingent on the extent to which adequate administrative mechanisms were in place to enable effective searches by both patent applicants and patent examiners.  While the consolidation of databases, such as India’s Traditional Knowledge Digital Library and China’s Traditional Chinese Medicines Database, was a valuable tool for enabling this, it was not sufficient in itself to cover the entire gamut of biological material and associated traditional knowledge.  Disclosing the source of origin would therefore be a fundamental advancement enabling searches that might be outside the scope of such established databases.  The actual implementation of such searches could be enhanced through better networks between designated focal points in various countries and clearing house mechanisms established at the international level.  The fact that this needed to be done, however, did not dilute the need for the disclosure requirements or negate its fundamental contribution in achieving a better patent system.  On the contrary, it would help in achieving a more transparent and effective patent system, in which the number of erroneously granted patents could be substantially reduced.

40. He said that several countries, mostly those providing biological resources, had already enacted laws to put in place an access and benefit-sharing regime.  These countries had also provided the terms for benefit sharing on a fair and equitable basis in their domestic legislations.  However, this was in itself insufficient to stop biopiracy and misappropriation of biological resources and associated traditional knowledge.  It did not achieve one of the central objectives of the disclosure requirements, which was to stall the reward of a patent for knowledge, information or materials misappropriated from another country.  Regarding the concern that the expanded disclosure requirements would potentially diminish the benefits of a patent, he said that such requirements would ensure that proprietary rights were not granted to patent applicants who had acted in bad faith.  The granting of such patents in the absence of compliance with prior informed consent and benefit-sharing would be tantamount to an unjust reward for a patent applicant.  Such a situation would seem to run counter to the objectives and principles of the TRIPS Agreement, in particular those contained in Articles 7 and 8.

41. Regarding the legal effect of failure of meeting the disclosure requirements, he said that it would depend on whether such failure was established before or after the grant of patents.  If the non‑compliance was established before the examination or grant of a patent, the legal effect could be not to process the patent application further until the submission of necessary declaration and evidence.  If it was established after the grant of a patent, the legal effect should be revocation or invalidation of the patent.  He said that documents IP/C/W/429/Rev.1, IP/C/W/438, IP/C/W/442, and IP/C/W443 enumerated the circumstances where revocation or invalidation would be contemplated.  In particular, revocation was proposed where a proper disclosure would have led to the refusal to grant patent on the following grounds: lack of novelty due to the existence of prior art, insufficient, wrongful or no disclosure with fraudulent intention, or violation of ordre public or morality.  Revocation or invalidation would also be foreseen in cases where there was failure to disclose evidence of prior informed consent and benefit sharing with fraudulent intention.  In such cases, the proposed disclosure requirements also foresaw several alternatives to revocation under certain circumstances, such as criminal and administrative sanctions, and full or partial transfer of rights to the invention, which might be better suited to ensure adequate compensation and to promote fair and equitable benefit sharing.  If prior informed consent and benefit sharing had taken place, but was not disclosed or wrongfully disclosed, penalties could be outside the patent system.  He said that a calibrated disclosure mechanism with adequate legal sanctions in cases of non-compliance was crucial to ensuring its effectiveness and deterrent effect.  In addition to revocation, he said that criminal and/or administrative sanctions might also apply through relevant legal procedures both within and outside the patent system.

42. Turning to the definitions of the terms "biopiracy" and "misappropriation", he said that "biopiracy" and "misappropriation" had been used variously to refer to illegal and/or illegitimate acts with respect to the acquisition and use of genetic resources and traditional knowledge from developing countries.  He cited the definition of "piracy" in Black's Law Dictionary as follows:  "The unauthorized and illegal reproduction or distribution of materials protected by copyright, patent, or trademark law".  He also quoted Eaton S. Drone's understanding of piracy in his book entitled "A Treatise on the Law of Property in Intellectual Productions", as stating "The test of piracy [is] not whether the identical language, the same words, are used, but whether the substance of the production is unlawfully appropriated".  He said that the term "biopiracy" was in many ways similar to the term "piracy", and that just as the lack of an agreed WTO definition on the term "piracy" had not stopped Members from including the extensive enforcement provisions into the TRIPS Agreement, the lack of definition of "biopiracy" should not be a precondition for the establishment of the disclosure requirements.

43. Furthermore, he said that the proposed disclosure requirements sought to prevent the application or grant of a patent for an invention, in which genetic resources and/or associated traditional knowledge were used without disclosure of the country of origin and source and without prior informed consent and equitable benefit sharing.  The requirements could ensure that contribution of all stakeholders to the invention were duly acknowledged and reworded.  Genetic resources and traditional knowledge could be part of a claimed invention, or a prerequisite for the development of an invention, or material or information which facilitated the development of an invention, or necessary background material or information for the development of an invention.  In addition, he questioned the actual deterrent effect of a system which did not provide for revocation as a possible sanction for failure of disclosure.

44. In reply to the questions as to how to fulfil the requirement for the disclosure of the country of origin and source and what was the relationship between this requirement and the FAO's International Treaty on Plant Genetic Resources for Food and Agriculture, he said that the proposed disclosure requirement entailed the disclosure of both the country of origin and source which could be the same as or different from each other.  This requirement was in line with Article 15 of the CBD.  He noted the argument by some Members that the plant genetic resources for food and agriculture covered by the multilateral system under the FAO's Treaty should constitute an exception to the proposed disclosure mechanism.  He said that his delegation was still open to considering ways to reflect these concerns in an eventual text.

45. In response to Switzerland's question on the implications of the disclosure requirements for the PCT and the Patent Law Treaty (PLT), he said that the international patent system was made up of a number of treaties and instruments which built on each other and were generally meant to be complementary.  The discussion in the TRIPS Council was a discharge of the mandate given to Members under a WTO work programme.  The implementation of the disclosure requirements, once agreed and defined under the TRIPS Agreement, could facilitate actions elsewhere.  On the other hand, changes made elsewhere without the proposed amendment to the TRIPS Agreement would not be sufficient to address either the mandate Members had or the problems Members wished to address.

46. Responding to the question on the role of patent offices, especially in determining the veracity of the information provided by patent applicants relating to benefit-sharing and prior informed consent, he said that paragraphs 21 and 22 of document IP/C/W/443 had adequately addressed this question and that his delegation welcomed any textual suggestions that provided more precision to the obligation of disclosure.

47. The representative of India said that Switzerland's submission IP/C/W446 was a corollary to the original checklist of issues proposed by a group of countries in document IP/C/W/420.  His delegation fully associated itself with the Brazilian statement which had responded to the most important questions in the Swiss paper.  His delegation would continue to examine the questions in the Swiss paper in its effort to deepen the technical work underway in the TRIPS Council to eventually adopt a solution to the problems of biopiracy and misappropriation and to ensure equitable benefit sharing.  He supported the objectives outlined by Peru for work in the TRIPS Council going forward to the forthcoming Hong Kong Ministerial Conference and said that his delegation would continue to work with Peru and other Members on the action proposed by Peru at all levels in the WTO.

48. With regard to the US submission IP/C/W/449, which responded to document IP/C/W/443, he said that it clarified some of the basic divergences between the perception of the United States with respect to the shared objectives and that of the majority of Members, including India and other co‑sponsors of the papers on the disclosure issue.  Document IP/C/W/443 pointed out the anomalies in the contract-based approach suggested by the United States as a solution for the problems arising on account of biopiracy and misappropriation.  It made progress on the shared objectives of the Members in examining the relationship between the TRIPS Agreement and the CBD in accordance with the mandate given in paragraphs 12 and 19 of the Doha Ministerial Declaration, which had not been appreciated in document IP/C/W/449.  While a few Members had stated that they did not see a conflict between the TRIPS Agreement and the CBD, they had remained open to discussing developing countries' proposals.  However, by referring to document IP/C/W/257 that had been submitted in June 2001, the United States had taken Members back to a stage before the Doha Ministerial Conference.  He pointed out that document IP/C/W/257 had missed a number of aspects of the obligations under the CBD, which had been clearly identified in Part II of document IP/C/W/403.

49. Commenting on the US argument that the CBD neither required nor even mentioned the disclosure requirements, he said that the CBD was not an intellectual property agreement and therefore did not create an obligation on the disclosure requirements.  However, Article 16.5 of the CBD obliged countries to cooperate to ensure that patents and other intellectual property rights did not run counter to the objectives of the CBD.  Furthermore, he said that although the United States had elaborated the positive steps it was taking to promote two objectives of the CBD at the national level, none of this informed Members how these steps responded to their concerns relating to erroneously granted patents and transboundary implications.  His delegation, on the other hand, had given examples in Part C of document IP/C/W/356 of erroneously granted patents whose commercial exploitation went against the objectives of the CBD and also the arguments regarding unenforceability of national level access, prior informed consent and benefit-sharing regimes in respect of patents granted abroad. 

50. He said that his delegation was puzzled by the US disagreement with the assertion in document IP/C/W/443 of the certainty established into the patent system by the disclosure proposal.  He said that the questions contained in footnote 7 of document IP/C/W/434 amounted to a misreading of developing countries' proposals.  If a patent should not have been granted in the first place, as happened in the cases of turmeric and neem patents, the eventual revocation remedied the uncertainty of the existing patent system through a tortuous and costly route, particularly for developing countries.  The disclosure requirements remedied this uncertainty.  He said that the concern about undue burden on patent applicants had been fully addressed in documents IP/C/W/429/Rev.1, IP/C/W/438 and IP/C/W/442.  The burden was to disclose what was, or in any case should have been, known to him.  The disclosure requirements would only discourage applicants applying for erroneous patents.  The availability of information on the prior art would be an incentive to innovation and investment.  It would further ensure that rewards of such innovation and investment, financial as well as intellectual, were shared equitably by all stakeholders leading to such innovation.

51. Furthermore, he did not know the basis of the assertion in document IP/C/W/449 that erroneously granted patents were the rare exception rather than the rule.  His delegation did not know the ratio of erroneously granted patents since, as a developing country, it did not have the capacity to go through the thousands of patents granted on inventions that used biological material and associated traditional knowledge and to take the costly next steps to get them revoked.  The disclosure requirements addressed this inequity at its root.

52. He said that Part IV of document IP/C/W/449 converged the US position, that international guidelines coupled with appropriate contract-based national laws containing dispute or enforcement provisions could address cross boundary issues, with that of developing countries.  This showed that the United States shared the difficulties in having national laws alone as a solution to the problem as was pointed out in India's proposals, and admitted that if only national systems were in place, many other steps were needed to be taken to meet the shared objectives.  Further, the United States was recommending a theoretical national contract-based system with "an international outlook", that suggested use of different forums or international provisions dealing with practice of a State responsibility mandated in the TRIPS Agreement and the CBD.  He said that it was clear to his delegation that there was no need for different forums when Members had one in the WTO.  Further, there was no merit in relegating a State responsibility issue to private international law through arbitration procedures that bound Members only when they agreed to them, particularly when there were equity issues that needed to be addressed.  The way forward, therefore, was to introduce the disclosure requirements in the TRIPS Agreement in order to deliver on Members' mandate in the WTO.  However, his delegation did not suggest that the action outside the WTO not complement the action within, but asked the TRIPS Council to address what was within its reach.  Further, he said that it would be naive to suggest the Bonn Guidelines be a part of the solution while Decision VI/24 of the 6th Conference of Parties of the CBD itself recognized the guidelines as a useful first step to an evolutionary process in the implementation of the CBD.  Regarding the work at the WIPO's IGC, which went beyond the remit of the TRIPS Council, he said that his delegation was not aware of any outcome or expected outcome which could replace the disclosure requirements as a solution.

53. With regard to the US observation on its version of the widely shared objectives, he said that it started with twisting document IP/C/W/443 to establish the primacy of national regimes in meeting these objectives.  While recognizing their role, document IP/C/W/443 established that national regimes alone were inadequate to solve the problem, unless accompanied by an internationally agreed disclosure provision in the patent system.  In response to the analogy of access and benefit-sharing regimes with the United States' health or safety regulations, he said that the case for reconciling trade agreements with such regulations had already been made in the WTO through the Agreement on Technical Barriers to Trade and the Agreement on the Application of Sanitary and Phytosanitary Measures.  Furthermore, he said that his delegation was not aware of any national regulation in the United States where restrictions were placed on the use of patent rights acquired erroneously, and much less on the use of patent rights acquired without respecting the obligations under the CBD, except through costly revocation proceedings within the patent system.

54. In reply to the US concern that the proposal in document IP/C/W/443 would destroy the benefit sharing being sought, he said that his group's proposal had two components:  first, it did not promote the acquisition of patent rights on existing biological material or associated traditional knowledge, and intended to prevent monopolies so that all who had access to these materials and knowledge could serve the market place;  second, it ensured that where the use of such material or knowledge was a pre-requisite to acquisition of patent rights, benefits from their commercialization should be equitably shared.  Three examples given in footnote 20 of the US paper supported India's proposal on the need for an international recognition of national regimes on prior informed consent and equitable benefit sharing.

