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INTRODUCTION

1.
The Standing Committee on the Law of Patents (“the Committee” or “the SCP”) held its nineteenth session in Geneva from February 25 to 28, 2013.

 AUTONUM  
The following States members of WIPO and/or the Paris Union were represented:  Algeria, Argentina, Australia, Bangladesh, Belarus, Belgium, Benin, Botswana, Brazil, Burkina Faso, Burundi, Canada, Chile, China, Colombia, Congo, Costa Rica, Côte d’Ivoire, Czech Republic, Denmark, Dominican Republic, Egypt, El Salvador, Estonia, Ethiopia, Finland, France, Germany, Ghana, Greece, Honduras, Hungary, India, Indonesia, Iran (Islamic Republic of), Ireland, Italy, Japan, Jordan, Libya, Lithuania, Luxembourg, Madagascar, Malaysia, Mali, Mexico, Montenegro, Morocco, Myanmar, Namibia, Nepal, Netherlands, Nigeria, Norway, Pakistan, Panama, Philippines, Poland, Portugal, Republic of Korea, Republic of Moldova, Romania, Russian Federation, Senegal, Serbia, Singapore, Slovenia, South Africa, Spain, Sri Lanka, Sweden, Switzerland, Tajikistan, The former Yugoslav Republic of Macedonia, Trinidad and Tobago, Tunisia, Turkey, Ukraine, United Kingdom, United States of America, Uganda, Venezuela (Bolivarian Republic of), Viet Nam, Zambia and Zimbabwe (85).  

 AUTONUM  
Representatives of the African Intellectual Property Organization (OAPI), the African Union (AU), the Eurasian Patent Office (EAPO), the European Patent Office (EPO), the European Union (EU), South Centre (SC), the World Health Organization (WHO) and the World Trade Organization (WTO) took part in the meeting in an observer capacity (8).  

4.
Representatives of the following non‑governmental organizations took part in the meeting in an observer capacity:  American Intellectual Property Law Association (AIPLA), Asian Patent Attorneys Association (APAA), Cámara Industrial de Laboratorios Farmacéuticos Argentinos (CILFA), CropLife International (CropLife), European Law Students’ Association (ELSA International), Institute for Trade Standards and Sustainable Development, Inc. (ITSSD), International Association for the Protection of Intellectual Property (AIPPI), International Centre for Trade and Sustainable Development (ICTSD), International Chamber of Commerce (ICC), International Federation of Industrial Property Attorneys (FICPI), International Federation of Pharmaceutical Manufacturers Association (IFPMA), International Intellectual Property Institute (IIPI), Japan Patent Attorneys Association (JPAA), Knowledge Ecology International, Inc. (KEI), Latin American Association of Pharmaceutical Industries (ALIFAR), Max Planc Institute for Intellectual Property and Competition Law (MPI), Medicines Patent Pool (MPP) and Médecins sans Frontières (MSF) (17).  

5.
The list of participants is contained in the Annex to this report.  

6.
The following documents prepared by the Secretariat had been submitted to the SCP prior to the session:  “Report on the International Patent System: revised Annex II of document SCP/12/3 Rev.2” (SCP/19/2);  “Addendum to the Report on the International Patent System” (SCP/19/3);  “Proposal by the Delegation of the United States of America regarding Efficiencies of the Patent System” (SCP/19/4);  and “Proposal of the Delegation of Spain for the improvement of understanding of the requirement of inventive step” (SCP/19/5);  “Proposal by the Delegation of Brazil regarding exceptions and limitations to patent rights” (SCP/19/6).
 AUTONUM  
In addition, the following documents prepared by the Secretariat were also considered by the Committee:  “Report on the International Patent System” (SCP/12/3 Rev.2);  “Addendum to the Report on the International Patent System” (SCP/12/3 Rev.2 Add.);  “Proposal submitted by the Delegation of South Africa on behalf of the African Group and the Development Agenda Group” (SCP/16/7);  “Corrigendum: Proposal submitted by the Delegation of South Africa on behalf of the African Group and the Development Agenda Group” (SCP/16/7 Corr.);  “Proposal from Brazil” (SCP/14/7);  “Proposal by the Delegation of Denmark” (SCP/17/7);  “Revised Proposal from the Delegations of Canada and the United Kingdom” (SCP/17/8);  “Proposal by the Delegation of the United States of America” (SCP/17/10);  “Patents and Health: Proposal by the Delegation of the United States of America” (SCP/17/11);  “Quality of Patents: Comments received from Members and Observers of the Standing Committee on the Law of Patents (SCP)” (SCP/18/INF/2);  “Addendum to Quality of Patents: Comments received from Member and Observers of the SCP” (SCP/18/INF/2 Add.);  “Patents and Health: Comments received from Members and Observers of the Standing Committee on the Law of Patents (SCP)” (SCP/18/INF/3);  “Addendum to Patents and Health: Comments received from Members and Observers of the Standing Committee on the Law of Patents (SCP)” (SCP/18/INF/3 Add.);  “Overview of the Responses to the Questionnaire on Exceptions and Limitations to Patent Rights” (SCP/18/3);  “Opposition Systems and other Administrative Revocation and Invalidation Mechanisms” (SCP/18/4);  “Projects and Activities on Patents and Health in WIPO, WHO and the WTO” (SCP/18/5);  “Approaches and Possible Remedies to Cross-border Aspects of Confidentiality of Communications between Clients and Patent Advisors” (SCP/18/6);  “WIPO's Activities on Transfer of Technology” (SCP/18/7);  and “Patents and Transfer of Technology: Examples and Experiences” (SCP/18/8).
7.
The Secretariat noted the interventions made and recorded them on tape.  This report summarizes the discussions reflecting all the observations made.  
GENERAL DISCUSSION

Agenda item 1:  Opening of the session

 AUTONUM  
The nineteenth session of the Standing Committee on the Law of Patents (SCP) was opened by the Director General, Mr. Francis Gurry, who welcomed the participants and underlined the importance of the SCP as a multilateral forum for discussing substantive issues regarding patents.  Recognizing the difficulties in the past to advance the work of the Committee, the Director General made a plea to Member States to identify issues where there was a need for some form of normative action which could improve the patent system.  The session was chaired by Mr. Vittorio Ragonesi (Italy).  Mr. Philippe Baechtold (WIPO) acted as Secretary.

Agenda item 2:  Adoption of the draft agenda

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the Development Agenda Group (DAG), proposed the addition of a new agenda item regarding the SCP’s contribution to the implementation of the Development Agenda.  

 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, stated that it could support the proposal made by the Delegation of Brazil on behalf of the DAG, with the understanding that the new item would not be a standing agenda item. 
 AUTONUM  
The Chair stated that there was a consensus about introducing a new agenda item 10 “Contribution of the SCP to the implementation of the respective Development Agenda recommendations”, provided that it would not be a standing agenda item.

 AUTONUM  
The SCP adopted the revised draft agenda (SCP/19/1 Prov.) with the addition of a new agenda item 10:  Contribution of the SCP to the implementation of the respective Development Agenda recommendations (SCP/19/1).  

Agenda item 3:  Adoption of the draft report of the EIGHteenth session

 AUTONUM  
The Committee adopted the draft report of its eighteenth session (document SCP/18/12 Prov.2) as proposed.
Agenda item 4:  Report on the international patent system

 AUTONUM  
Discussions were based on documents SCP/12/3 Rev.2, SCP/12/3 Rev.2 Add., SCP/19/2 and 3.

 AUTONUM  
The Chair noted that, with respect to Annex II of document SCP/12/3 Rev.2, it had received updated information concerning certain aspects of national patent laws from the following Member States:  Australia, Mexico and Zambia.  He further stated that the information, available on the website of the SCP electronic forum, would be updated based on the submissions by Member States. 

 AUTONUM  
The SCP agreed that the information concerning certain aspects of national/regional patent laws [http://www.wipo.int/scp/en/annex_ii.html] would be updated based on the comments received from Member States.