55. Contesting the US statement that information regarding the source and country of origin would not be relevant for determining novelty and inventiveness, he said that the turmeric and neem revocations bore testimony to such relevance and also to the costliness of such opposition proceedings.  He said that the US assertion that the requirement to disclose information material to patentability did not include the disclosure requirements as suggested by his delegation as it was not material to patentability, was contradicted by the facts of the turmeric opposition.  The applicant for patent 5401504, on the filing date (28 October 1996), had acknowledged, but not disclosed the teaching about healing properties of turmeric.  The United States Patent and Trademark Office (USPTO) had not taken the next step of checking these teachings, and had granted a patent.  The same and more teachings had to be provided in the opposition proceedings, and had become the basis of revocation on 21 April 1998 on the ground of lack of novelty and non-obviousness.  The information hidden by the applicant was material to the patentability and would have been provided by him had there been the disclosure requirement in the US patent system.

56. He said that the US approach to the issue was not only misplaced and missed the point of the proposals by developing countries, but also ignored the development dimension of the discussion and urged developing countries to take unworkable, costly, burdensome and iniquitous routes to address the disclosure issue.  This not being an acceptable option for his and other delegations, he urged Members to continue the discussion with a view to eventually agreeing to an outcome around the proposal made by India and other developing  countries.

57. In response to the suggestion made by Canada that Members would benefit from certain national experiences, he introduced two landmark cases in which bad patents had been successfully challenged.  The first case was the US patent 5401504, which had been granted for use of  turmeric in wound healing.  The patent disclosed the use of turmeric to enhance the healing process of chronic and acute wounds.  The claimed subject‑matter was the use of "turmeric powder and its administration" in oral as well as topical form for advancing wound healing.  The prior art indicated in the patent application referred to the traditional use of turmeric for healing various wounds and varied medicinal uses of turmeric in powder form as well as a paste.  The scope of the patent was the use of turmeric at the site of an injury and/or its oral intake to enhance the healing of wounds.  The patentees claimed they had developed the invention based on the hypothesis that turmeric might have important antioxidant, antibacterial and anti-inflammatory properties when applied topically or given orally.  They claimed that they had offered an alternative to conventional therapy of using turmeric.  To buttress their claims, they described two experiments and two case histories where the turmeric treatment was effective.  The main claim was restricted to "promoting healing of a wound through administration of an effective amount of turmeric" and the dependent claims were restricted to ulcer or surgical wounds.  In short,  the patent application claimed a new invention that was advancement over what was known about the healing effect of turmeric.  The prior art, as available on the date of filing (28 October 1996), was not fully indicated by the applicant.  Nor did the USPTO try to find the state of the art on using turmeric for healing properties as on that date.  Thus, while the patent acknowledged some teaching about healing properties of turmeric, it was claimed that prior art disclosed only the use of ointments, paste, etc.

58. In challenging this patent, the Government of India had made efforts to collect 32 references, including some that were more than one hundred years old, that had given a clear picture of the prior art as on that date.  In other words, the traditional knowledge of turmeric, even in terms of printed publications and literature in other languages, was far more comprehensive and advanced than what had been claimed in the patent.  In fact the combined teaching of these references was far ahead of what was claimed to be the invention in the patent application itself.  All the claims were then rejected by the USPTO as they were obvious in light of the citations provided.  The patentee had tried to argue that powder and paste had different physical properties, but the examiner had not accepted the contentions of the patentee and the rejection was made final.  Subsequently the patentee tried to restrict the invention to ‘non-healing surgical wounds’ based on the two case histories and wanted the amended claim to be allowed.  The examiner had rejected all claims including the amended ones and pointed out that using turmeric for healing of surgical wounds was an old technique.  With the re-examination certificate issued on 21 April 1998, the matter came to an end as all claims of the turmeric patent stood rejected.  The representative of India believed that in the absence of a uniform and coherent approach to prior art across countries, the disclosure requirements alone could ensure that patents like the one granted on wound healing properties of turmeric were not granted.

59. The second case was the patent on insecticidal properties of neem oil.  In March 2005, the Boards of Appeal of the European Patent Office had upheld the decision taken in 2000 to revoke a patent granted to W.R. Grace and the US Department of Agriculture on a method for controlling fungi on plants by the aid of a hydrophobic extracted neem oil (patent number EP0436257).  The patent had been revoked since the claims were not novel in view of the public prior use, which had taken place in India.  Neem (Azadirachta indica), also known as Indian lilac, was native to India, but was also found elsewhere and had multiple uses in many cultures.  In India, neem had been used for various purposes and extracts from the plant had been used as pesticides, medicine and fertilizer.  Fungicidal effect of hydrophobic extracts of neem seeds had been known and used for centuries on a wide scale in India both in traditional Indian systems of medicine to cure dermatological diseases and in traditional Indian agricultural practices to protect crops against fungal infections.  Since this traditional Indian knowledge had been in public use for centuries, it would seem that the patent application in question lacked two basic statutory requirements for the grant of patent, namely, novelty and inventive step.  The process of revocation of the neem patent had been brought to a conclusion by the EPO one decade after it had been first challenged, giving an opportunity to the patent holder to retain his exclusive right on an unpatentable material for such a long period.  The revocation had been made possible with the resources garnered by two non-governmental organizations and one member of the European Parliament.

60. He said that although misappropriation of traditional knowledge through the grant of bad patents was a well-acknowledged problem, challenges for the revocation of these patents had been made only in very few cases.  In the two above-mentioned cases, the challenges could be sustained owing to the engagement of the government in the first case and a consortium of non-governmental organizations in the second case.  It was quite evident therefore that some patents were granted without an adequately detailed examination and the process of examination could be strengthened through the introduction of the disclosure requirements.  The disclosure requirements alone would provide an effective solution to the problem of misappropriation.

61. The representative of Thailand said that his delegation attached importance to this issue and that biopiracy problems could not be solved without pressing for an international mandatory obligation by amending the TRIPS Agreement.  Recognizing the need for the WTO Members to pursue their consultations and negotiations according to the objective outlined in document IP/C/W/447, he said that these important issues should be included in the July outcome and WTO Members should be able to find a solution to this issue at the Hong Kong Ministerial Conference according to the mandate given at Doha.

62. The representative of the European Communities recalled that, at the Council's March meeting, his delegation had presented an outline of the EC proposal on disclosure of origin or source of genetic resources and associated traditional knowledge in patent applications.  He informed the Council that the proposal had been formally presented to WIPO in document WIPO/GRTKF/IC/8/11 at the eighth Session of WIPO's IGC.  The European Communities considered that a binding disclosure requirement should be introduced and this should be applied to all patent applications.  In other words, the disclosure requirement should be implemented in a legally binding and universal manner.  He said that his delegation remained fully committed to the ongoing work on this issue in WIPO and was ready to move forward and have a focused discussion on this issue in the WTO in accordance with the mandate given by the Ministers at Doha.

63. Commenting on document IP/C/W/442, he said that his delegation saw some serious problems with the introduction of a system wherein patent applicants were required to provide evidence of fair and equitable benefit sharing and wherein patent offices were to judge whether a foreign country's legislation on access and benefit sharing had been complied with.  It was the country of origin and/or a court of law or an arbitrator who could judge whether benefit sharing had been fair and equitable.  It seemed difficult for patent offices to carry out this task in practice.  It was unclear to his delegation what role patent offices should play and what documentation patent applicants should provide.  He wondered whether it was the patent applicants who should provide documents on the origin of genetic resources, evidence of prior informed consent and evidence of benefit sharing and/or mutually agreed terms.  He noted that in cases where there were no national regimes, and as far as his delegation knew many countries were in this position, patent applicants would face legal uncertainty in the country of origin and potential bio-prospectors would have to give up their activities since it would be impossible for them to fulfil the disclosure requirements of prior informed consent and benefit sharing when applying for a patent.

64. Regarding the legal effect of not providing evidence of fair and equitable benefit sharing, his delegation was not in favour of revocation of patents.  He said that the only way to make the system work would be to have national authorities deliver an internationally recognized certificate which would provide evidence of the origin, prior informed consent and benefit sharing in one document.  Since the negotiation on benefit sharing was at an early stage in the framework of the CBD, it was difficult, if not impossible, for patent offices to assess sufficiency of the documents presented to them on the basis of relevant national laws.  Therefore, his delegation was not in a position to support the developing countries' proposal on disclosure of evidence of benefit sharing.  

65. Turning to Switzerland's submission IP/C/W/446, he said that his delegation was interested in the developing countries' responses to the list of questions in the submission, especially to question 10 as to how prior informed consent could be obtained when the countries concerned did not have a national, transparent and consultative process in place.  The questions on the US proposal seemed to go to the heart of the matter, which was that while developing countries were seeking an instrument for the enforcement of their legitimate national legislations across different jurisdictions, the US approach did not seem to respond to this need despite the fact that the United States had agreed at the World Summit on Sustainable Development (WSSD) to the negotiation of an international regime on access and benefit sharing under the CBD.  He indicated that the European Communities recognized the concerns of developing countries and wanted practical and realistic tools which were satisfactory to all Members.

66. Responding to Switzerland's questions on the EC proposal, he said that various options could be considered regarding the amendment to the PCT and PLT, including the ones mentioned by Switzerland in its proposal to WIPO.  The European Communities had used the concept of "country of origin" found in Article 2 of the CBD which defined it as "the country which possesses those genetic resources in in-situ conditions".  He recognized that this did not reflect the wider concept of "country providing the genetic resources" as mentioned in Article 15 of the CBD and said that in practice the concept of "country providing the genetic resources" included the country which was or was not the country of origin.  Taking this into account, the European Communities had proposed that when the country of origin was not known, it be possible to provide the "source" which could include the "country providing the genetic resources".  The EC focus on the country of origin was logical as benefit sharing should, whenever possible, first of all accrue to the country which possessed the genetic resources in situ under its sovereign rights.  He further clarified that it was patent applicants who should judge whether the country of origin was known to them or not.

67. The representative of Nigeria recalled that the African Group had submitted several proposals on the three issues and expressed their concerns, such as the need to clarify the issue of patentability of live forms, the need to protect farmers' rights to seeds, genetic resources, traditional knowledge and traditional practices in developing countries, and the need to provide for obligations that required Members to prohibit and prevent misappropriation of genetic resources and traditional knowledge.  He thought that all these could be done through the requirement for disclosure of source of genetic resources and traditional knowledge and a demonstration of compliance with applicable regulations of the country of origin.  As a way of taking forward the process, the African Group was working on responses to the questions raised on its earlier submission IP/C/W/404.  The Group believed that the way forward of making the Doha Development Agenda a reality was to address the concerns raised in its proposal.

68. The representative of Korea said that there was little possibility of conflict between the TRIPS Agreement and the CBD and the two instruments could be implemented in a mutually supportive manner.  He said that his delegation was carefully studying the various suggestions to address the problem of biopiracy, but it was not clear whether the solution should be found primarily in the patent system.  He said that introducing the disclosure requirements as a condition for granting patents might impose undue burden on both patent applicants and patent authorities.  His delegation was particularly concerned about the implications of denial or revocation of patents on the grounds of non-compliance with the disclosure requirements.  However, his delegation remained open to any suggestions to address the biopiracy problem and looked forward to continued constructive discussions not only in the TRIPS Council, but also in other international forums such as the WIPO.

69. The representative of Canada said that his delegation recognized the importance of preventing biopiracy and misappropriation of genetic resources and traditional knowledge, as well as of promoting a balanced patent system that benefited both patent applicants and the public interest.  By improving the quality of patents granted and having common standards for patentability, the patent system could become more transparent and accessible to all segments of society.  A balanced approach encompassing existing flexibilities allowed for efficient functioning of a modern patent system.  He said that there seemed to be a convergence of views on this.  His delegation looked for technical expertise, as found in the WIPO, to advance work in this area.

70. He said that it remained to be determined by Members whether patent disclosure would necessarily contribute to ensuring prior informed consent and equitable benefit sharing.  His delegation had closely followed the discussion from the beginning and carefully reviewed all proposals submitted on this issue and believed that each proposal might have some merit while raising some concerns.  His delegation joined other Members who had expressed the wish to learn more about the effectiveness of the disclosure mechanisms in countries already having such procedures and alternative modes to achieve efficient access and benefit sharing.

71. He recalled that, at a previous meeting of the Council, his delegation had asked those who had proposed solutions to submit facts and evidence indicating how their respective proposals on the disclosure requirements would have been addressed or remedied those real world situations if their proposals had been in place at the time.  His delegation continued to believe that this would provide the Council with valuable and fact-based insights into how best to respond to common concerns about misappropriation.  As part of this effort, Canada had begun work on the possible positive and negative implications of disclosure for users and providers of genetic resources, including patent offices, researchers, industry, local citizens, and civil society, etc.  He informed the Council that the issue of disclosure would be among a number of key issues to be discussed at a forthcoming domestic workshop that would engage stakeholders and experts in Canada on the broad set of genetic resources and intellectual property issues.

72. He said that his delegation agreed with some Members, such as Brazil, India and the United States, that the introduction of uncertainties and imbalances into the patent system would be detrimental to technological progress.  Members needed to consider whether any solutions retained could create administrative and financial burdens for patent offices and researchers.  In evaluating the actual impact of the aforementioned burdens, it seemed of importance to determine approximately how many patent applications per year could involve patent disclosure regarding genetic resources and/or associated traditional knowledge, if such an obligation were to be introduced.  This would allow the impact of any disclosure regime to be appropriately assessed given each country's situation.

73. Noting the contribution of Peru in document IP/C/W/447, he said that considering the lack of consensus among the WTO Members regarding the proposed obligation of disclosure of genetic resources and/or traditional knowledge, his delegation believed that it was premature for Canada to discuss any proposal that would suggest particular wording of eventual amendments to the TRIPS Agreement.

74. He informed the Council that Canada was actively supporting further research and analysis on the issue of the misappropriation of genetic resources through an informal consortium of international organizations, which sought, through case studies and interviews with national authorities, a better and objective articulation of the issue.  In the regard, his delegation shared many of the questions raised by Switzerland in its document IP/C/W/446.  His delegation thought that it was not possible to come to an agreement without first clarifying many of these questions, such as what the extent of the burden was, and what the obligation would be in the case of plants that existed transnationally.  Finally, he sought a clarification on Brazil's definition of the term "biopiracy" as to whether it implied Brazil's intention to limit the proposed rights only to developing countries.

75. The representative of Japan said that there was no conflict between the TRIPS Agreement and the CBD and that the two agreements co-existed in a mutually supportive manner.  Therefore, there was no need to amend the TRIPS Agreement and the objectives of the CBD could be implemented by establishing national systems.  He said that, in order to have a sound, operative and certain patent system, patent offices needed an explanation why the source or origin of genetic resources, evidence of prior informed consent or evidence of benefit sharing should be disclosed in patent applications.  At this stage of the discussions, it was not relevant whether or not such information was known or should have been known to patent applicants.  Even without the disclosure of such information, patent examiners could still understand and examine inventions and judge their patentability.  The disclosure of evidence of prior informed consent or benefit sharing would be a disincentive to patents applicants because such information could be kept secret and not disclosed.  He also said that the discussion on the disclosure requirements should be mainly conducted in the WIPO's IGC where the participants had appropriate knowledge and the duplication of work should be avoided.
76. Commenting on the US submission IP/C/W/449, he said that his delegation supported its general direction.  As suggested by the United States, Members should not forget that the CBD itself did not require to amend the patent system.  If the purpose in disclosing source or origin, evidence of prior informed consent and evidence of benefit sharing were to prevent bad patents, Members should establish a comprehensive database or introduce a mechanism for the third parties to be involved easily in the process of patenting, including through post-grant opposition.  He also said that, in order to pursue the objectives of the CBD, Members should first consider the mechanism in the context of the CBD.  He encouraged those who had implemented some national systems or programmes to achieve the objectives of the CBD to provide information on this to the Council.

77. Turning to Peru's submission IP/C/W/441, he said that it referred to several Japanese patent applications whose subject-matter allegedly used biological resources originating in Peru.  He noted that this document was one of the efforts which Peru had made to identify possible cases of biopiracy.  After a preliminary check of these Japanese patent applications, he said that there seemed not to be any biopiracy as the genetic resources referred to in the document were widely cultivated worldwide, including in Japan.

78. The representative of New Zealand said that his delegation was open to considering the idea that the disclosure requirements might have a role in supporting the objectives of the CBD and furthering the objectives of Articles 7 and 8 of the TRIPS Agreement.  Regarding Switzerland's submission IP/C/W/446, he said that his delegation supported efforts to clarify certain aspects of Members' concerns.  The paper identified a number of important issues on definitions of certain key terms, such as "country of origin" and "genetic resources".  His delegation was of the view that the CBD and the TRIPS Agreement could be implemented in a mutually supportive manner and that the questions raised by Switzerland highlighted the importance of keeping firmly in mind the consistency between these two international obligations.

79. Turing to the US paper IP/C/W449, he said that the paper highlighted the points of convergence and divergence among Members.  The debate in the Council reflected a growing consensus that any role played by the international intellectual property system would be a supporting role.  In other words, it was national systems rather than the international intellectual property system which should be the primary mechanism for delivering the objectives of the CBD.  The question was whether the international intellectual property system should have a supporting role and if so, what shape it should take.  The US paper identified a key divergence as to whether the patent system should be justified as a means of supporting national access and benefit-sharing systems.  He noted that paragraph 17 of the US paper referred to New Zealand as a Member that had acknowledged the possible role of the disclosure of country of origin and/or source in monitoring the use of genetic resources.  He said that New Zealand's views on this issue were not fixed.  His delegation was conscious of the obligations under the CBD and thought that the intellectual property system might play a supporting role to national systems designed to achieve the objectives of the CBD.  He stressed that effective and well-enforced national access and benefit-sharing regimes were of primary importance in dealing with the issue of misappropriation and that without national regimes the intellectual property system alone could not play even a supporting role.  He therefore supported a fact-based approach to consider existing national regimes as suggested by the United States, Switzerland and Canada.

80. In conclusion, he said that his delegation was interested in Members' national experiences on how patent applications involving access of genetic resources had been examined and how the existing disclosure requirements had operated in practice.  These experiences would help the Council develop a closer understanding of the size and nature of the overall problem so as to consider an appropriate solution.  His delegation was also interested in knowing more about the contract-based approach presented by the United States, in particular its international dimension.

81. The representative of Norway informed the Council that the Norwegian Patent Act had been amended in 2004 in order to further the objectives of the CBD.  The amendment had been notified to the TRIPS Council.  Under the new provisions, patent applications concerning biological materials shall include information on the country of origin.  Should the national legislation of the providing country so require, information on whether prior informed consent had been given shall also be submitted.  However, these provisions did not apply to international patent applications.  The obligation to provide information shall be without prejudice to the processing of patent applications.  Nevertheless, a failure to provide correct information was liable to a penalty in accordance with Section 166 of the General Civil Panel Code, which concerned giving false testimony in writing to a public authority.  She further informed the Council that the Norwegian policy on this issue was being reviewed and she would submit definitive views and national experiences when the internal review was completed.
82. The representative of Malaysia said that her delegation was interested in the questions raised by Switzerland in its paper IP/C/W/446 and answers to these questions.  She raised a further question to the group of developing countries whether there would be any possible conflict between the country of origin and source.  In other words, if patent applications disclosed the source, but not the country of origin, whether the latter could claim benefit sharing and how the possible conflict could be resolved.  In addition, she asked who would be qualified to determine fair and equitable benefit sharing, how the authorities would determine that the benefit-sharing was fair and equitable, and whether a mutually agreed benefit-sharing agreement would be a more appropriate way to proceed on this issue.  Referring to Peru's proposal for an amendment to Article 29.1 of the TRIPS Agreement, she sought to clarify whether this proposal represented Peru's position on the disclosure requirements and whether the nature of the proposed disclosure requirements was mandatory or not.  She also sought a clarification from the US delegation on how contractual systems could work as a link between the TRIPS Agreement and the CBD.

83. The representative of Bolivia said that her delegation shared the views expressed by Peru in its submission IP/C/W/447.  She said that the issue of disclosure of origin was a priority and should be included in the July meeting and in the Hong Kong declaration at the end of this year.  Her delegation would like to pursue consultations in order to achieve this goal.  She also supported the statements made by Brazil and India that some Members did not have resources to request the revocation of patents from misappropriation under current intellectual property systems or other proposals which did not consider their concerns.  She hoped the deadlines cited by India would be taken into consideration by the Council.

84. The representative of Australia said that the issue of relationship between the TRIPS Agreement and the CBD was of key importance to his delegation, which had been doing a lot of work at the national level in recent years.  As one of the world's mega bio-diverse countries with a strong intellectual property system and commitment to an innovative bio-technology sector, his delegation could contribute to the discussion on this issue in the TRIPS Council.  In the view of his delegation, the starting point was that there was no problem in the relationship between the TRIPS Agreement and the CBD and even if there were to be problems identified, it was not necessarily the case that the answers lay only in the patent system.  However, he indicated that his delegation was not closed to a discussion of this issue.

85. He said that Switzerland's submission IP/C/W/446 had brought out some helpful questions, some of which were similar to the ones raised by his delegation at the previous TRIPS Council meeting, such as questions 5 and 9 regarding the implications of the disclosure requirements for both patent applicants and intellectual property offices.  It was clear to his delegation that greater clarity on these definitional issues would assist the Council in taking the issue forward and his delegation looked forward to further discussion with the proponents of these issues.  Turning to the cost implications of the proposals on the table, which had been raised by Australia and the United States, he said that it was an important issue and a discussion on it could not be avoided.

86. He said that his delegation shared the view of the United States that there was no conflict between the TRIPS Agreement and the CBD, and that there was no crisis in the existing patent system.  However, this did not mean that the patent system could not be made to work better and that a discussion of concerns raised, particularly by developing countries, was not warranted.  He asked for more factual illustrations from the United States on how post-grant opposition and re-examination proceedings helped to avoid erroneously granted patents.

87. As regards Peru's paper IP/C/W/447, he took note of the proposals for the international and regional negotiating agenda contained in Section VII of the paper.  He said that the paper provided Members with factual information and that his delegation would support the continuation of this fact-based approach.  He indicated that while the emphasis in the paper was on the three major patent offices, Members should remain mindful of the impacts that any proposals might have on all patent offices.

88. Responding to Canada's question, the representative of Brazil said that his delegation and other developing countries, who were the proponents of the disclosure requirements, had never suggested that only genetic resources found in developing countries be covered by the proposed disclosure mechanism.  He had indicated that most existing biodiversity was found in developing countries and thus developing countries had been the main victims of biopiracy.  In the same way, although the words "biopiracy" and "misappropriation" had been used in the past to refer to illegal acts that had victimized developing countries, this was meant to be a definition of the term "biopiracy", but merely as a statement of fact.  He said that it was never his delegation's intention to suggest that only developing countries would or should benefit from the disclosure mechanism.

89. The representative of Chinese Taipei said that, before the Council could decide on a solution to the three issues, it was most important for Members to clarify how to resolve practical problems present in the proposals on the table.  In this regard, her delegation generally shared the views presented by Switzerland in its paper IP/C/W/446.  In order to further understand the disclosure requirements, she said that the first step should be to clarify the scope of the country of origin and the source.  In her view, the demandeurs of the disclosure requirements had not yet come up with concrete and workable definitions and terminologies.  For example, what should be disclosed by patent applicants if the genetic resources could be legally purchased in the market of several countries.  As a second step, she said that more attention should be devoted to the relationship between genetic resources and inventions.  Since resources and knowledge were multifarious and patent applications were sometimes comprised of different raw materials, certain terms used, such as "derived from", "used in" and "best in", had specific legal implications in terms of the scope of disclosure.  In conclusion, she emphasized the importance of establishing a balance between the prevention of biopiracy and the development of technology.

90. The representative of Peru agreed with the statements made by the delegations of Brazil and India regarding the need to amend the TRIPS Agreement.  He said that it was clear to his delegation that there was a convergence of opinions among the majority of Members on the need to include the disclosure of origin in the TRIPS Agreement and that the contract-based approach proposed by the United States had not received any support.  He urged the delegations of Australia, Canada and New Zealand, which were still in the process of examination and consultation on this issue, to review Peru's experience and to take into account the costs and benefits for both the private sector and indigenous communities and peoples.

91. Regarding the argument that WIPO's IGC would be the most appropriate forum to tackle this issue, he said that the Council had the same expertise as the IGC in terms of delegations.  The last IGC meeting had ended up with a weak declaration on the possibility of continuing its work and the future of the IGC would not be decided until the WIPO General Assembly in September 2005.  On the other hand, WTO Members had a clear mandate to negotiate this issue in accordance with the Doha Declaration.

92. With respect to the relationship between the TRIPS Agreement and the CBD, some Members believed that the agreements were complementary and could be implemented in a mutually supportive way.  He said that, based on its observation of the negotiations of the Convention on Cultural Diversity in UNESCO, his delegation apprehended that the terms "complementary" or "mutually supportive" could have the effect of making two agreements neutral to each other and this should not be allowed to happen in the Council.  He reiterated that although some countries had been seeking to implement the CBD in their national or regional legislation, this was not enough unless there was an effective change in the patent system, that is, an amendment to Articles 27 and 29 of the TRIPS Agreement.

93. Responding to Malaysia's question on the nature of the proposed disclosure requirements, he said that they should be mandatory at the international level.  Regarding the definitions of "biopiracy" and "misappropriation", he said that although there was no universal definition, Peru's Law on Protection of Access to Peruvian Biological Diversity and to the Collective Knowledge of the Indigenous Peoples (Law No. 28216) defined biopiracy as "unauthorized access to and use of biological resources or traditional knowledge of the indigenous peoples by third parties without compensation and without necessary authorization, and in contravention of the principles established in the Convention on Biological Diversity and the existing rules on the subject.  Such appropriation may occur in the course of physical inspection, through ownership rights in products incorporating such illegally obtained elements or, in some cases, through the invocation of such rights".  "Misappropriation" had more general meaning in Spanish (apropiación indebida – "improper appropriation"), including the exercise of others' rights.  On a website at www.biopirateria.org there was another definition according to which it was "illegal or unauthorized access to and use of biodiversity components (mainly genetic and biological resources) and associated traditional knowledge, as part of development and research processes and application of biotechnology.  It is also associated to innovations protected by intellectual property rights (especially patents) and that incorporate these components or indigenous knowledge obtained direct or indirectly without prior consent of or authorization from their owners".