GENERAL DECLARATIONS

 AUTONUM  
The Delegation of the Dominican Republic, speaking on behalf of the Group of Countries of Latin America and the Caribbean (GRULAC) reiterated its willingness to fully support the work of the Committee in respect of the substantive issues regarding the progressive development of patent law as provided under its mandate.  Regarding the Report of the International Patent System, the Delegation stated that it should be open for future revisions so that any legal modifications that would take place in different countries could be incorporated.  As regards the topic of exceptions and limitations to patent rights, the Delegation expressed its appreciation to the Secretariat for document SCP/18/3 which provided an overview of the responses to the questionnaire on exceptions and limitations to patent rights.  In relation to the term “quality of patents”, the Delegation was of the view that it needed to be clearly defined by the SCP.  It further noted the importance for the patent offices to have access to various databases to ensure the quality of granted patents.  In relation to the issue of opposition procedures, the Delegation stated that such procedures would have a positive effect if they were undertaken prior to the granting of patents.  However, it stressed the importance of having some provisions in the applicable law which would ensure that the system would not be abused.  In relation to the issue of patents and health, the Delegation reiterated its support for the continuation of the work in that area.  Further, recognizing the complexity of the issue of confidentiality of communications between clients and their patent advisors and the difficulty of making the system homogeneous when it was dependent upon different legal systems, the Delegation expressed its belief that the best way to deal with that issue would be under national legislation.  The Delegation welcomed the publication of the study entitled “Promoting Access to Medical Technologies and Innovation:  Intersections between Public Health, Intellectual Property and Trade” (the trilateral study).  The Delegation noted that that was the first time that WIPO, the World Health Organization (WHO) and the World Trade Organization (WTO) had worked together in a coordinated matter on intellectual property, health and trade.  The Delegation further welcomed the proposals submitted by the Delegation of the United States of America, contained in document SCP/19/4, regarding the efficiencies of the patent system.  It looked forward to the discussions on the proposal by the Delegation of Spain for improving the understanding of the requirement of inventive step and the proposal by the Delegation of Brazil regarding exceptions and limitations to patent rights, contained in documents SCP/19/5 and SCP/19/6, respectively.  Finally, noting that despite no agreement had been reached on future work in the previous session of the SCP, the Delegation stated that the SCP needed to take the necessary steps to ensure that two meetings would be held annually, as had been the practice in WIPO before, to have sufficient time to pursue its work in the area of patents.  

 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, thanked the Secretariat for its timely preparation of documents and facilitation of the SCP discussions.  It further expressed its regret that the eighteenth session of the SCP had not resulted in a balanced program for future work.  However, it was convinced of the importance of the SCP and of the possibilities of making progress during the current session, and expressed its willingness to find a well-balanced way forward towards further work on substantive patent law.  Group B, therefore, expressed its readiness to discuss issues, such as quality of patents, including opposition systems, exceptions and limitations to patents rights, confidentiality of communications between clients and their patent advisors, patents and health and transfer of technology.  The Delegation expressed its belief that it was important that all Member States showed flexibility in the discussions over the next few days, including how the SCP could build on the comprehensive WIPO, WHO and WTO study entitled “Promoting Access to Medical Technologies and Innovation:  Intersections between Public Health, Intellectual Property and Trade”.  The Delegation expressed its eagerness to work further on the issues of quality of patents, including opposition systems and confidentiality of communications between clients and their patent advisors.  In that regard, Group B welcomed the opportunity to further elaborate existing proposals and supported the two new proposals submitted by the Delegations of Spain and the United States of America, contained in documents SCP/19/5 and SCP/19/4, respectively.  It further stated that both proposals complemented earlier proposals on quality of patents and further defined the debate.  Referring to other topics of the agenda, the Delegation expressed its readiness to discuss them further, and underlined the importance of finding a balanced approach that would avoid duplication of work.  
 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, expressed its appreciation to the Chair’s informal consultations held before the nineteenth session of the SCP in order to move the work of the Committee forward.  The Delegation stated that the African Group would fully support the work of the Committee.  Referring to the agenda of the nineteenth session, the Delegation stated that some issues were of particular importance to the African Group.  It further stated that since patent rights had an effect on social development and innovation, the African patent systems were being reformed in order to base them on innovation and knowledge as a motor for development.  The rules, institutions and agreements which affected the dissemination and protection of knowledge were critical for the growth of those economies.  It was therefore increasingly important for the African Group to strengthen the link between the interests of the public and the holders of rights, particularly patents holders’ rights to facilitate dissemination and technology transfer in order to ensure that patent law contributed to development and innovation.  The Delegation further stated that the questions of exceptions and limitations and transfer of technology were illustrations of the challenges faced by developing countries.  In its view, those topics would allow the Committee to understand better how to adjust the patent system in order to respond to the needs of development.  The Delegation expressed its interest in discussing the issue of exceptions and limitations to patent rights which allowed for a margin of maneuver within the area.  It recognized that national patent legislations, in particular exceptions and limitations, must be adapted to the economic and social development of countries.  Consequently, the African Group expressed its hope that the SCP would contribute to a better understanding and implementation of exceptions and limitations on the basis of the proposal submitted by the Delegation of Brazil.  As to the topic of quality of patents, the Delegation reiterated its concern regarding the lack of a precise definition of that concept.  The Delegation stated that, without such a definition, it was difficult to understand the proposals submitted on that issue.  In its view, the quality of patents was based on the patentability criteria stipulated in the patent law of each country.  It further stated that the harmonization of patent systems would be problematic for some developing countries.  In addition, the Delegation noted that activities relating to achieving the goals of transfer of technology must be supported.  Referring to the proposal submitted by the Delegation of South Africa on behalf of the African Group and the DAG in respect of a work program on patents and health, the Delegation stated that the proposal would assist countries in adapting their patent regimes and make full use of patent flexibilities.  With respect to the proposal made by the Delegation of the United States of America on patents and health, the Delegation expressed its hope that the proposal would not distance the SCP from its purpose of supporting the least-developed and developing countries in that area and of undertaking concrete actions for the purpose of transfer of technology.  In the African Group’s view, it was critical that transfer of technology continued to be addressed within the Committee in order to contribute to industrial and economic development.  Finally, noting the importance of patents for development, the Delegation expressed the concern of its Group regarding Member States’ inability to reach a consensus on future work at the last session of the SCP.  The Delegation expressed its hope that, at the current session of the SCP, an agreement on the key issues would be reached and that the SCP would work towards the establishment of a more balanced patent system.  The Delegation noted that the success of the session would depend on the willingness of the Committee to reach consensus. 
 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, thanked the Chair for his efforts in consulting Member States, which ensured the Committee of its cooperative spirit.  It expressed its hope that the current session would accomplish concrete progress for the future work of the SCP.  The Delegation stated that the nineteenth session of the SCP was taking place after its postponement in late 2012 due to lack of agreement among Member States.  Recognizing the differing views on the subject of patents, the Delegation expressed its belief that such differences were positive for the system, since they gathered contributions from many members and helped to address the matter in its complexity.  The Delegation further stated that, nevertheless, some areas of existing convergence should be explored, such as the positive effects on innovation brought by a balanced patent system in which patent offices provided high quality services regarding the examination of patent applications.  Another area of agreement was the need of balance between the interests of right holders and those of society regarding socio-economic development.  In order that progress be achieved, the SCP had maintained a step‑by‑step approach, where members selected subjects from the non-exhaustive list for further discussions.  In the view of the Delegation, that process had brought interesting information for members and had stressed the different views on the complex subjects.  In addition, the DAG observed that the Development Agenda began to be part of the debate since the proposals tabled by members from the regional groups had underlined their adherence to the principles of the Development Agenda.  The Delegation noted that that was a welcome change to the discussions in the Committee.  Nevertheless, the previous session of the SCP had been disappointing and contentious wherein some members attempted to exclude issues which were paramount for other members, such as health, from the future work of the Committee.  The Delegation therefore expressed its hope that other delegations should exercise flexibility when deciding on the future work of the Committee.  In the last session, some members seemed to advance the understanding that the mandate of the Committee should necessarily progress the harmonization of patent laws.  Referring to paragraph 3 of document SCP/1/2 which stated that the SCP would serve as a “forum to discuss issues, facilitate coordination and provide guidance concerning the progressive international development of the law of patents, including the harmonization of national laws and procedures”, the Delegation expressed the understanding of the DAG that the international development of the law of patents might or might not include such harmonization.  In some areas, the Delegation continued, that might be deemed useful as had been the case with the Patent Law Treaty.  However, in other areas, an agreement might not be reached regarding its desirability.  DAG was of the view that harmonization of substantive patent law was far from an agreement and should not be addressed by the Committee in the ongoing session.  Furthermore, the Delegation wished to reiterate the DAG’s view that intellectual property could and must be used to assist developing countries to overcome their difficulties and thus provide social and economic security for their citizens.  Referring to the Development Agenda recommendations, the Delegation stated that recommendation for the work of the ongoing session included, but was not limited to, recommendation 11 regarding assistance to Member States to strengthen national capacity for protection of domestic creations, innovations and inventions, and recommendation 12, which requested the mainstreaming the development considerations into WIPO’s substantive activities and debates.  
 AUTONUM  
The Delegation of Poland, speaking on behalf of the Group of Central European and Baltic States (CEBS), expressed its appreciation for the efforts, involvement and commitment of the Chair and the coordinators of the regional groups to make it possible for the Committee to resume its work and continue discussions on many important issues which it had failed to successfully complete in the previous session.  The Delegation expressed its belief that the Committee would be able to advance negotiations on the topics in the agenda and agree on a well‑balanced program for future work.  The Delegation was convinced that it was in the interest of all members of the Committee to reach consensus over the most controversial issues and to move forward the work mandated to the SCP, aimed at strengthening the functioning of the international patent system.  The Delegation stated that it attached particular importance to the work of the SCP on quality of patents and was interested in continuing discussions on the basis of the proposals submitted by the Delegations of Canada and the United Kingdom, Denmark, the United States of America and Spain.  The Delegation expressed its hope that during the ongoing session, the SCP would finally be in a position to issue the questionnaire proposed by the Delegations of Canada and the United Kingdom contained in document SCP/18/9.  The Delegation also considered it useful to prepare studies that included inventive step concept as proposed by the Delegation of Spain in document SCP/19/5.  The Delegation further stated that another issue of particular interest to CEBS was confidentiality of communications between clients and their patent advisors.  In that respect, CEBS maintained its opinion that the adoption of a voluntary approach in which WIPO would set out non‑binding principles that could be applied at the national level could be a way forward in the Committee’s further work.  The Delegation noted that its Group was also ready to continue discussions on the other topics of the agenda, namely exceptions and limitations to patent rights, patents and health and transfer of technology.  As regards exceptions and limitations, the Delegation expressed it belief that in the case of any exclusion from patentability and of any exceptions or limitations to patent rights, the appropriate balance should be maintained between the interests of the right holders and the general public.  As far as the issue of patents and public health was concerned, the Delegation welcomed the trilateral study prepared jointly by WIPO, the WHO and the WTO.  The CEBS shared the opinion of some other groups that careful consideration of all ongoing projects and initiatives undertaken in other WIPO bodies and organizations would help the Committee to take a decision on further work in that area while avoiding the duplication of work in WIPO or other international organizations.  Finally, the Delegation expressed its hope that during the ongoing session of the Committee, a balanced work program based on the non‑exhaustive topics selected by the Committee would be agreed upon so that it would enable the SCP to achieve its primary objective of working towards the international harmonization of substantive patent law.  