94. Commenting on paragraph 9 of document IP/C/W/449, which noted Peru's concern on the legitimacy of the patent system, he clarified that the exact words used by his delegation were "it must be borne in mind that the legitimacy of the IP system is in dispute, and that will remain the case as long as bad patents continue to be granted and the system continues to be used to legitimize unjust and unfair situations".  He said that the Peruvian Government advocated the protection of intellectual property rights and sought to promote innovation and creation throughout the country.  The Government also devoted large amounts of money to combating biopiracy.  He thought that an appropriate intellectual property system should protect the interests of both intellectual property right holders and the owners of genetic resources and traditional knowledge.  Thus, his delegation had never doubted the legitimacy of the patent system, but questioned how to make the system more fair in cases of access to genetic recourses and traditional knowledge.  He urged the United States to present its national experiences regarding the promotion of prior informed consent and benefit sharing.

95. The representative of the United States said that the US submission focused on Members' mandate of examining the relationship between the TRIPS Agreement and CBD, responded to various claims and proposals put forward by Members and attempted to identify the areas of agreement and disagreement among Members.  The document fully explained concrete proposals that addressed concerns raised by Members without the negative effects on the patent system and benefit sharing inherent in the proposed disclosure requirements.  He looked forward to further discussion on Members' national experiences and the US patent system at the Council's next meeting.

96. The representative of Colombia said that his delegation was still examining the proposal for the amendment to the TRIPS Agreement.  He urged the United States to further explain and illustrate its experience on the prevention of illegitimate use of genetic resources and traditional knowledge through a contract-based system.
97. The representative of India said that the mandate in paragraph 12 of the Doha Declaration referred to outstanding implementation issues which were contained in JOB(01)152/Rev.1 and that there were a number of proposals relating to the disclosure requirements in paragraph 10 of that document.  Responding to EC concerns on the role of patent offices, evidence of prior informed access and benefit sharing, he said that documents IP/C/W/429/Rev.l, IP/C/W/438 and IP/C/W/442 had addressed these concerns and that the Council's work could proceed, irrespective of the development of  "certificate of origin" or national regimes.  The three documents indicated that the burden on patent applicants would be minimal.  In reply to Canada's concern on the implications of the proposed disclosure requirements, he said that some regions and countries had been seeking to implement these requirements, such as the ANDEAN Communities, the Organization of African Unity, Brazil, Costa Rica, India, the Philippines, Belgium, and Norway.  In response to Japan's statement that source of origin was not important for patentability and that disclosure requirements would be a disincentive to patent applicants, he said that the patent system should establish an inherent balance between inventors' disclosure obligation and their exclusive patent rights.  The disclosure was necessary for patent examiners to determine patentability of an invention and for a person skilled in the art to carry out the invention.  Responding to Malaysia's question as to how the disclosure system would operate, he said that there would be no presumption of a conflict between the country of origin and the source and that benefit sharing would be a matter to be addressed primarily by national laws in providing  countries.  National authorities implementing such laws would determine what was equitable and fair in accordance with the CBD.  He informed the Council that a New Delhi Ministerial Declaration of Like Minded Mega-Diverse Countries on Access and Benefit Sharing had been agreed on 21 January 2005 and the objectives of the proposed international regime were contained in paragraph 3 of the Annex to this Declaration.  Regarding Chinese Taipei's concerns on legally purchased resources, he confirmed that any material or knowledge that was obtained in compliance with national regimes on prior informed consent and benefit sharing were legitimate under the proposed disclosure system.

98. The Council took note of the statements made and agreed to revert to these three agenda items at its next meeting.
F. Review of Implementation of the TRIPS Agreement under Article 71.1

99. No statements were made under this agenda item.  The Council agreed to revert to the matter at it's next meeting.
G. Review of the Application of the Provisions of the Section on Geographical Indications under Article 24.2
100. The Chairman recalled that Article 24.2 provided that the Council should keep under review the application of the provisions of the geographical indications section of the Agreement.

101. The representative of Australia said that his delegation regarded the review under Article 24.2 as a useful process that allowed Members to examine the ways in which other Members had implemented their TRIPS obligations and this was particularly important in an area as complex as GIs.  It was against this background that his delegation wished to draw Members' attention to the outcome of the dispute in which Australia had challenged the EC regime for protecting GIs for agricultural products and foodstuffs and that had been adopted by the DSB on 20 April 2005.

102. The panel's report had confirmed that the EC regime was inconsistent with the European Communities' existing WTO obligations and Australia considered that this fact needed to be properly noted and recorded in the context of the Article 24.2 review.  Although the European Communities claimed that the system put in place by the TRIPS Agreement was, among other things, insufficient and discriminatory, it was the European Communities' own system for implementing its GI obligations which had been shown to be insufficient and discriminatory and thus in breach of the its fundamental WTO obligations to treat imported products and foreign nationals no less favourably than it treated its own products and nationals.

103. Although it was at the European Communities' discretion how it would implement the panel's findings, it could be expected that it would have to amend its legislation and, as was evident from the period of almost a year until the 3 April 2006 that it had requested to make the necessary changes, this would clearly take some time.  The fact that the Member with the most advanced system for the recognition and protection of GIs in the world needed one year to bring its system into conformity with a basic WTO principle such as national treatment raised serious concerns about how long it would take Members to implement the types of obligations that were being proposed by the European Communities in the context of the negotiations on the wines and spirits register.  Her delegation would return to this issue in the Special Session of the TRIPS Council.

104. The representative of the European Communities said that the panel had to the largest extent possible vindicated the EC approach to GIs, particularly as regards the relationship with trademarks.  The panel had also identified a number of areas in which the EC legislation needed clarification regarding the need to treat foreign applications for GI registration in the same manner as applications that came from or related to GIs whose area of production was within the EC territory.  The fact that the European Communities had recently received the first application for registration of a GI relating to an area outside the European Union, "Colombian Coffee",  gave it an opportunity to demonstrate in practice that foreign applications would be processed and reviewed under the same conditions as any EC application without being subject to a verification of the conditions of reciprocity and equivalence, as the European Communities had already argued during the panel proceedings.  This would show for the record that the EC system was indeed the most advanced and probably the most robust system and was certainly equipped to handle non-EU GIs.

105. The representative of the United States said that the DSB's recommendations and rulings in the GI case were instructive in two senses.  First, they helped clarify Members' current TRIPS Agreement obligations with respect to GIs, particularly as concerned national treatment and the obligation to respect the rights of trademark owners.  Secondly, the recommendations and rulings called into question the need for or the wisdom of new disciplines with respect to GIs.  If even developed country Members with a long history of GI protection had difficulty implementing their current obligations, Members had to ask themselves about the consequences and risks of taking on additional obligations.  These recommendations and rulings further suggested that to the extent that there were problems with the protection of GIs, these problems might be the result not of insufficient disciplines, but of insufficient implementation of those disciplines.

106. The representative of Colombia thanked the European Communities for the reference to Colombian Coffee and said that the Colombian coffee producers had decided to request the registration of this GI in the European Communities on the basis of an assessment of this brand's prospects in the European market.  His delegation would be awaiting results and following the process carefully.

107. The representative of Australia said she had wanted to underline that the very advanced system of GI protection in the European Communities was not WTO consistent.  She said that the Colombian Coffee trademark was protected in Australia and was owned by the same Colombian authorities that had been referred to.

108. The Council took note of the statements made and agreed to revert to this matter at its next meeting.
H. Decision on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health
109. The Chairman informed delegations that, as had been agreed at the Council's open-ended informal meeting on 23 May, he had reported to the General Council, at its meeting on 26 May, that the preparation of an amendment to the TRIPS Agreement pursuant to paragraph 11 of the General Council decision on the "Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health" (hereinafter referred to as "the Decision") continued to be actively under consideration in the TRIPS Council.  However, more time was necessary before the Council was in a position to make a recommendation, and that the Council would revert to this matter at its present meeting.

110. He recalled that, at the open-ended consultation of 23 May, he had shared with delegations his assessment of the situation regarding the preparation of an amendment in the light of the consultations he had held.  At that time, there had not been a great deal of discussion about how to find a way forward and some delegations had indicated that they wished to reflect further before reacting.  Since then, he had continued his consultations in various formats on this matter.  However, they had not yielded any new thinking for him to share with delegations.  Some African delegations had referred to the Declaration adopted by the African Union Conference of Trade Ministers in Cairo the previous week, which called for "urgent attention" to be given to the amendment of the TRIPS Agreement to incorporate the Decision.  These delegations had expressed the hope that the Council could complete its work on the amendment before the summer break.

111. He had not detected any objection to his suggestion that he continue his consultations on this matter with a view to agreeing on a recommendation as soon as possible, having regard to the hope expressed by some delegations that this be done before the summer break.  He added that, however, he needed the active cooperation and flexibility of all delegations for this to be possible.

112. The representative of Canada said that his delegation had moved quickly to introduce domestic legislation implementing the Decision.  National legislation had come into force on 14 May 2005.  The delay between the adoption of the legislation and its coming into force had partly been due to the fact that accompanying regulations had had to be drafted, which had involved a public consultation process.  The implementation of the Decision in Canada had required amendments to both the Patent Act and the Food and Drugs Act, and to their corresponding regulations.  Although no consolidated versions of the amended Acts had been published yet, his delegation had decided to notify the amending legislation and regulations to the WTO in early June 2005.  He recalled that the Canadian legislation was based on the Decision and the accompanying Chairman's Statement and was limited to the export of products manufactured under a compulsory licence, in conformity with the Decision.  It thus had no application for the Canadian market.

113. He welcomed the fact that other exporter countries were working to amend their legislation and that some importer countries had started to review their legislation to make sure there were no barriers to the import of drugs under this regime.  This demonstrated that his delegation was not the only Member to consider that the Decision provided sufficient legal certainty to allow countries to modify their legislation and encouraged other Members to do so.  He considered that the amendment process should be a technical exercise reflecting the agreement WTO Members reached in August 2003 without re-opening or re-negotiating substantive issues.  The Decision was a tool that had allowed his delegation to establish a legal framework for the export of drugs, but it would not in itself provide medicines to those in need.  More efforts were needed at the practical level.

114. His delegation wanted to see the initiative work and was prepared to continue to work with other countries and to hold discussions with them to promote a better understanding of its regime.  His delegation stood ready to provide information to interested developing countries as to how to use the regime.  He restated that this legislation was only one part of a broader commitment to address public health and development issues.  It would compliment the work that his delegation was doing internationally to address those issues.

115. A second representative from Canada provided Members with a more detailed overview of his delegation's national regime which established two new forms of government authority.  The first was the authority to grant a licence to export a generic version of a patented product to a country suffering from public health problems that was unable to manufacture its own such products.  The second authority was to conduct the same health and safety review of these products as applied to products destined for domestic consumption.  He added that specific funding had been allocated to create a special expedited queue, so that these drugs were not subject to the same backlog as those subject to the domestic review process.

116. He noted that his Government had also either substantially reduced or waived most, if not all, of the user fees which would otherwise apply to both the patent office's review of the compulsory licence application and the health and safety review.  His delegation had made every effort to ensure that the application process was as simple and streamlined as possible, and to minimize the obligations imposed on countries wishing to avail themselves of the regime and import licensed products.  The only truly substantive act required of an importing country was to notify the WTO of its intention in this regard and to identify the name of the product, the quantity sought and to specify the patent status of the product in that country, either that there was no patent covering the product, or that there was a patent and the Government intended to grant a compulsory licence to import.  The generic pharmaceutical manufacturer, whose responsibility it was to apply for a compulsory licence, had to first seek a voluntary licence from the patent right holder, on reasonable terms and conditions, as required by Article 31(b) of the TRIPS Agreement.  Once a compulsory licence was granted, assuming the voluntary licence had been denied, the generic manufacturer had to pay royalties to the patentee.  The amount was calculated on the basis of the importing country's rank on the United Nations' human development index, and the monetary value of the supply contract.  Based on the countries that were currently eligible to import under his delegation's regime, such royalties could range from approximately 0.02 per cent to 3.6 per cent.

117. He noted that the regime contained a number of measures aimed at minimizing the potential for diversion of licensed products, including the requirement that all such products be distinctively marked and labelled, and in the case of solid or dosage forms such as capsules or tablets, distinctively coloured and imprinted with the simple "XCL".  Generic manufacturers holding compulsory licences to export would be required to establish a website disclosing the particulars of the licence and the drug.  They also had to provide an export notice to the patent office, the importing country and the patentee within 15 days of shipping each batch of a product to an eligible importing country.  The legislation also provided for the termination of a compulsory licence if the products were re-exported in a manner contrary to the Decision, or shipped to an unauthorized country other than in transit.

118. He informed Members that a compulsory licence granted under the regime was valid for a period of two years, renewable for two additional years if the original authorized quantity had not been shipped in full upon expiry of the initial two-year term.