 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, expressed its regret that the eighteenth session of the Committee had not been able to agree on a well‑balanced program for its future work.  Nevertheless, the Delegation noted that it remained fully committed to the work of the SCP, and looked forward to a constructive, efficient and fruitful session.  The Delegation also thanked the WIPO Secretariat for its extensive work in preparing for the meeting.  It noted that, during the ongoing session, the SCP would continue discussions on a number of important issues, such as quality of patents, including opposition systems;  exceptions and limitations to patent rights;  patents and health;  confidentiality of communication between clients and their patent advisors;  and transfer of technology.  The Delegation noted that the discussions were aimed at getting a more efficient and accessible patent system.  In particular, the Delegation attached considerable importance to advancing work on the issue of quality of patents outlined in the proposal by the Delegations of Canada and the United Kingdom, Denmark, the United States of America and Spain.  The Delegation expressed its commitment to continue the work on issues such as opposition systems and confidentiality of communication between clients and their patent advisors, which were of benefit to users of the patent system.  It also expressed its readiness to continue discussions on exceptions and limitations to patent rights and on possible further steps regarding that topic.  In that context, the Delegation, however, emphasized the utmost importance of striking an appropriate balance between work on exceptions and limitations to patent rights and on corresponding legal standards used to determine whether an invention was patentable, as those two topics were closely interlinked.  The Delegation further stated that, given the importance of the issue of patents and health for tackling public health problems in developing and least developed countries, it fully understood the interest of those countries to include that topic in the future work of the SCP.  However, taking into account the great number of ongoing projects, work programs and other activities, in particular within WIPO, the WHO and the WTO, and the recent publication of the trilateral study on promoting access to medical technologies and innovation, the Delegation was of the view that any possible initiative of the SCP in that area should be carefully considered to avoid duplication of work either by WIPO or other international organizations.  Similarly, in its view, further possible activities of the Committee in relation to the transfer of technology should be considered after the completion of work under the CDIP project on Intellectual Property and Technology Transfer:  Common Challenges - Building Solutions and its follow-up analysis.  The Delegation stated that a balanced work program of the Committee enabling fruitful discussions on technical issues concerning patent law should be promptly established.  It expressed its hope that that would lead to working towards a long‑term goal of discussions on the international harmonization of substantive patent law to which the European Union and its 27 Member States were strongly committed.  
 AUTONUM  
The Delegation of the United States of America expressed its appreciation for the detailed studies and documents prepared by the Secretariat that would guide the SCP’s work in addressing important questions of the current international patent system.  The Delegation remained committed to an ongoing, balanced work program of the SCP.  It looked forward to engaging in rich and constructive discussions on all the issues before the Committee.  In particular, the Delegation expressed its hope that discussions could be undertaken in a manner that sought to improve the quality, functioning and effectiveness of the patent system as a tool to deliver economic progress.  To that end, the Delegation was pleased to present its proposal on efficiencies of the patent system (document SCP/19/4) to be discussed under agenda item 6:  quality of patents, including opposition systems.  The Delegation further expressed its wish to take the opportunity to provide Member States a brief update on the implementation of the Leahy-Smith America Invents Act (AIA), which was passed by the Congress of the United States of America in September 2011 and proceeding on a timely basis.  The Delegation noted that innovators seeking patent protection in the United States of America benefit from that legislation.  Most of the provisions of the AIA had been implemented within the time frame prescribed by the Act.  The remaining provisions (first‑inventor‑to‑file, fee‑setting and micro‑entity) would be implemented as planned in March 2013.  Several of the AIA provisions, such as first‑inventor‑to‑file, continued to align the law of the United States of America with the laws of many of its global partners.  Other provisions contributed to form a more cost-effective administrative challenge mechanism to granted patents, including inter partes and post-grant reviews.  Other provisions were aimed at improving the quality of issued patents, for example, the third party pre-issuance submissions system.  The Delegation continued that, in addition to the AIA implementation, the United States Patent and Trademark Office (USPTO) had been engaged in a number of initiatives aimed at improving the quality and efficiency of the patent examination process.  In collaboration with a number of other countries, it continued to actively pursue ways to make use of previous examination results from partner offices under the Patent Prosecution Highway (PPH), PCT‑PPH and PPH2.0 programs.  Noting that it had 25 PPH partners, the Delegation hoped that the list would continue to grow.  The USPTO had also been engaged in promoting patenting of technologies used in humanitarian endeavors and in helping to move important innovations to the marketplace more rapidly.  The Delegation stated that, for instance, the USPTO had recently announced the Patents for Humanity pilot program, a voluntary program which encouraged patent owners to address humanitarian needs with their patented technology.  The program advanced the global development agenda of the President of the United States of America by rewarding companies who brought life-saving technologies to underserved people of the world, while showing how patents were an integral part of tackling the world’s challenges.  Winners would receive a certificate for accelerated processing of selected patent matters.  The program created a powerful tool for businesses to expedite handling of their most important inventions and helped validate technology in the market – leading to quicker and more efficient investment decisions.  The Delegation further stated that another important program was a partnership between the USPTO and Cornell University in New York City (NYC) that had been announced in October 2012.  The USPTO had placed a permanent staff member at Cornell’s NYC Tech campus in order to bring its resources to the university community, helping students and faculty with intellectual property strategies, export assistance tools, government grants, and connecting with academic partners and early-stage investors.  In conclusion, the Delegation expressed its hope that under the able guidance of the Chair, the nineteenth session of the SCP would be productive and would achieve progress on the important issues before the Committee. 
 AUTONUM  
The Delegation of China expressed its belief that the SCP was an important platform for countries to discuss the development of the patent system and to promote international cooperation.  The Delegation stated that, during the past five years, the SCP had updated the report on the international patent system, drafted a non‑exhaustive list of issues for future discussions and submitted a number of preliminary studies on the issues relating to the patent system, including a special work project on exceptions and limitations to patent rights.  In its view, the SCP provided a sound platform for countries in the world to exchange information and to share views and experiences relating to the patent system.  The Delegation stated that the three main items currently under discussion, namely, exceptions and limitations to patent rights, quality of patents and patents and health, were very important.  In particular, the Delegation noted that in the current state of global public health environment, the exceptions and limitations study had a very important significance.  Further, in the view of the Delegation, raising the quality of patents was very important to enable the SCP to play its functions.  In its view, the quality of patents had a broad scope as it had close relationship with countries’ innovation and development level and policy objectives.  The Delegation considered that raising the capacity level of patent offices would ensure high quality of granted patents and promote the understanding of countries’ patent quality.  The Delegation noted that while the primary objective of the patent system was to encourage innovation, the end‑goal of the system was for the well‑being of society.  Noting that life and health were the forms of the fundamental for the well‑being of mankind, the Delegation stated that a balanced patent system should encourage R&D of new drugs.  Therefore, the SCP should carry out comprehensive and objective studies as regards the relationship between health and the patent system.  In relation to the future work of the Committee, the Delegation was of the view that work should be carried out on the exceptions and limitations to patent rights and patents and health.  
 AUTONUM  
The Delegation of India aligned itself with the statement made by the Delegation of Brazil on behalf of the DAG.  It further wished to reaffirm its view expressed in the previous session of the SCP on issues related to transfer of technology, quality of patents and opposition systems, confidentiality of communications between clients and their patent advisors, international patent system and patents and health.  The Delegation stated that the evergreening policies for incremental innovations without substantial improvement would have an adverse impact on the delivery of healthcare services.  The Delegation further noted with concern that the Agreement on Trade-Related Aspects of Intellectual Property (TRIPS)‑plus harmonization was being pushed in the Committee.  The Delegation stated that under the provision of Sections 6 and 8 of the Indian Patent Act, the Patent Office of India could freely use the relevant search and examination reports of other countries as well as information regarding foreign prosecution history from the applicant during the process of examination of applications.  In the view of the Delegation, each office had freedom to conduct whatever work was considered necessary to determine whether the specific requirements of its national law, in particular those relating to patentability, had been met by applicants.  The Delegation was of the opinion that each Member State should be free to adopt any policy, taking into account their level of resources and capacity.  Therefore, the Delegation expressed its concerns over formulating any norms for such work in the future.  As regards the quality of patents, the Delegation expressed its firm belief that patent offices alone would not be able to maintain the quality of patents without maintaining the standards of search and examination.  Most of the patent offices in developing countries were in the transition phase and needed to upgrade their systems, in particular, those related to prior art search and human resource development.  Therefore, the Delegation was of the opinion that sharing work with other offices was not the remedy for improving the quality of patents, but rather, such exercise could weaken the examination process in developing countries.  The Delegation reiterated its view that steps should be taken to build the capacity of intellectual property offices of developing countries to enable them to carry out their quasi judicial functions in the best manner possible.  The Delegation further stated that understanding and evaluating the inventive step was one of the important tasks of patent examiners.  In its opinion, it was the last and final gatekeeper of the patent system.  Therefore, it was pertinent for the Delegation to mention that the TRIPS Agreement defined neither the term “inventive step” nor “a skilled person”, thereby providing sufficient flexibility to the members to define those terms, depending upon the technical development of the respective country.  Therefore, in the view of the Delegation, any attempt to understand and analyze the level of inventive step and the person skilled in the art implemented by the Member States and formulating the norms through the SCP would be beneficial neither to the patent system nor to Member States, especially to developing countries.  In that regard, the Delegation took note of the proposal made by the Delegation of Spain for the improvement of understanding of the requirement of inventive step, and stated that it would take part in further deliberations on that issue.  The Delegation further reminded the Committee that it had urged the Secretariat in the past to prepare a study on the practices being adopted by companies across Member States concerning voluntary licensing of patents and whether those policies were in line with the principle of competition in order to enable Member States to make certain policy interventions at the national level to address that issue.  The Delegation expressed its hope that the Secretariat would take a positive note of its view and take the necessary action in that regard.  In conclusion, the Delegation expressed its support for the proposals of the Delegation of Brazil on exceptions and limitations to patent rights, and of the African Group and the DAG on patents and health. 