119. In keeping with the Chairman's Statement not to use the Decision for commercial or industrial purposes, he indicated that the holder of a compulsory licence who charged more than 25 per cent of the price of a brand-named product in Canada was subject to a legal challenge at the instance of the patentee on the grounds that the licence had proved predominantly commercial as opposed to humanitarian in nature.  In the event that the patentee was successful in challenging the right of the licensee, various remedies would apply, including the delivery of stockpiled drugs to the country that was seeking to import them, and the payment of damages to the patentee.

120. He clarified that third parties, such as NGOs, could also purchase drugs under the regime, with the permission of the importing country.  Certain NGOs were already in advanced discussions with generic manufacturers in Canada for the purchase of a fixed-dose combination used to treat HIV/AIDS, which the Government was in the process of adding to the list of eligible drugs under the regime.

121. The representative of India said that India's Patent Act had been amended in April 2005 to further clarify its legislation to ensure that drugs made locally continued to be available at affordable prices to all citizens in India and other developing countries, particularly least-developed countries, in conformity with the Decision.  The recent amendments to the patent law and rules had been notified to the WTO and were available as documents IP/N/1/IND/D/2 to D/5.  He highlighted two changes in the law which were particularly relevant for the discussions on the TRIPS Agreement and public health.  First, the new Section 92(a) of the Patents Act enabled the manufacture for export of generic versions of patented pharmaceutical products to countries with no or insufficient manufacturing capacity, thus using the flexibility provided for in the Decision.  His delegation hoped that this provision would be useful for other developing countries, and in particular least-developed countries, as it imposed minimal requirements on the recipient countries.  Second, Section 90(1) of the Patents Act had been amended to clarify that products made under compulsory licences, granted predominantly for the supply of the domestic market, could also be exported.  Thus, while Section 92(a) incorporated the flexibilities provided in the Decision to manufacture specifically and only for export, the standard compulsory licences could also be used to satisfy export demands where those occurred next to domestic demands.

122. The representative of Korea said that his delegation remained committed to the amendment of the TRIPS Agreement reflecting the Decision.  He expressed disappointment that the target date of March 2005 had not been met and hoped that the process would be completed soon.  His delegation maintained the view that the amendment should be a technical exercise that neither re-opened the substance of the Decision nor changed the legal status of the Chairman's Statement. In particular, the voluntary commitment that the so- called "partial opt-out" Members, including Korea, had made, should not be turned into a legal obligation.

123. He noted that Korea remained committed to the goal of facilitating the supply of essential medicines to developing countries at affordable prices.  His Government was working hard to revise its national laws and regulations to implement the Decision and had just completed the revision of its patent law.  The revised patent law would make it possible to grant compulsory licences for the purpose of export to eligible Members, making it possible for the entire production to be exported, while also introducing safeguard measures as required by the Decision.  He informed Members that the revised patent law had been promulgated on 31 May 2005 and would enter into force on 1 December 2005.  The legislative process to implement the Decision had not yet been completed, as the Government was in the process of reviewing the relevant regulations to implement the revised patent law.  He hoped that the process would soon be completed and that the TRIPS Council could be duly notified of the details of the revision.

124. The representative of Rwanda, speaking on behalf of the African Group, thanked the Chairman for his efforts and also for reminding Members of the African Group's position, i.e. the need to amend the TRIPS Agreement in accordance with paragraph 11 of the Decision.  The amendment would allow the entire WTO membership to implement the Decision in relation to paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health as mandated by Ministers at the Doha Ministerial Conference.

125. He indicated that the African Union Ministers' meeting, held in Cairo from 5 to 9 June 2005, had called for an urgent solution.  For this matter, the African Group continued to actively engage in consultations, calling upon other partners to engage constructively by tabling their proposals on the amendment, which would facilitate finding common ground in a speedy manner.  He also encouraged the Chairman to pursue informal consultations with all interested Members with a view to finding an agreement on the amendment as soon as possible.

126. The representative of Norway recalled that her country had been the first one to have a fully operational system in place, as the Decision had already been implemented into its domestic legislation on 14 May 2004 and entered into force on 1 June 2004.  A detailed description of the system together with a copy of the legislation was set out in document IP/C/W/427.  The adopted set of regulations aimed at reflecting as closely as possible the content of the Decision.  It followed a tradition in the domestic legal system, where national provisions relating to the implementation of international public law had to be interpreted in light of the international public law provisions.

127. She believed that it was more important to get the amendment  right than rushing into changes to the TRIPS Agreement.  She reiterated her delegation's view that the transposition of the Decision into treaty language should be considered primarily as a technical exercise, that would not change the substance of the Decision itself.  Her delegation was not committed to any particular form that such an amendment should have.  She said that incorporation of the Decision into the Agreement by reference in a footnote would not prevent it from acquiring treaty status.  Alternatively,  the 30 August 2003 text could be annexed to the Agreement, or changes could be made to Article 31 of the Agreement.  Any combination of these two forms would also be acceptable to her delegation.

128. In her delegation's view, the Chairman's Statement should primarily be seen as an interpretative instrument.  Its inclusion in the Agreement would change and upgrade its legal status, in a way that had not been foreseen in August 2003.  It followed, therefore, that her delegation could only agree to the re-reading of the Statement at the time of the adoption of the amendment of the Agreement.

129. She said that the examples of Norway, Canada, and others showed that nothing barred Members from already implementing the Decision into national legislation at the present stage.  Due to different legal systems, there were differences in the domestic implementation.  She referred to the example of Canada which had chosen to also include the Chairman's statement in its legislation, whereas her country had chosen not to do so.  While her delegation supported the necessary time being taken to get the amendment right, it was equally important to underline that the Decision was fully operational and that nothing in the present process should prevent Members from taking the necessary measures to implement it.  Against this background, she expressed concern about the lack of results in the ongoing process which seemed to create uncertainty around the arrangements agreed upon in August 2003 after some very difficult negotiations.  Few Members had so far implemented the Decision.  Her delegation had the impression that many Members would await an agreement on the amendment to the TRIPS Agreement before making the necessary amendments to their national patent laws.  She, therefore, urged Members to agree on a solution.  Her delegation stood ready to support work towards a compromise solution.  She also indicated that, although her delegation had already put in place national implementing legislation, it would be ready to adapt that legislation if Members were to agree on another solution in the forthcoming discussion.

130. The representative of Uganda, supporting to the statement made by Rwanda on behalf of the African Group, referred to the call by the African Ministers to pay urgent attention to the amendment of the TRIPS Agreement to incorporate the Decision.  His delegation remained open and committed to engage constructively in the discussion aimed at a compromise ensuring a lasting solution to the problem of public health.  The submission of the African Group constituted a good basis for converting the Decision into an amendment of the Agreement.  He called upon all Members to table their proposals and to engage in a constructive debate.

131. He welcomed initiatives undertaken by certain Members to transpose the Decision into national legislation, thus ensuring that generic drugs could be exported to developing countries.  However, while the paragraph 6 mechanism would help, it would only solve part of the problem by making drugs available in poor countries, but it would not enable those countries to establish local manufacturing capacities.  There had been recent examples in his own country, where some drugs used in the treatment of HIV/AIDS could not be produced locally and had not been available for some time so that patients had died.  A lasting solution should aim at providing a predictable and stable supply of drugs.

132. The representative of the European Communities reaffirmed his delegation's full commitment to the amendment process and to the completion of the work as soon as possible.  His delegation had addressed this issue in an open and constructive manner and intended to continue working in the same spirit.  He confirmed that his delegation was still discussing the submission of a proposal for an amendment internally, setting out technically how to transpose the Decision into an amendment of the TRIPS Agreement.  This proposal would reflect his delegation's well-established position on this issue, according to which the process should be a technical exercise without any re-opening of discussions on substantive issues.  He expressed the hope that this proposal could be submitted in the very near future.

133. Providing an update on the ongoing work within the European Communities on draft legislation implementing the Decision, he said that the internal legislative process was making good progress.  The Council of the European Union and the European Parliament were seeking a rapid adoption of the proposed legislation.  He indicated that the European Parliament was expected to adopt its opinion in September 2005, which would make it possible to adopt the new legislation before the end of 2005.

134. The representative of Kenya welcomed the initiatives taken by some governments to accommodate the Decision in their domestic laws.  He also looked forward to receiving the European Communities' proposal in the very near future.  This would highlight the importance of the matter and should enable Members to complete the work on the amendment within a very short time.

135. He noted that, while the European Communities considered the transposition of the Decision into an amendment of the Agreement to be a technical exercise, they had been working for a long time on their proposal.  This indicated that the preparation of an amendment was not an easy task.

136. He reminded Members that the Decision constituted a temporary solution that would have to be converted into a permanent solution.  He reiterated that the ultimate aim of the exercise should be to ensure that countries overcame the problem of access to medicines by establishing local manufacturing capacities.  This should be borne in mind when amending the Agreement.

137. Considering the informal consultations as an important opportunity for delegations to clarify their positions in a more focused environment, the representative of the Philippines welcomed the reports made by other delegations on the measures taken to implement the Decision at the domestic level.  He also noted the point made by some delegations that the Decision was not just a temporary solution.  His delegation was, however, more sympathetic to the passionate pleas made by the countries at the forefront of the HIV/AIDS pandemic for a permanent and lasting solution.  This was only reasonable in a rules-based system like that of the WTO.

138. He believed that further consultations were appropriate and that Members should be encouraged to arrive at a mutually satisfactory resolution taking into account the spirit and intent of the Decision.  The African Group proposal remained an important basis for further discussions.  He urged delegations that had concerns with that proposal to submit their own proposals in order to move the discussions forward.

139. He reiterated his delegation's position that any amendment of the TRIPS Agreement pursuant to the Decision should be consistent with the humanitarian context in which it had been adopted, and should reflect the letter and spirit of the consensus.  The negotiations should preserve the flexibilities that developing countries had gained from the Decision, and should bear in mind fundamental concerns in this process.  His delegation had always been a keen participant in these negotiations, both in the drafting of the Declaration on the TRIPS Agreement and Public Health, and of the Decision.  It had committed itself to negotiate responsibly and constructively, yet constantly mindful of the objective of providing developing countries with the necessary policy space to implement trade-related aspects of national health programmes.

140. Associating himself with the coordinator of the African Group and earlier speakers from Africa, the representative of Mauritius thanked Members who had taken action at the national level to implement the Decision.  He welcomed the very important initiative of the Norwegian Government which had taken the first step a year ago to adopt domestic legislation in order to implement the Decision.  He encouraged Norway to take a leadership role and to work with the Chairman so that the process could be brought to a successful conclusion.  He urged Members who had expressed concerns about the African Group proposal, to submit their own proposals so that the various difficulties and differences could be clarified.  This would enable Members to see what could be done to achieve concrete results within the set deadline.

141. The representative of New Zealand said that her delegation considered this to be an extremely important issue and would support all efforts to find a permanent solution.  The exercise was and should remain technical in nature and the solution should be neutral in terms of effect on the substance of the Decision.  Hard work was required to avoid the unravelling of the Decision,  particularly given the growing number of Members that had already amended domestic legislation in accordance with the terms of the Decision.  Her delegation was prepared to be flexible and pragmatic about the precise form of the solution and encouraged a greater focus on the various technical options available rather than returning to the substance of the solution.  She looked forward to further proposals, including that foreshadowed by the European Communities.

142. The representative of Malaysia welcomed the African Group proposal to further the work on the amendment of the TRIPS Agreement in line with paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health.  She looked forward to a possible paper by the European Communities as this would lend momentum to the work on the amendment.  She noted that there were still a number of concerns regarding the content and the form of the amendment, as well as the treatment of the Chairman's Statement.  Her delegation encouraged the Chairman to continue his consultations to accelerate the process towards a solution implementing paragraph 6 of the Declaration.

143. The representative of the United States noted that the agreement reached on 30 August 2003 to implement paragraph 6 of the Doha Declaration on the TRIPS Agreement and  Public Health provided an important contribution, among other efforts, to address major public health crises faced by those most in need.  His delegation remained fully committed to reaching an agreement on the amendment expeditiously.  It was essential that this amendment preserve the entire agreement reached in August 2003. It therefore needed to include an express reference to both the Decision and the Chairman's Statement.

144. His delegation continued to believe that substantive issues should not be re-opened and the exercise be viewed as technical.  He recalled that this issue had been resolved by consensus among all Members in August 2003 after 20 months of considerable work by delegations.  He noted that his delegation sought only to preserve all aspects of the agreement reached in August 2003, including the legal relationship between the General Council text and the Chairman's Statement, and remained open to how this could be best and most expeditiously accomplished.

145. The representative of Switzerland re-confirmed the commitment of his delegation to the implementation of the Decision in the TRIPS Agreement and to the conclusion of this work as soon as possible.  He recalled that the waivers of obligations under the TRIPS Agreement were in place and fully operational, independently of any future TRIPS amendment.  There were no obstacles to the use of a compulsory licence, under the conditions of the Decision, for the exportation of pharmaceutical products under patent protection to developing countries and, in particular, least-developed countries with insufficient or no manufacturing capacity facing public health problems.

146. He referred to the growing number of Members (Canada, the European Communities, India, Korea, Norway and also Switzerland) which were revising, or had already revised and put in place, national laws in order to quickly and faithfully implement the Decision.  This provided sufficient evidence that the Decision provided the necessary legal certainty to implement permanent legislation at the national level, making it fully operational.  It was at the disposal of those Members who had to address a situation covered by the Decision.

147. In his delegation's view, the Council only needed to find a way of technically transposing the Decision into the TRIPS Agreement in the most expeditious and efficient manner.  He reiterated that it was vital for his delegation that the solution reflected the entirety of the substance of the consensus and the solution which had been found by the membership on 30 August 2003.  Thus, only a purely technical amendment would faithfully translate the consensus found, which had been achieved only after a very long and difficult negotiation process, representing a delicate balance of interests of Members.  He recalled that his delegation had already proposed the inclusion of the entirety of the 30 August 2003 consensus in an Annex to the Agreement.  However, other options could be looked at as long as they translated the entirety of the consensus into the Agreement.  For his delegation, the General Council Chairman's Statement made at the time of adoption of the Decision was part of the consensus found on 30 August 2003 and, therefore, also formed an integral part of the solution found on that day.  Without the Statement, there would have been no solution.  Therefore, it needed to be adequately reflected in the amendment.

148. With regard to other concerns of importance mentioned by some delegations in relation to the TRIPS Agreement and public health, he recalled the Declaration on the TRIPS Agreement and Public Health of November 2001 and the flexibilities provided by the TRIPS Agreement as mentioned in that Declaration.  He suggested that the Chairman continue informal consultations in bilateral or small group settings before resuming plenary discussions.

149. The representative of Brazil reaffirmed his delegation's commitment to this process and the importance for the membership to conclude this exercise as soon as possible.  He looked forward to continuing the discussions on the amendment to the TRIPS Agreement.  He reiterated that his delegation did not agree to the inclusion of the text of the Chairman's Statement into the amended Agreement as it was not a part of the Decision.  The proposals made by some  Members to this effect would be tantamount to an unwarranted upgrading of the legal status of the Chairman's Statement, which would not be acceptable for his delegation.  He also recalled that the African Group proposal remained a good and important basis for the ongoing discussions on the text of an amendment to the Agreement.

150. Highlighting his delegation's commitment to finalizing the work on the amendment to the TRIPS Agreement to give permanent effect to the solution reached in August 2003, the representative of Australia asked Members to bear in mind that agreement on this issue had been reached after hard work and a number of Members had already implemented that solution or were about to do so.  The waiver was in place and would remain there until the amendment was complete.  For his delegation, the key was to preserve this solution.  Neither the substance of the Decision nor the relationship between that Decision and the Chairman's Statement should be altered.

151. In his view, this was no longer a political issue, but a technical matter.  It was incumbent upon the TRIPS Council to solve it.  The Council had both the technical know-how and the willingness to make such a resolution possible.  He said that the process had got off to a good start, as certain relevant technical questions to be addressed by the Council had been sorted out.  He had no doubt that more questions could be added to this list as the discussions progressed.

152. As regards the elements of the Decision that would become redundant by the change in the legal form, he considered that the question should also be asked as to what was gained or lost by removing any particular element of the Decision.  In his view, as very little, if anything, would be gained, every effort should be made to preserve the Decision in its entirety.  This would imply that it was left to individual Members, in using or implementing the Decision, to determine for themselves which provisions remained relevant and which provisions were redundant.  Members who had already implemented the Decision had done this with some success.

153. He believed that it was generally accepted that the Decision would not have been reached without the Chairman's Statement.  The key for his delegation was to preserve that agreement and not to add to it or subtract from it in any way.

154. Concerning the question of whether the Chairman's Statement could be read out again at the time of the amendment, he noted the differing views and indicated that his delegation was still thinking about this, the key issue being whether or not this would sufficiently meet the need to faithfully preserve the 2003 agreement.  Several questions would arise in this context, for example, whether only the Chairman's Statement would be read or other statements be made, whether the Statement would have exactly the same legal standing as the Statement made in 2003, and what the status would be of reactions to the Statement that were different to reactions made to the Statement in 2003.

155. As regards the form of the amendment, he confirmed that it should be that which best served the solution to be adopted.  His delegation was flexible on this, but added that it was keen for the issue to move forward, and would like to be associated in any consultations.

156. In conclusion, the Chairman reiterated his suggestion to continue his consultations on the preparation of an amendment to the TRIPS Agreement pursuant to paragraph 11 of the Decision with a view to agreeing on a recommendation as soon as possible.

157. The Council so agreed.

I. Follow-up to the Second Annual Review under Paragraph 2 of the Decision on the Implementation of Article 66.2 of the TRIPS Agreement

158. The Chairman informed the Council that, pursuant to the second annual review of developed country Members' implementation of Article 66.2 that the Council had taken up at its meeting in December 2004, the European Communities had provided further information to supplement its earlier report.  This information concerned relevant activities of the European Investment Bank (IP/C/W/431/Add.3/Suppl.1).

159. Turning to the arrangements for the Council's third review under the decision on the "Implementation of Article 66.2 of the TRIPS Agreement", he recalled that paragraph 1 of the Decision provided that developed country Members should submit annually reports on actions taken or planned in pursuance of their commitments under Article 66.2.  To this end, they were obliged to provide new detailed reports every third year and, in the intervening years, provide updates to their most recent reports.  These reports had to be submitted prior to the last Council meeting scheduled for the year in question.  Paragraph 3 of the Decision determined the information that had to be provided in these reports.  The first set of detailed annual reports under the Decision had been presented to the Council's meeting in November 2003, and the first set of updates to the Council's meeting in December 2004.  Therefore, this year developed country Members were obliged to submit updates to these reports prior to the Council's end of year meeting, that had been scheduled for 25-26 October.  As was provided in paragraph 2 of the Decision, the Council shall review these updates at that meeting.

160. Accordingly, he suggested that developed country Members be requested to submit a second set of updates to the reports they had provided in 2003 on actions they had taken or planned in pursuance of their commitments under Article 66.2 by 30 September, i.e. about three weeks before the meeting, in order to allow their timely circulation and review at the Council's meeting in October.

161. The Council so agreed.
J. Technical Cooperation and Capacity Building
(i)
Annual Updates on Technical Cooperation Activities
162. The Chairman suggested that, in view of the Hong Kong Ministerial Conference in December, the Council hold its annual review of technical cooperation at its meeting scheduled for 25-26 October.  Accordingly, he suggested that the Council once more invite developed country Members to supply information on their activities pursuant to Article 67 of the TRIPS Agreement.  Other Members who also made available technical cooperation were encouraged to share information on these activities if they so wished.  He also suggested that the Council invite those intergovernmental organizations that had observer status in the TRIPS Council to provide information on their activities of relevance and that the WTO Secretariat might also be instructed to report on its activities.  Furthermore, he suggested that this information be made available by 30 September, about three weeks prior to the Council's next meeting, in order to allow its timely circulation before the meeting.
163. The Council agreed to proceed as suggested by the Chair.

(ii)
Joint Initiative
164. The Chairman recalled that, on 14 June 2001, the WIPO and WTO Secretariats had launched a Joint Initiative on Technical Cooperation for Least-Developed Countries.  Since then, the WTO Secretariat had kept the Council informed about the implementation of the Joint Initiative.

165. The representative of the WTO Secretariat said that, with regard to activities specifically directed towards least-developed countries, the Secretariat had continued to work with the authorities of the countries in question and WIPO with a view to organizing national seminars as requested by Lesotho and Chad.  In addition, the Secretariat had received a request for a national activity under the Technical Cooperation Plan from Mozambique which was sought to be carried out before the end of the year.

166. Regarding other activities that were not specifically addressed towards least-developed countries but might be of considerable interest to them, two of the regional workshops recently held by the Secretariat had taken place in Africa.  One had been held in Gabon in May for French-speaking African countries, and the other for English-speaking African countries would be held in Zambia in July.  Both these events had a focus on topical issues before the TRIPS Council, including the issue of TRIPS and public health.

167. The Secretariat was organizing a workshop on the TRIPS Agreement and public health to be held from 26 to 28 September 2005, the main objective of which was to support participants from developing countries with direct responsibilities for matters relating to the TRIPS Agreement and public health in the use of the paragraph 6 mechanism.  Invitations had been sent out to developing country and economy in transition Members to nominate candidates for this workshop.  The closing date for such nominations was 30 June 2005.
168. The Council took note of the information provided.
K. Request from Maldives for an Extension of the Transition Period under Article 66.1 of the TRIPS Agreement
169. The Chairman recalled that, in August 2004, the Maldives had submitted a request for an extension of its transition period under Article 66.1 of the TRIPS Agreement for a further five years (IP/C/W/425).  This document set out in an annex the motivation of the request, as called for by Article 66.1.  He recalled that the CTD had at the same time discussed issues relating to the Maldives' graduation from its status as a least-developed country.  As the Council had been informed at its March meeting, the United Nations' General Assembly had adopted a decision on 20 December 2004 concerning the Maldives' graduation, the effect of which was that the Maldives would retain its LDC status until 20 December 2007.  Since the UN had taken that decision, the Maldives had informed the CTD that it wanted the UN to re-examine its position concerning this recent decision to graduate the Maldives from LDC status because of the devastating effects of the December tsunami on its economy (WT/COMTD/52).

170. As concerned the specific request that the Maldives had submitted to the TRIPS Council, the Government of Maldives had recently clarified that its request for an extension of the TRIPS transition period was intended to be independent of any consideration with regard to the issue of its graduation form the UN's list of least-developed countries, and that the request was based solely on Article 66.1.  In the light of this clarification provided by the Maldives and discussions between the Secretariat and a representative of the Maldives, the Chairman said that it was his understanding that the Maldives was requesting an extension of its TRIPS transition period under Article 66.1 for the remainder of the period that, under the present UN Decision, it remained on the list of LDC countries, that is for the period of 1 January 2006 to 20 December 2007.

171. The Chairman said that in his consultations with Members he had received positive reactions to the question of whether Members would be ready to agree to extend the Maldives' transition period under Article 66.1 until 20 December 2007 at the present meeting.  Although some delegations had said that the request provided fairly limited information to support the request, they could consider the Council granting the extension on that basis, given the exceptional circumstances in the Maldives that were known to all delegations, namely the devastating effects of the December tsunami on its economy.  The point had also been made that any decision on this matter should be without prejudice to how the Council would handle any future requests for an extension.

172. In the light of this positive reaction and to facilitate the Council's consideration of the request, the Secretariat had made available a draft decision on this matter the previous day.  Since then, some delegations had suggested the inclusion of an additional provision in the preamble along the following lines:

"Recognizing the exceptional circumstances faced by the Maldives and that this Decision is without prejudice to future decisions of the Council for TRIPS under Article 66.1."

The Chairman proposed that the Council adopt the draft decision with this additional preambular provision.

173. The Council so agreed.

L. Non-Violation and Situation Complaints
174. The Chairman recalled that the General Council decision of 1 August 2004 on the Doha Work Programme provided, under the title "Other elements of the Work Programme", that the moratorium on non-violation and situation complaints covered by paragraph 11.1 of the Doha Ministerial Decision on Implementation-Related Issues and Concerns was extended up to the Sixth Ministerial Conference.  This matter had been on the agenda of the Council's last two meetings, at which it had discussed the matter on the basis of, inter alia, an updated Secretariat summary note on the points raised in the Council's substantive discussion of this matter so far (IP/C/W/349/Rev.1).

175. The representative of Peru recalled that a few years ago his delegation, together with other developing countries, had presented document IP/C/W/385, proposing that the TRIPS Council recommend to the Fifth Ministerial Conference of the WTO in Cancún to determine that paragraphs 1(b) and 1(c) of Article 23 of GATT 1994 were not applicable to the TRIPS Agreement.  This document was supported by virtually all delegations and it contained all the arguments necessary to justify that position.  In view of the importance of the issue, he called upon the Council to adopt a definite decision in Hong Kong in order to fulfil the Doha mandate.  It was his delegation's view that the application of non-violation and situation complaints was neither necessary nor desirable or even possible in the context of the TRIPS Agreement.

176. The representative of Canada said that his delegation had been repeating its position on this issue since near the end of the Uruguay Round, namely that non-violation and nullification/impairment should not apply in the context of the TRIPS Agreement.  His delegation supported the suggestion by Peru that a definitive decision be taken at Hong Kong.
177. The representative of Argentina said that his delegation, as a co-sponsor of document IP/C/W/385, shared the view of Peru and Canada and hoped that the Sixth Ministerial Conference would enable Members to broker a definitive solution.

178. The representative of Malaysia said that, like the other delegations that had spoken before, her delegation had made its position clear on this issue and supported the suggestion by the delegation of Peru.  She hoped that Members would be able to take a position regarding the applicability of the non‑violation and situation complaints to the TRIPS Agreement and close the discussion of this issue at the Sixth Ministerial Conference.
179. The representative of the United States said that his delegation continued to consider that non-violation complaints were fully appropriate in the TRIPS context and expected the moratorium to expire at the Sixth Ministerial Conference.  In response to comments that had been made at the last meeting of the Council, he said that the application of non-violation complaints to the TRIPS Agreement would not and did not upset the balance of rights and obligations in the TRIPS Agreement.