 AUTONUM  
The Representative of IIPI stated that inventive and creative peoples lived in all countries, not only in those that had enjoyed greater economic development.  As an example, the Representative brought the case of the Philippines.  He stated that in 2010, IIPI had reviewed over 1,000 articles published by researchers in Philippine universities.  It had been found that 27 per cent of those articles had contained potentially patentable inventions.  However, because none of the researchers had filed patent applications, they had failed to fully benefit from their ingenuity.  In the view of the Representative, instead of questioning whether the international patent system should exist, the question to be asked was how the advantage of the opportunities that the system created should be taken.  The Representative further stated that, in the Philippines, like in many other developing countries, they were concerned with the low number of patent filings.  In that regard, IIPI had been working to strengthen the research infrastructure in the Philippines and teaching the researchers how to identify and commercialize their inventions.  The Representative noted that the United States of America had significantly contributed to complementary projects, such as the innovation opportunities program between the IIPI, USPTO and the Intellectual Property Office of the Philippines.  In his opinion, the current imbalances in the global patent system could be corrected, but only if Member States fulfilled their obligations to each other.  On the one hand, developing countries should respect and protect patents.  But on the other hand, they should insist in realizing their potential through technical assistance and capacity building efforts as mandated by Article 67 of the TRIPS Agreement.  The Representative noted that, unfortunately, the focus of the technical assistance and capacity building programs on intellectual property were often only related to small components of a larger development system package.  That, according to his view, needed to be changed.  In addition, he stated that WIPO, the World Bank, the Inter-American Development Bank, the Asian Development Bank, to mention some, and the United States Agency for International Development should devote more resources to activities that would promote innovation in developing countries.  Otherwise, the Representative concluded, human potential would be wasted and the progress facilitated by the international patent system would be endangered.  

AGENDA ITEM 5:  EXCEPTIONS AND LIMITATIONS TO PATENT RIGHTS

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, noted that the discussions on exceptions and limitations had a long history in the Committee.  The Delegation recalled that in the twelfth session of the SCP, held in June 2008, the Secretariat had been requested to elaborate a preliminary study on the issue of exclusions from patentable subject matter and exceptions and limitations to patent rights.  In the following thirteenth session, the Committee had approved a request that a study be commissioned to external experts regarding exclusions, exceptions and limitations, focused on, but not limited to, issues suggested by Member States, such as public health, education, research and experimentation and patentability of life forms, including from a public policy, socio-economic development perspective, bearing in mind the level of economic development.  The study had provided relevant information useful for policymakers’ intent on calibrating their patent system.  In the fourteenth session, the Delegation of Brazil had tabled a proposal of a work program on exceptions and limitations divided in the following three phases:  (i) an exchange of detailed information on all provisions of exceptions and limitations in national or regional legislation, as well as on the experience of implementation of such provisions, including jurisprudence;  (ii) an investigation of what exceptions or limitations were effective to address development concerns and what were the conditions for their implementation, including how national institutional capacities affected the use of exceptions and limitations;  and (iii) the elaboration of an exceptions and limitations manual, in a non-exhaustive manner, to serve as a reference for WIPO Member States.  The Delegation was of the opinion that its proposal had received widespread support, thus attesting the importance attached by Member States to the subject.  In the subsequent session of the SCP, Member States had agreed on a questionnaire regarding the subject.  Seventy‑two Member States had replied to the questionnaire issued by the Secretariat and shared their experiences on exceptions and limitations to patent rights, expressing different views and attesting the importance given to the matter.  Considering the time spent for the discussion on the issue and the amount of input provided through the questionnaire, the Delegation expressed its belief that it was the right time to resume work on the subject.  Therefore, DAG supported the proposal of the Delegation of Brazil contained in document SCP/19/6.  The Delegation further stated that exceptions and limitations to patent rights were relevant to an adequate and balanced patent system, and Member States had developed different approaches for their implementation.  In its view, a flexible policy space was necessary in order to allow Member States to develop and adapt a set of exceptions and limitations relevant to their national patent system.  The Delegation was of the view that the simple existence of exceptions or limitations was not sufficient by itself in order to evaluate its benefits or obstacles faced by its implementation.  That was the reasoning that underpinned the second phase of the proposal made by the Delegation of Brazil, aiming at investigating which exceptions or limitations were more effective to address development concerns and what were the conditions for Member States to enjoy it to the fullest, since national capacities would obviously affect the capacity for using exceptions and limitations.  The Delegation further stated that the use of exceptions and limitations by Member States to improve their IP protection system in place was a core value of the Development Agenda.  It was explicitly mentioned in recommendation 22 of the Development Agenda, while it was directly related to recommendations 3, 10, 11, 12 and 14, among others.  With that in mind, the Delegation urged the SCP to continue the work on the subject which was paramount to improve the understanding by Member States and which had been continuously discussed for almost five years in the Committee alone.  The Delegation further stated that the arguments on duplication of work did not seem to take into account the different perspectives adopted by the Committees for the discussions.  

 AUTONUM  
The Delegation of Brazil, in its national capacity, referred to its proposal contained in document SCP/19/6.  The proposal contained two elements that were closely interlinked.  The first element was to ask the Secretariat to prepare an analysis of exceptions and limitations which were most commonly used by Member States in each of the ten clusters of the questionnaire. That document should take into account public policy objectives and society needs as a whole, including, inter alia, development needs, public health goals and competition.  It should also consider the obstacles Member States found when implementing such exceptions and limitations.  The second element was a one-day seminar to be held at the following session of the SCP.  The seminar would have three segments, as follows:  (i) a presentation by the Secretariat of the findings of the above-mentioned analysis;  (ii) a presentation by the Chief Economist plus two experts from different backgrounds on, inter alia, the effectiveness of exceptions and limitations when addressing development concerns and how national capacities affect the use of exceptions and limitations;  and (iii) presentations by Member States of case studies on the implementation of exceptions and limitations.  The Delegation noted that the last segment would be an opportunity for Member States to share their experience, focusing on the conditions for the implementation of exceptions and limitations, the actual difficulties they had faced, and the solutions to overcome those difficulties.  The Delegation stated that Brazil volunteered to make a presentation and share its experience in that field.  It further explained that the outcome of the analysis by the Secretariat and of the discussions of the seminar would become additional materials for the continuation of the work program contained in document SCP/14/7.
 AUTONUM  
The Delegation of the Russian Federation recalled that, in its statement given at the eighteenth session of the Committee, it had proposed to conduct, during the second stage of the work program proposed by the Delegation of  Brazil, appropriate subject-based research aimed at systematizing forms of exceptions and limitations to patent rights and assessing their legal foundations, as well as assessing the consequences of introducing those or other exceptions and limitations, having illustrated the subject-based research by means of specific situations regarding application of limitations and exceptions at the national level, including healthcare.  In that regard, in the opinion of the Delegation, the results of subject-based research could be of practical use when proposing recommendations on the rational application of one or other form of limitations by Member States which had positive experiences in resolving those issues in terms of their national legislation.  The Delegation noted that, in accordance with the report prepared by the Secretariat in document SCP/18/3, a large amount of material relating to theoretical aspects of exceptions and limitations had been presented.  In other words, Member States had displayed the possibilities of using the limitations and exceptions provided for in their national laws.  The Delegation was of the view that the material gathered was sufficient for conducting the second stage of the proposal by the Delegation of Brazil, in particular for beginning to systematize the forms of exceptions and limitations to patent rights and the assessment of the legal foundations of their introduction in national laws.  The Delegation stated that, in addition, in order to provide a full picture covering also the practical aspect of applying exceptions and limitations, it was essential to obtain and study additional information in relation to law‑enforcement practices in Member States.  The Delegation explained that the proposed approach corresponded to the proposal reflected in paragraph 36 of document SCP/18/2 Prov. 2, concerning the provision of information on the application of exceptions and limitations to patent rights which would have practical significance to national legislation.  Such information could also be provided by other Member States, and consequently, the Secretariat could gather that information which could be used when proposing recommendations on the rational use of the corresponding exceptions and limitations.  In its view, the reflection in the recommendations of the theoretical as well as practical aspects of applying exceptions and limitations would provide the possibility of mutli‑faceted assessment of the problems of applying exceptions and limitations and the ways in which to resolve them.  Having consulted document SCP/19/6, in which the Delegation of Brazil requested the Secretariat to conduct further analysis of the exceptions and limitations which were most frequently used by Member States in each of the ten categories presented in the questionnaire, the Delegation stated that the proposal made by the Delegation of Brazil was in line with the proposal made by the Delegation of the Russian Federation concerning the timeliness of carrying out further subject-based research in relation to the analytical material contained in the questionnaire.  The Delegation supported the position of the Delegation of Brazil regarding the focus of the proposed research directed towards meeting the needs of society as a whole, including development concerns and the aims of public health care and competition.  In addition, the Delegation also considered that the identification of the most significant exceptions and limitations to patent rights, from the point of view of the State policy and satisfying the needs of society, was insufficient in terms of the practical use of the results of research in national practice.  In that connection, the Delegation was of the view that the greatest interest lied in the analysis of the obstacles which Member States encountered when implementing such exceptions and limitations.  Moreover, in the opinion of the Delegation, the recommended approaches on the assessment of exceptions to patent rights and the practical application of limitations to patent rights were essential, taking into account the practice of Member States which had developed positive dynamics in resolving those issues in terms of national laws.  In conclusion, the Delegation stated that the results of analysis of the above described aspects could be used as a basis for recommendations (or guidelines), as it had proposed on several previous sessions.  

 AUTONUM  
The Delegation of Chile agreed with the Director General on the point raised in his opening speech that the SCP was the only multilateral forum where Member States could discuss the substantive issues regarding patents, and urged members to continue such discussions in that forum.  On the issue of exceptions and limitations, the Delegation referred to its statement made at the previous session of the SCP, stated in paragraph 37 of document SCP/18/12.  As regards the proposal made by the Delegation of Brazil contained in document SCP/14/7, the Delegation stated that it was in favor of an exchange of information on exceptions and limitations, and supported the second phase as set forth in the proposal.  In relation to document SCP/19/6, the Delegation stated that some of the elements included in the document were worthy of consideration for the future work of the Committee.  

 AUTONUM  
The Delegation of Poland, speaking on behalf of the CEBS, reiterated its Group’s position.  The Delegation stated that the information gathered from 73 responses to the questionnaire had increased the knowledge of the SCP about the national and regional frameworks regarding that issue and constituted a good basis for further works in that respect.  The Delegation recalled its statement made at the previous session in which it had requested additional clarifications as to the proposal of the Delegation of Brazil.  In that context, the Delegation thanked the Delegation of Brazil for submitting the proposal contained in document SCP/19/6 concerning the second stage of its proposal.  Noting that the document had been published only a few days ago, the Delegation stated that it had not had sufficient time to discuss it within its Group.  However, the preliminary remark of the Delegation as regards the proposed analysis was that it should be more balanced by reflecting also the positive aspects of implementing exceptions and limitations.  Regarding the proposed seminar, the Delegation considered that it should not be held during the session of the SCP, but rather on the margin of the session, particularly after its closure, in order to focus on the regular work of the Committee.  The Delegation further stated that the terms of reference of the study and the seminar should be carefully elaborated, balanced and the scope of the future work should include all Member States.  As regards future work on that issue, the Delegation maintained its opinion that the appropriate balance between the interests of right holders and that of the general public should be maintained.  Therefore, exclusions from patentability and exceptions and limitations to patent rights should be discussed with due consideration, which was also given to other substantive issues of patentability, such as the definition of prior art, novelty, inventive step and disclosure requirements.  
 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, stated that while the European Union and its 27 Member States recognized the importance attached to the issue of exceptions and limitations to patent rights, as evidenced by the 20 responses submitted by the EU Member States on the questionnaire, further work on that topic should maintain an appropriate balance between the interests of right holders and the general public.  Thus, in its view, neither exclusions from patentability nor exceptions and limitations to patent rights should be discussed without corresponding legal standards used to determine whether an invention is patentable, such as novelty, inventive step and industrial applicability.  The Delegation further stated that it did not consider it appropriate for the Secretariat to apply value judgments as to the efficacy of exceptions and limitations operating at the national level, as suggested in document SCP/14/7.  Noting that much data had been collected by the questionnaire, summarized in document SCP/18/3, the Delegation expressed its belief that further statistical analysis of such data would be a useful first step in deciding future work.  The Delegation concluded that any further study on that topic had to be absolutely objective.
 AUTONUM  
The Delegation of Argentina thanked the Delegation of Brazil for its proposal contained in document SCP/19/6.  The Delegation stated that the proposal was intended to contribute to the review of exceptions and limitations to patent rights, an issue which was closely related to fundamental matters pertaining to development.  It noted that exceptions and limitations to patent rights was a very important issue, because they enabled States to envisage an adequate and balanced system for innovation and promotion of use of existing inventions, and to have a space in which their patent legislation could be adopted, taking into account national characteristics.  In its view, that would provide Member States with the possibility of amending their legislation as well as obtaining better benefits from their own IP system in order to meet public welfare or policy objectives.  The patentability criteria and exclusions of certain inventions were important instruments that countries could make use of in order to avoid the continuing stagnant situations and to ensure that patents could be useful in pharmaceutical sectors, since those factors would determine the patentability of new and existing formulas.  The Delegation further expressed its support for the proposal on the work program that was put forward by the Delegation of Brazil in document SCP/19/6.  In its view, the proposal would enable Member States to know how other Member States had used exceptions and limitations.  It would thus be an important contribution that would enable the Committee to identify difficulties encountered when making use of such exceptions and limitations.  