180. It was the objective of non-violation complaints to discourage actions that evade obligations without directly violating them and no clear reason had been provided as to why the TRIPS Agreement should not benefit from this objective.  The United States remained willing to discuss how the non-violation remedy applied to the TRIPS Agreement.  Specifically, Article 26 of the Dispute Settlement Understanding was helpful and important guidance for Members concerning non-violation disputes under TRIPS and his delegation would be interested in focusing future discussions on this issue.

181. The representative of Brazil said that his delegation associated itself with the statement made by Peru and hoped that the issue could be resolved at Hong Kong as proposed in document IP/C/W/385 in September 2002, which had been co-sponsored by Brazil.

182. The representative of India said that, as a co-sponsor of IP/C/W/385, India fully supported the course of action proposed by Peru.
183. The representative of Bolivia said that his delegation supported the previous speakers who had proposed that a definitive decision be taken at the next Ministerial Conference in Hong Kong that non-violation complaints were not applicable under the TRIPS Agreement.
184. The representative of Japan said that his delegation believed it was worth continuing to study and discuss the scope and modalities of non-violation complaints in the TRIPS Council in order to ensure the predictability of their application.
185. The representative of the Philippines said that his delegation shared the view of those delegations who had called for the closure of the issue of applicability of non-violation complaints under the TRIPS Agreement.

186. The representative of Cuba said that his delegation, as a co-sponsor of the proposal by Peru, hoped that the Ministerial Conference would find a solution to this issue.

187. The representative of Egypt said that her delegation supported the recommendation and course of action suggested by Peru.

188. The representative of the European Communities said that his delegation agreed with most other speakers that non-violation and situation complaints were not applicable in the TRIPS context.

189. The Council took note of the statements made and agreed to revert to this matter at its next meeting.
M. Special and Differential Treatment Proposals Referred to the Council
190. The Chairman recalled that, in its Decision on the Doha Work Programme of 1 August 2004, the General Council had recalled Ministers' decision in Doha to review all special and differential treatment provisions with a view to strengthening them and making them more precise, effective and operational, and had recognized the progress that had been made so far.  Regarding all those WTO bodies to which proposals in Category II had been referred, the General Council had instructed them to expeditiously complete the consideration of these proposals and report to the General Council, with clear recommendations for a decision, as soon as possible and no later than July 2005.  Therefore, the Council needed to decide, at the present meeting, on the report that it had been called upon to make to the General Council, including on any recommendation for a decision.

191. This matter had been on the agenda of the Council meetings in December and March.  At the December meeting, the Council had had before it an informal Secretariat note summarizing the Council's work so far on the Category II proposals on special and differential treatment referred to it (JOB(04)/164).  He said that his understanding was that the situation, as reflected in that summary note, remained unchanged.

192. He further recalled that agreement had been reached in 2003 amongst participants on the second part of one of the proposals, concerning exclusive marketing rights.  His predecessor had, therefore, forwarded the agreed text to the Chair of the General Council, by means of a letter dated 21 August 2003, for appropriate action.  This text had subsequently been included in the Draft Cancún Ministerial Text, but had not formally been adopted as there had been no substantive outcome to that meeting.  As regarded the other proposals, no delegation had taken them up since then, including in the Council's past two formal meetings.

193. In the light of the consultations he had held on this matter, the Chairman suggested that the Council authorize him to report to the General Council to the effect that the TRIPS Council recommends that the General Council take appropriate action concerning the text that had been forwarded to it by the TRIPS Chair by means of the letter dated 21 August 2003.  In addition, he would provide a brief factual report on what had happened with regard to the other proposals.

194. The Council so agreed.

N. Enforcement of Intellectual Property Rights – Communication from the European Communities
195. The Chairman recalled that the European Communities had informed the Council at its last meeting that it was planning to submit a communication on the issue of enforcement of intellectual property rights and wished to have the issue on the agenda of the present meeting.  Furthermore, on 20 May 2005 it had sent a written request to the Secretariat that the item be placed on the agenda of the present meeting.  The communication from the European Communities on "Enforcement of Intellectual Property Rights" had now been circulated in document IP/C/W/448.

196. Introducing document IP/C/W/448, the representative of the European Communities said that, since the adoption of the TRIPS Agreement in 1994 and its entry into force, noteworthy progress had been achieved worldwide on the protection of intellectual property rights (IPRs).  Intellectual property systems had been set up or improved in accordance with international standards in a number of countries, where different types of rights were now protected by law.  The European Communities, thus, acknowledged that most WTO Members had, in general, implemented or were in the process of implementing the TRIPS Agreement, including its provisions related to enforcement of intellectual property rights.  However, in parallel with this global improvement of the legislative and regulatory standards, the volume and value of IPR violations, namely in the form of counterfeiting and piracy, had increased dramatically over the last years, to the point where it had taken on industrial proportions and now represented a considerable share of the global economy.  Confronted with this apparent contradiction between the introduction of the first comprehensive, multilateral set of rules for IP enforcement and the deterioration of the levels of piracy and counterfeiting, the European Communities wished the TRIPS Council to carefully examine compliance of Members with the TRIPS enforcement provisions, pursuant to Article 68 of the TRIPS Agreement.

197. All Members should be concerned with this issue because, first of all, counterfeiting and piracy affected legitimate right holders and rights that had been acknowledged by all Members.   It created losses of sales, reputation and jobs and ultimately put at stake the viability of the most creative, innovative and quality-driven companies and economy actors.  But more importantly than that, potentially dangerous counterfeit goods threatened consumers' or users' health and safety.  Even though EU customs controls on transit goods enabled the interception of some of these dangerous products, consumers in the poorest countries were particularly exposed to their sales.  Dramatic cases were reported by the World Health Organization (WHO) and the European Communities had witnessed an increase of 70 per cent of seizures of infringing goods relating to foodstuffs and drinks.  No country could afford the circulation of dangerous goods like these in their territory.  The seizures of products like mineral water containers, ageing products or pharmaceuticals illustrated the scale of the problem and should be an indicator that more attention needed to be paid to this issue.  
198. A further reason why every country, rich or poor, more or less industrialized, should be concerned, had to do with the undeniable role that was played by organized crime networks in the spread of piracy and counterfeiting.  No country could afford to leave an entire sector of its economy in the hands of criminal organizations, allowing part of its industrial and commercial resources to become a "parallel economy".  However, until such activity would no longer be seen as a low risk/high profit type of crime, it would continue to spread.  It was, therefore, also a question of public order, security and good governance to fight against counterfeiting and piracy.

199. He said that effective enforcement of IPRs was also essential to attract foreign investment, transfer of technology and know-how, as well as to protect local right holders in developing countries.  It was also an indicator of good governance, international credibility, of respect of the rule of law and of bilateral and multilateral commitments.  Last, but not least, it would encourage more domestic authors, inventors and investors and would contribute to the development of these countries.

200. His delegation considered the TRIPS Council to be the right place to address this problem for the following reasons.  While it was true that counterfeiting, as an underground activity sometimes led by well organized groups, was difficult to eradicate, the theft of this kind of property was made attractive by the relatively low risk it involved – the risk of being caught, jailed or fined – compared to expected profits from it.  The present scope of the problem was, thus, a sign that the level of execution and the results of the implementation of the IPR enforcement measures prescribed by the Agreement could be questioned and had to be improved.

201. Unquestionably, the Agreement established the freedom of each Member to determine the appropriate method of implementing its provisions.  However, ultimately such implementation had to allow the adequate prosecution of the objectives of the Agreement, namely those stated in Article 41.1, "Members...shall permit effective action against any act of infringement of intellectual property rights covered by this Agreement, including expeditious remedies to prevent infringements and remedies which constitute a deterrent to further infringements…".  Hence, Members had an obligation to take account of the present situation and find ways to combat and reduce it.  Considering that, pursuant to Article 68 of the Agreement, the Council was to "monitor the operation of this Agreement and, in particular, Members' compliance with their obligations hereunder…", his delegation submitted that deficient enforcement of IPRs was an issue that it was appropriate to address in the Council in the coming months and years.

202. While being complementary to work that was being done in other forums like WIPO, the TRIPS Council was the most appropriate forum for a discussion of this issue.  The aim of the TRIPS exercise would be to understand where the main problems, difficulties and shortcomings laid by examining the implementation of TRIPS provisions on enforcement in detail, and to make recommendations on ways to improve the situation, for instance by laying down benchmarks to evaluate the progress made by national administrations towards a higher level of IP enforcement, suggesting best practices, etc., to ensure a full implementation of TRIPS obligations in this field.

203. Such an in-depth examination of the situation would also allow to better target technical assistance in the IP field.  The European Communities was an important contributor to IP-related technical assistance worldwide and had, in particular, a number of programmes exclusively focused on IP, and some very fruitful cooperation with a number of WTO Members.  It was certainly possible to improve coordination with other providers, to focus it more carefully and to take into account the demands and requests of the recipient countries and other partners in the technical cooperation programmes.
204. His delegation's main concern was that the current standard of the TRIPS Agreement would be fully implemented, as that would already improve the situation.  However, even more could be done and the EC paper provided some examples on how to improve the situation, e.g. procedures available to preserve evidence, methods used to calculate evidence, sanctions available at the civil and criminal level, rights of information, the use of provisional and protective measures, as well as customs measures and their availability in cases of export and transit.  While these were merely suggestions to be discussed, the main focus of the paper was to assess the implementation of the instruments that were in place.

205. He said that his delegation would like to take into consideration reactions from other Members when making further proposals on how this issue should be discussed in the future.  His delegation was already working on finalizing concrete proposals and suggestions which it intended to present before the next TRIPS Council meeting.

206. The representative of Argentina said that the concerns about piracy and counterfeiting were shared by all Members.  He noted that the European Communities had recognized the substantial progress that had been made across the world in protecting intellectual property and that the vast majority of Members had implemented provisions on enforcement.  Nevertheless, in a brief analysis on page 2 of its paper, the European Communities had voiced a concern over an increase in infringement cases and cited a series of cases which touched upon areas of responsibility of other international organizations and customs authorities, for example, cases of smuggling, transport of hazardous materials and pharmaceutical smuggling.  It should be remembered that a series of conventions governed, for example, the transport of dangerous and hazardous materials and that the World Health Organization was competent in the area of pharmaceutical smuggling.  The issues raised by the European Communities were, therefore, not questions that could be solved in the TRIPS Council, but were of relevance to various bodies and organizations such as the World Customs Organization, which had an interest in such issues.

207. He said that the EC interpretation, that Article 68 mandated the Council to focus on certain suggestions and initiatives which the European Communities had listed in paragraphs 23-27 of its paper, would give the supervisory task mentioned in Article 68 a very broad remit.  His delegation did not share such an interpretation of Article 68 as a "policing power" of the TRIPS Council and considered that the EC suggestion, that the Council recommend, for example, benchmarks for assessment purposes, went beyond the competence of the Council.  It was his delegation's view that the EC proposals in this context were, therefore, not appropriate and that the Council's already heavy agenda under this Round should not be further burdened by an issue that did not necessarily belong in this forum.

208. The representative of Brazil, while agreeing that the issue of enforcement of IPRs and combating piracy was an important issue, said that he had several reservations of a legal, procedural and conceptual nature with respect to the EC document and its proposals for work in the TRIPS Council.  He agreed with the delegation of Argentina that the EC proposals went beyond the competence of the TRIPS Council.  His delegation was aware that Article 68 mandated the Council to monitor the operation of the Agreement and afforded Members the opportunity to consult on matters related to trade-related aspects of intellectual property.  However, it was his delegation's understanding that this monitoring role was already being performed through the procedures set forth in Article 63.1 and 63.2 of the Agreement, which were currently dealt with under items A and B of the Council's agenda and there was therefore no need for further activities of the Council relating to the implementation of TRIPS enforcement provisions.

209. His delegation was particularly concerned that the Council's activities proposed by the European Communities, namely a detailed examination of Members' perceived shortcomings in implementing TRIPS enforcement provisions, the laying down of benchmarks for Members to comply with, as well as the elaboration of best practices, would entail the establishment of a new prescriptive and de facto norm-setting role for the Council.  This would narrow the flexibilities which Members currently enjoyed under Article 1.1 of the Agreement to determine themselves how best to implement their obligations at the national level and could, therefore, not be justified by Article 68 of the Agreement.  It was his delegation's view that Article 68 should not be invoked to establish new "TRIPS-plus" obligations for Members in this or any other area.

210. While acknowledging the efforts made and the legitimacy of the concerns expressed by the European Communities, his delegation suggested that the Council decline to discuss this issue and that the proposed new agenda item would not be included in the agendas of future Council meetings, because the Council's agenda was already occupied with the current Doha Round and should not be burdened with this potentially divisive issue.  His delegation encouraged the European Communities to address its concerns to the WIPO Advisory Committee on Enforcement which, as the EC document pointed out, had a mandate for the exchange of information, awareness raising and coordination of technical assistance programmes and should therefore be well equipped to address the issue.