 AUTONUM  
The Delegation of the United States of America stated that the two proposals made by the Delegation of Brazil raised several questions, in particular with respect to phase II of the proposal.  The Delegation sought clarification as to how it was possible to define the “effectiveness” of exceptions and limitations to address development concerns of 185 distinct and sovereign WIPO Member States;  how the “effectiveness” could be measured;  what the indicators were;  and how other factors could be controlled.  Further, the Delegation questioned whether it was within WIPO’s competence to attempt to measure the so-called “effectiveness of a flexibility” against other developmental factors for which WIPO had no competence.  With respect to the specific elements of phase II found in the proposal of the Delegation of Brazil contained in document SCP/19/6, the Delegation noted that it was beyond the Secretariat’s competency to draw conclusions on the effectiveness of exceptions and limitations in reaching “public policy objectives and society needs as a whole”.  In its view, such analysis would entail an enormous amount of work, since every Member State had different “public policy objectives and society needs” and a different strategy in achieving those.  The Delegation stated that since development needs and goals differed among Member States and were up to each Member State to decide, a “one size fits all” approach was contrary to the spirit of the Development Agenda.  In the opinion of the Delegation, the Secretariat should be neutral and objective and should not offer generic advice on when a country should use a particular flexibility.  The Delegation continued that each Member State was sovereign and should make its own policy decisions, which might include the adoption of stronger intellectual property rights provisions to attract foreign direct investment.  Member States might, in fact, believe that providing reliable incentives for innovation through the patent system was the best method to achieve developmental and public policy objectives. The Delegation noted that there was enough evidence to show that the patent system was a key component in the industrial development for many countries.  In conclusion, the Delegation stated that WIPO should not be placed in the position of making qualitative judgments or criticizing other international agreements on the ground that they could be viewed as “constraints” or “obstacles” in the implementation of the TRIPS Agreement flexibilities.  The Delegation, therefore, was not able to support phase II of the Brazilian proposal for such a study.  However, the Delegation stated that it would be able to support a one-day seminar to be held during the next session of the SCP, where Member States would be presenting case studies on the implementation of exceptions and limitations. 
 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, underlined the particular importance of the issue of exceptions and limitations to its Group and expressed its belief that the Brazilian proposal would enable countries to better adapt their national patent legislations to their own realities in setting up their own intellectual property systems.  Therefore, the Delegation expressed its particular support to the first element of the second phase of the Brazilian proposal, which was to have the Secretariat prepare an analysis of the exceptions and limitations most commonly used by Member States in each of the ten clusters of the questionnaire.  

 AUTONUM  
The Delegation of Brazil clarified that it was not against Member States bringing positive effects or positive use of exceptions and limitations, but rather according to its experience, for the most part, developing countries faced obstacles.  As an example of an obstacle that countries might face, the reference was made by the Delegation to paragraph 6 of the Doha Declaration where it had been detected that members with insufficient or no manufacturing capacity in the pharmaceutical sector could not make full use of the exceptions regarding compulsory licenses.  The Delegation explained that its intention was to focus on such obstacles. 
 AUTONUM  
The Delegation of India reminded the Committee that it had already expressed its support to the Brazilian proposal on exceptions and limitations to patent rights, contained in documents SCP/14/7 and SCP/19/6.  In its view, the analysis proposed in those documents would be extremely helpful to enrich the experience of Member States and other stakeholders in the utilization of the patent system.  Such analysis could focus on the subjects that were considered important from the perspective of the accessibility and affordability of medicines, such as compulsory licensing, parallel imports, government use and Bolar exceptions.
 AUTONUM  
The Delegation of Egypt supported the statement made by the Delegation of Algeria on behalf of the African Group, and the statement made by the Delegation of Brazil on behalf of the DAG, as well as the proposal made by the Delegation of Brazil contained in document SCP/19/6.  The Delegation noted that the study to be carried out by the Secretariat as described in the proposal could be very useful, since the Secretariat could present statistics and analyze the information based on the information gathered from Member States, and countries themselves could also analyze the results of the study.  

Agenda item 6:  QUALITY OF PATENTS, INCLUDING OPPOSITION SYSTEMS
 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, reemphasized the importance it attached to further work with regard to the issue of quality of patents, including opposition systems.  Noting that the Committee had considered, during previous sessions, several proposals put forward by the Delegations of Canada, Denmark, the United Kingdom and the United States of America, the Delegation expressed its support to the new proposals tabled by the Delegation of Spain with regard to the improvement of understanding the requirements of inventive step, and by the Delegation of the United States of America regarding efficiencies of the patent systems.  The Delegation noted that both proposals embodied the issue of quality of patents and complemented earlier proposals and thus refined the debates.  Group B was therefore convinced that the Committee was in a position to establish a work program on quality of patents.  In that regard, the launch of a questionnaire containing the elements of all the proposals could be a way forward.  With regard to the issue of opposition systems and invalidation mechanisms, the Delegation underscored that irrespective of further discussions and/or work on that topic, Member States’ flexibility in deciding not to introduce such procedures should be respected.  However, the Delegation welcomed the compilation of the models of opposition systems, other administrative revocation and invalidation systems, and other similar mechanisms.  

 AUTONUM  
The Delegation of Spain introduced its proposal contained in document SCP/19/5.  The Delegation explained that the proposal aimed at improving the understanding of the requirement of the inventive step within the broader framework of the proposal of the Delegations of Canada and the United Kingdom contained in document SCP/16/5, under the topic “process improvement” which stated that “process improvement is intended to identify ways offices can improve their patent granting processes to ensure an appropriate degree of quality”.  In the view of the Delegation, the key factor for granting patents with an adequate level of quality was a correct application of the patentability principles, such as “inventive step”, also known as “non‑obviousness” under some legal systems, which meant that patents could be properly granted for certain inventions in order to fulfill the objective of the patent system to encourage innovation.  The Delegation was convinced that, of all the different criteria of patentability, inventive step was the most difficult one in its evaluation.  In all the different elements which were necessary for that evaluation, it could be considered that the “person skilled in the art” was a key element.  Once the state of the art was established, the patent examiner had to take the position of that hypothetical person, known as the “person skilled in the art”.  The result of the patentability examination and the granting of patent rights greatly depended on the definition of such person.  That was the reason why one of the studies proposed by the Delegation would cover the definition of a “person skilled in the art” in different Member States, be it in legislation, in guidelines or in case law.  In view of the complexity of the evaluation of the inventive step, a number of countries had aimed in establishing methods to evaluate that element as objectively as possible.  The Delegation expressed its belief that a detailed analysis of the different methods applied in the evaluation of inventive step, without any intent of harmonization, could identify the advantages and disadvantages of each different system, with the aim of putting national patent offices in a position to decide which method or methods to apply, based on the characteristics of each invention, would be of interest for every Member State, independently of their level of development.  As a recent example highlighting the importance of adequate evaluation of the patentability criteria, in particular, the inventive step, in order to obtain acceptable quality of granted patents, the Delegation quoted the trilateral study which had been carried out by WIPO, the WHO and WTO.  That study, within the chapter dedicated to pre‑grant issues and, in particular, the questions of patentability, made a reference to a recommendation of the Commission on Intellectual Property Rights, Innovation and Public Health (CIPIH) of the WHO which suggested that governments should take actions to remove obstacles to legitimate competition by developing guidelines for patent examiners on how to apply the patentability criteria properly and, if appropriate, considering changes to national patent legislation.  Further, it was stated in the document that in order to ensure quality of granted patents, it was important to support the work of examiners with appropriate patent examination guidelines.  The Delegation explained that its proposal was to have a better understanding of the requirement of inventive step and its evaluation so as to facilitate the establishment of guidelines for patent offices, which would make it possible for patent examiners to apply the requirements of patentability more correctly and in a homogenous manner, thereby contributing to a higher quality of granted patents which would be of benefit for all Member States and society at large.  Consequently, the Delegation considered that its proposal was also intended to cover the interest of social and economic development.  Therefore, the Delegation was of the opinion that the criterion of inventive step could, through the definition or through related elements and methods of evaluation of those elements either in legislation or examination guidelines, facilitate or create obstacles to the granting of patents.  Further, the Delegation stated that low requirements for the criterion of inventive step would result in the granting of exclusive rights on small improvements with the risk of limiting industrial activity of third parties, while high requirements for the inventive step might have the consequence that inventions which might deserve protection would not be covered by exclusive patent rights or would be covered by very limited exclusive rights, which would further create obstacles to investment and research.  The Delegation noted that it was obvious that patent applications that belonged to the same family and had the same subject matter resulted in the grant of a patent in some Member States and not in others, due to various factors, inter alia, different results of the evaluation of the criterion of inventive step.  In that context, the Delegation quoted a study undertaken in 2005 by the University of Melbourne, the Melbourne Institute of Applied Economic and Social Research and the Intellectual Property Research Institute of Australia, in which the fate of 70,000 patents which had belonged to the same families and had been submitted to the USPTO, Japan Patent Office (JPO) and the EPO, known as the trilateral patents, had been examined.  One of the results of that study was that of all the patents granted in the United States of America, 14.6 per cent had been denied by the JPO and 3.8 per cent had been rejected by the EPO.  The Delegation further stated that, according to that study, differences in the methods of evaluating the concept of inventive step had influenced the different grant rates.  In its opinion, that was an area that should be looked at in greater detail in order to identify the different levels of inventive step and the different factors which influenced the evaluation of inventive step.  The Delegation therefore suggested to consider that a study be undertaken in this context, and that the Committee decide whether a questionnaire should be prepared.  The Delegation reiterated that its intent was merely to obtain objective information which would be available to the registries and patent offices of Member States with the objective of improving the quality of granted patents.

 AUTONUM  
The Delegation of Ireland, speaking on behalf the European Union and its 27 Member States, reiterated its support for advancing work on quality of patents proposed by the Delegations of Canada and the United Kingdom (document SCP/17/8), the Delegation of Denmark (document SCP/17/7), the Delegation of the United States of America (document SCP/17/10), and the Delegation of Spain (document SCP/19/5).  The Delegation considered that those proposals were fully complementary, fell under the mandate of the Committee and took into account a number of the Development Agenda recommendations.  The Delegation noted that some Member States, including six European Union Member States, had already contributed to the discussions on quality of patents with comments, additional proposals and further information about the subject matter, compiled in documents SCP/17/INF/2 and SCP/18/INF/3, and encouraged a broader range of members to do the same.  The European Union and its 27 Member States were of the view that the Committee should establish a work programme on quality of patents.  As to the next steps to be taken by the Committee, the Delegation was in favour of launching a questionnaire containing the elements of all the proposals of the Delegations of Canada and the United Kingdom, Denmark and the United States of America.  Furthermore, in relation to the third component of the work programme proposed by the Delegations of Canada and the United Kingdom, namely, process improvement, the Delegation supported the proposal of the Delegation of Spain to look further at the inventive step concept and methods of evaluating inventive step used in all Member States.

 AUTONUM  
The Delegation of Canada thanked the Delegation of the United Kingdom for its continued collaboration on the agenda item as well as other delegations who had expressed their support for furthering work on that item.  The Delegation stated that the Delegation of Canada and the United Kingdom proposed moving forward by developing a questionnaire to facilitate the sharing of information between Member States and patent experts from national and regional intellectual property offices.  The Delegation reiterated that the intention of the questionnaire was not to lead to a benchmarking exercise, but rather, to advance knowledge and best practice.  As identified in document SCP/17/8, the Delegations of Canada and the United Kingdom had attempted to provide a definition of patent quality in response to concerns expressed by some delegations.  Recognizing that quality of patents encompassed many different components and that it could have different meanings for different patent offices, for different countries, or for different stakeholders, the Delegation supported the view that to prescribe a harmonized, one‑size‑fits‑all definition was not in the best interest of all Member States and recommended that, as part of the proposed information gathering exercise, Member States be asked to provide a definition of quality that was utilized in their respective national or regional patent offices.  Noting that some Member States had expressed their discomfort with the notion of quality and feared that some might seek to rank the practices of offices based on some arbitrary quality ideal, the Delegation reassured the Committee that that was neither their goal nor intention.  The Delegation expressed its belief that patent quality was an individual standard that reflected the objectives of the Member States’ domestic patent policy.  The objective of their proposal was to learn from other Member States in the hope of obtaining valuable information that could help them improve their own practices.  With respect to the proposal made by the Delegation of Spain, the Delegation expressed its belief that a study of the requirements of the inventive step could result in an excellent information exchange that could benefit Member States when reviewing their own standards.  The Delegation informed the Committee about the decisions of the Supreme Court of Canada on the concept of obviousness, including the cases where an invention may be “obvious to try”.  Finally, with respect to the proposal made by the Delegation of Denmark, the Delegation was of the view that the proposal had identified a practical and helpful tool in improving the quality of patents granted by national and regional intellectual property offices.  