211. The representative of Australia agreed that enforcement was an important issue and pointed out that, as discussions on the topic were also being held in other forums, it was important that any discussions that would be held in the TRIPS Council would be conducted in a focused way that would be useful to the Council and all its Members.  As a preliminary remark, he said that his delegation did not object to discussions focusing on how to address problems, shortcomings and difficulties with the current enforcement situation.  Commenting on paragraph 26 of the EC document, where the availability of customs measures for export and transit had been listed as an issue for special attention in the proposed discussions, he said that his delegation was interested to know whether the European Communities was implying a need to strengthen or extend the legal provisions in this regard.

212. With regard to the mention of the establishment of benchmarks in paragraph 24, his delegation asked the European Communities to elaborate further on their potential nature, as it had to be recognized that effective border control always required adequate resources.  Concerning the important issue of technical assistance and cooperation, he highlighted the fact that Australia was actively providing assistance relating to enforcement in its region, cooperating with the WHO in the Western Pacific on putting in place programmes to strengthen pharmaceutical systems against corruption and to improve national capacities to detect and eliminate counterfeit medicines in the Mekong basin area.  Any discussion on this issue would need to take into account that a number of Members were already active in enforcement on the bilateral, regional and multilateral levels.  He said that his delegation was open to further discussion on this topic in the TRIPS Council and might offer further comments on the EC paper at a later stage.

213. The representative of Mexico said that his delegation agreed with the European approach and that he would make further comments after a detailed analysis of the paper.

214. The representative of Canada welcomed the EC paper as a useful basis for discussion and said that his delegation considered an in-depth examination and exchange of views to be beneficial.  Canada believed that effective enforcement of IPRs was an important issue not just with regard to the economic questions, but also as it related to public health and safety as well as organized crime.  Ongoing discussions on IP enforcement in other forums such as WIPO, APEC and the OECD should be taken into account when discussing the TRIPS Council's role in this area, and his delegation was interested in the EC views in this context.  Furthermore, his delegation was interested in more details on the specific type of work that was being proposed, what would be the basis for the TRIPS examination and recommendations, and what was the intended scope and impact.  His delegation was looking forward to further discussions on this topic and would provide more comments after further analysis of the EC document.

215. The representative of Cuba said that the issue of enforcement was not new and was already being discussed in WIPO. The issue of biopiracy, that was of particular concern to developing countries, was being discussed in the TRIPS Council and no agreed solution had been found.  This situation continued to be beneficial to large international companies with a capacity to exploit the existing intellectual property system that benefited intellectual property right holders.  There was no empirical evidence to support the much-used argument that an effective intellectual property regime and, as part of it, effective enforcement, was essential in order to attract foreign investment and the transfer of technology and know-how.  In reality, such decisions depended on other factors which aimed at maximizing gains from intellectual property by limiting access to new knowledge and technology, which were not only the result of development, but also a prerequisite for it.  These contrived arguments had led to the strengthening of the multilateral intellectual property regime and resulted in more intellectual property rights for foreign right holders in developing countries.

216. This system was distorted and unbalanced, ineffectual in preventing the undeserved granting of rights, too complex to access for companies from developing countries, and yet the system had to be overseen by the governments of developing countries in exchange for very few benefits.  At the same time, governments of developed countries claimed to be unable to ensure that right holders, usually multinational companies, fulfilled their part of the bargain, so that developing countries were now administering a system of essentially unilateral obligations.

217. While her delegation was in favour of combating piracy and counterfeiting, it remained yet to be seen how the TRIPS Agreement, in its present form, contributed to the development of, and how it could benefit, underprivileged societies by favouring collective rights over the individual rights of private companies.  The rights to a livelihood and development, supreme and majority rights were just as important as the minority rights of intellectual property owners.  As representatives of national authorities, delegations could not negotiate in the interests of private profit but had to also address public policy.  For that reason, her delegation believed that it would be inappropriate to begin an exercise that would further increase the rights of right holders who already enjoyed privileges, while there were still important obligations to fulfil and right holders' contributions to be made with regard to the objectives of the TRIPS Agreement.

218. The representative of Korea welcomed the EC submission and agreed that enforcement was an important pillar of IP regimes.  Over the last decade, many Members had made great efforts to eradicate counterfeiting and piracy but they remained a cause for great concern, which deserved Members' collective consideration.  He noted that the fight against piracy was not only a question of laws and regulations and the will to enforce them, but also required a huge amount of human, financial and technical resources as well as close coordination between relevant government agencies and the business communities.  These were not always readily available in all Members.

219. It was also important to note that a large number of other factors were involved in the working of an IPR regime, including the structure of the legal systems of the countries concerned, business practices, cultural traditions and public awareness.  Therefore, his delegation believed that no one-size-fits-all approach existed, but that the fight against counterfeiting and piracy required a long-term holistic approach that took into account the unique situation and resource constraints of each country.  In this context, his delegation was looking forward to further deliberations on this issue.

220. The representative of the United States welcomed the EC submission and agreed that the expansion of piracy and counterfeiting facing WTO Members was a global problem that all Members should be concerned with.  The rising level of intellectual property infringements, despite improving regulatory standards of protection, showed that legislative and regulatory frameworks were of little value if not supported by proper enforcement measures.  He said that, in order to stem the global rise in piracy, focus needed to be placed on enforcement of intellectual property rights and that his delegation was open to such discussions and would provide further comments on the EC paper at the next meeting.

221. The representative of Switzerland welcomed the EC submission and agreed that the dramatic surge of infringing goods, despite the TRIPS obligations to afford adequate and effective protection, highlighted that the issue of enforcement was of crucial importance to all Members.  Counterfeiting and piracy undermined the interests of all right holders, whether they were multinational companies or artisan manufacturers.  As the TRIPS Agreement, in particular, recognized that enforcement was at the heart of any functioning IP system, the TRIPS Council was the right place to discuss the issue.  His delegation supported putting the item on the agenda of the next meeting for an in-depth examination and an exchange of views that should be well-focused and organized.

222. The representative of the Philippines shared the concerns of the European Communities and other Members concerning the social and economic costs of counterfeiting and piracy.  While noting the mandate of the Council in Article 68 of the TRIPS Agreement, he shared the concerns of Argentina and Brazil of not overstretching the scope of this mandate.  He noted that it remained unclear which mechanisms the European Communities was envisaging in its proposal, but his delegation anticipated a number of serious concerns with the proposals so far.  Firstly, the question of the competence of the Council to deal with the issues identified in the proposal was very relevant.  Secondly, if country-specific discussions on implementation review were being envisaged, which criteria would be used to determine which countries were to be examined and in which order?  There was also a need to put in place safeguards against the deterioration of the process into an unmitigated procedure with serious implications for domestic law and policy, having regard to Article 1.1 of the TRIPS Agreement.  Thirdly, in case an agreement was reached on a review or monitoring procedure, would there be sufficient safeguards in place against an asymmetrical application of the procedures to the different categories identified by the European Communities, i.e. source countries, transit countries and target countries, bearing in mind the possible configuration of these types of countries?  His delegation was looking forward to further clarification from the European Communities on these issues.

223. The representative of Japan, welcoming the EC submission, said that enforcement was an important issue and that his delegation would make more comments on the document at the Council's next meeting.

224. The representative of Chinese Taipei said that the problem of counterfeiting deserved the attention of all WTO Members.  Technological developments had made the Internet a breeding ground for infringements and his Government had learned form experience that a comprehensive legal framework was needed to provide adequate protection to right holders.  His delegation was open to discussion and was looking forward to more detailed explanations from the European Communities on this important matter.

225. The representative of Malaysia said that his delegation shared the general concerns regarding increased levels of counterfeiting and was engaged in improving its enforcement procedures under the TRIPS obligations.  However, he was of the view that the difficulties encountered were less due to a lack of rules or guidelines, but due to a lack of resources and implementation capacity.  What was needed, therefore, was not the creation of new rules and benchmarks but the improvement of capacity and resources of countries in need of strengthening their enforcement infrastructures.  As such, technical assistance might not be within the competence of the WTO and, as other organizations such as WIPO, WCO and OECD were already working on the issue, he suggested that Members work actively in these Organizations and provide them with the resources needed to help countries improve their enforcement capacity.

226. The representative of India noted that counterfeiting and piracy were not new phenomena.  While they deserved condemnation and necessitated countermeasures, these measures should be taken at the national level.  As had been pointed out by Argentina and Brazil, there was little to discuss at the level of the TRIPS Council in this regard.  Given the transition periods under the Agreement, some obligations were only beginning to be implemented or would only be implemented in the future.  It was, therefore, premature to start any regular review of enforcement and, in view of the much more urgent issues on the agenda, the Council should not even begin to consider whether the tasks proposed by the European Communities were within its competence or not.

227. The representative of Bolivia said that enforcement was a concern shared by all Members, with particular emphasis on biopiracy in the case of Bolivia.  Joining the WTO and the TRIPS Agreement had been a significant step for Bolivia who, like most developing countries, belonged only to a small number of intellectual property agreements.  Therefore, countries like Bolivia would need more time to reflect before they could discuss enforcement matters, be it in this or other forums, in the manner proposed or in other ways to be decided upon.

228. The representative of Venezuela said that his delegation supported the statements made by Argentina, Brazil and India in considering that enforcement was not a relevant matter to be dealt with by the Council.

229. The representative of Peru, while agreeing with the general concerns about piracy, shared the concerns raised by some other Members with regard to the appropriateness of the Council as a forum for discussing these issues.  Peru was trying to combat piracy and establish a culture for the defence of intellectual property in order to strengthen the markets and protect assets so that investment by foreign companies would be attracted.  Over a year ago, a new law had been passed to combat piracy which had increased the level of criminal punishment and other sanctions for the infringement of intellectual property.  A unit combating customs crimes in which various sectors participated had been established and the national institute for the defence of competition and intellectual property was making strong efforts to promote intellectual property rights.

230. It was his delegation's view that this effort by Peru and other countries to protect and promote intellectual property rights of legitimate right owners should be accompanied by a similar effort by all countries in the struggle against biopiracy, which caused incalculable damage and where there had been no similar response from developed countries.  These issues should be balanced and one could not demand commitments from others if one was not prepared to make such commitments oneself.

231. The representative of the European Communities thanked Members for their comments and welcomed the agreement among Members that counterfeiting and piracy constituted a problem.  It was very clear that the TRIPS Council was the appropriate forum to address this issue at the multilateral level and that it had a role in seeking solutions to the problems identified, since it was at the WTO that the issue of IPR enforcement had started to be discussed.  With regard to delegations' concerns about a reinforcement of enforcement provisions, he emphasized that this was not the focus of their paper and that most Members would be happy with an effective implementation of the current provisions.  TRIPS-plus aspects, like customs controls for exports or goods in transit, had only been listed in the paper because there was a critical mass of countries that already had such provisions in their laws and a discussion on their benefits could be of interest.  It had not been the intention of his delegation to propose the rewriting of Chapter 3 of the TRIPS Agreement.  He said that his delegation would reply to other comments at subsequent occasions.

232. The Council took note of the statements made and agreed to revert to the matter at its next meeting.
O. Information on Relevant Developments Elsewhere in the WTO
233. The Chairman informed the Council that, at its meeting on 20 April 2005, the Dispute Settlement Body had adopted panel reports on European Communities – Protection of Trademarks and Geographical Indications for Agricultural Products and Foodstuffs, complaints by the United States and Australia (IP/D/19/Add.2 and IP/D/25/Add.1).
P. Observer Status for International Intergovernmental Organizations
234. The Chairman informed Members that, since its last meeting, the Council had received a request for observer status in the Council for TRIPS from the African, Caribbean and Pacific Group of States (ACP Group).  The letter from the ACP Group together with its attachments had been faxed to Members on 27 May.  An updated list of the now 17 pending requests for observer status in the TRIPS Council by other intergovernmental organizations had been circulated in document IP/C/W/52/Rev.11.

235. He recalled that the Council had discussed these pending requests at its previous meetings, but had not been able to reach consensus on any of them.  The consultations he had held prior to this meeting on whether Members could agree on the new request by the ACP Group or whether there had been any developments in their thinking concerning the earlier pending requests had revealed that the situation remained that the Council would not be able to reach consensus on any of the pending requests at this point.  Therefore, he suggested that the Council agree to revert to the matter at its next meeting.

236. The Council so agreed.
Q. Other Business
237. The Chairman reminded the Council of certain reviews that would be on the agenda of its next meeting scheduled for 25 and 26 October.  The Council would hold the second annual review under paragraph 8 of the Decision on the Implementation of Paragraph 6 of the Doha Declaration on TRIPS and Public Health and to report on its operation to the General Council.  Secondly, it would take up its third annual review pursuant to paragraph 2 of the Decision on the "Implementation of Article 66.2 of the TRIPS Agreement".  Thirdly, it would take up its annual review of technical cooperation.  Finally, it would have on its agenda the fourth transitional review under Section 18 of the Protocol of the Accession of the People's Republic of China.
__________

� The decision on "Maldives – Extension of the Transition Period under Article 66.1 of the TRIPS Agreement" was subsequently circulated in document IP/C/35.


� The report to the General Council by the Chair on "Special and Differential Treatment Proposals Referred to the TRIPS Council" was subsequently circulated in document IP/C/36.