 AUTONUM  
The Delegation of the Russian Federation stated that issues relating to harmonization of substantive patent law standards remained topical, since harmonization was able to effectively reduce expenditure relating to the filing and prosecution of an application, enhance the quality of the substantive examination and reduce the length of such an examination, i.e., something in which patent system users throughout the world were interested.  The Delegation further stated that the issue of quality of patents was very important and was of interest not only to patent offices, but also to inventors trying to protect their inventions.  The Delegation noted that inventors were interested in obtaining a patent with the broadest scope of rights, while patent offices were keen to reduce labor costs and, at the same time, enhance the quality of processes at all stages of prosecution of applications and grant of patents.  Taking into account the above, the Delegation expressed its willingness to participate actively in the discussion of the agenda item relating to quality of patents.  The Delegation stated that, at the previous session of the Committee, during the discussion of the proposal of the Delegation of Denmark (document SCP/17/7), it had provided the Secretariat with detailed information regarding the use by the Russian Patent Office (Rospatent) of the results of prior art search conducted by foreign patent offices on “corresponding” applications which were used both when examining convention applications filed with Rospatent and also in the process of examining applications according to the procedure of accelerated patent prosecution (as part of the PPH program) and PCT international applications that had entered the national phase with Rospatent.  The Delegation agreed with the point of view of the Delegation of Denmark that the aim of using the results of prior art search carried out by foreign patent offices was to enhance the quality of one’s own search work and of examinations by the national patent office, which in turn led to the grant of high‑quality patents.  Taking into consideration that the issue of enhancing the quality of search and examination of national applications using the results of search and examination by foreign offices was of interest for Rospatent, as part of the research into the problem of enhancing the quality of patents, the Delegation put forward the proposal reflected in paragraph 68 of document SCP/18/12 Prov. 2, i.e., to continue work on collecting information regarding the use by national patent offices of the results of prior art search, since the exchange of information on the quality of patents was an important element in the development of national patent systems.  Further, the Delegation stated that there was no doubt that the past decade had been characterized by the routine “spiral” in the development of the various forms of international cooperation in the sphere of patent examination, carried out both as part of the systems which had already functioned for a long time under the aegis of WIPO, for example the PCT, and also as part of relatively new projects, in particular the PPH program.  In its view, the PPH program was essentially based on international division of labor, which eliminated duplication of work in offices and improved the quality of patent examination.  The Delegation noted that Rospatent was playing a role in the implementation of international projects, among which particular attention was devoted to the programs of accelerated patent prosecution (PPH and PCT-PPH).  Rospatent had concluded bilateral agreements on the PPH program with the Patent Offices of China, Denmark, Finland, Japan, the Republic of Korea, Spain and the United States of America.  In its opinion, that was a witness to the manifestation of mutual interest by patent offices carrying out a patent search and examination, in the establishment of bilateral cooperation.  Further, referring to the proposal made by the Delegation of the United States of America contained in document SCP/19/4, the Delegation expressed its support for the idea aimed at studying the experience relating to the distribution of work, joint projects and common practice, which would allow the quality of granted patents to be improved and, as a result, would enhance the effectiveness of the patent systems of Member States.  The Delegation considered that the proposed program of work may be a basis for discussion on the development of mutually-beneficial cooperation in order to implement a number of programs on the international division of labor between patent offices.  The Delegation stated that the task of enhancing the effectiveness of the PPH system was resolved by means of cooperation between patent offices participating in the program.  In its view, the main efforts must be directed to standardizing requirements which must be applied to applications and, in particular, the claims.  In the view of the Delegation, the development of unified requirements and procedures applied in each patent office would allow the effectiveness of protectable patent rights to be enhanced throughout the world, as well as reduce the workload of examiners.  In order to guarantee the effectiveness of cooperation between patent offices, monitoring of such activities and their results should be conducted.  Taking into account the above, the Delegation proposed that the International Bureau expand and restructure the section of the website of WIPO devoted to the PPH program.  The Delegation considered it expedient to supplement the portal with sections such as “PPH-MOTTAINAI” and the “Plurilateral PPH Program” in order to facilitate understanding of the process by which they were used.  Also, the Delegation fully supported the idea of holding seminars to promote the PPH and PCT-PPH.   In its view, studying experience and exchanging information in relation to ensuring the quality of patents was an important component which defined the development of national patent systems.  Having supported the proposal of the Delegations of Canada and the United Kingdom on the questionnaire concerning the quality of patents (document SCP/18/9), the Delegation pointed out that it had already submitted answers to that particular questionnaire and considered that it fit the proposal of the Delegation of the United States of America contained in document SCP/17/10 (the comments by the Russian Federation on that document had been included in document SCP/18/INF/2), since the exchange of experience and information facilitated the improvement of quality of patents.  In view of the above, the Delegation expressed its willingness to participate actively in the discussion of the subject of quality of patents, in accordance with the proposals of the Delegations of Denmark, Canada, the United Kingdom and the United States of America.  As regards the proposal made by the Delegation of Spain for the improvement of the understanding of the requirement of inventive step contained in document SCP/19/5, the Delegation supported the proposal on the whole, and proposed undertaking analysis according to the following themes:  (i) determination of the person skilled in the art as a key figure in the assessment of inventive step;  (ii) methods used to evaluate the inventive step;  and (iii) differences in the required degree of inventive step.  However, the Delegation considered it appropriate not to analyze all the subjects at the same time, but to begin with a particular aspect of the proposed issues, for example, the study of the methods of evaluation of the inventive step.  In its opinion, the evaluation methods must be closely related to particular sectors of technology, for example, chemistry, medicine, pharmaceutics and computer‑implemented inventions, since the application of a general approach may be fraught with peculiarities resulting from the nature of subject matter.  The Delegation continued that, as regards the first and third themes, it should be assumed that they were mutually related.  The Delegation suggested that a person skilled in the art in a particular area of technology be taken into account in evaluating the “degree of inventive step”, i.e., the quality of assessment of the inventive contribution.  As part of the proposed research in that particular area, the Delegation expressed its interest in the following issues:  (i) evaluation of the inventive step of inventions expressed by the Markush formula;  and (ii) establishment of inventions characterized with the application of a range of values of computer‑implemented inventions.  Further, of interest to the Delegation also were the methods of evaluating inventive step with respect to the following factors:  (i) satisfaction of a long‑existing demand;  (ii) complexity of a task to be resolved;  (iii) introduction of substantive improvements to technical progress;  (iv) overcoming mistrust and skepticism on the part of specialists;  continuity of research leading to a positive result;  (v) simplicity of a claimed invention resolving a long-standing problem bearing witness to the originality of an invention;  (vi) essential economic significance of an invention;  (vii) use by an examiner of a host of different references relating to different periods of time and/or various fields of technology;  and (viii) the pioneering nature of an invention.  The Delegation noted that its interest in the proposed analysis arose, since within Rospatent, there was no established practice on the above factors when assessing inventive step, although those factors were taken into account in examining inventions by, for example, the EPO, EAPO and USPTO.  Moreover, in connection with the proposal by the Delegation of Spain, the Delegation expressed its belief that the issue relating to confirmation of the possibility of achieving a technical result could also be examined.  In conclusion, the Delegation supported the initiative to devise a questionnaire on those particular issues.
 AUTONUM  
The Delegation of Poland, speaking on behalf of the CEBS, reiterated the importance of continuing the discussion on the quality of patents on the basis of the proposals put forward by the Delegation of Canada and the United Kingdom, Denmark and the United States of America.  The Delegation expressed its hope that during the current session of the Committee, Member States would finally decide on establishing a work program on quality of patents by way of addressing the questionnaire of the Delegations of Canada and the United Kingdom contained in document SCP/18/9.  CEBS welcomed the proposal submitted by the Delegation of Spain in document SCP/19/5 and considered that it was useful to launch studies that included the inventive step concept, the definition of the person skilled in the art and the method of evaluating inventive step used in the WIPO Member States.  The Delegation expressed its belief that the comparative study on that issue and gathering information on different existing concepts of inventive step applied by Member States would increase the knowledge of the Committee in that respect, and would help further work on quality of patents.  

 AUTONUM  
The Delegation of Switzerland, in line with the statements made by other delegations, considered the issue of quality of patents an important one, and supported the discussion of that issue within the Committee.  Thanking the Delegations of the United States of America and Spain for their proposals submitted to the nineteenth session of the Committee, the Delegation stated that those additional proposals described the way to move ahead in that area.  In addition, the Delegation expressed its support for the continuation of the work as proposed by the Delegations of Canada and the United Kingdom.  With respect to opposition procedures, re‑examination systems, systems of submission of third party information as well as administrative procedures for annulling patents, the Delegation stated that such systems also played a role in ensuring the credibility and the quality of patents.  Even if they differed widely, they nonetheless showed the fact that such mechanisms could function well in providing a rapid, simple and economical way to test patents and, hence, to enhance their quality.  Noting that it was essential to continue working on that issue during the ongoing session of the SCP, the Delegation proposed a compilation of all the various mechanisms that were contained in the document SCP/18/4 so that each country could make use of that information in order to either improve its system or to introduce such a system if it so wished.  The Delegation was convinced that such a compilation would benefit all Member States.  

 AUTONUM  
The Delegation of the United Kingdom supported the statement made by the Delegation of Canada on the topic of patent quality and thanked it for its continued collaboration on that subject as well as other delegations who had commented on those proposals.  The Delegation expressed its belief that patent quality was an area which would benefit all countries and would allow them to share knowledge and to learn from each other.  The Delegation associated itself with the statement made by the Delegation of Canada, and reassured the Committee that the intention of that work was not to lead to a benchmarking exercise, but to advance knowledge and best practice on that issue.  In addition, the Delegation supported the proposals of the Delegations of Denmark, Spain and the United States of America under the same agenda item.  
 AUTONUM  
The Delegation of the Republic of Korea expressed its appreciation to the Delegation of Spain for its proposal contained in document SCP/19/5.  The Delegation agreed that the study was needed in relation to the requirement of inventive step as described in paragraphs 20 to 22 of that proposal.  Noting that the inventive step requirement was one of the most controversial aspects of the patentability, the Delegation stated that studying that issue would advance its understanding and improve the quality of granted patents.  However, the Delegation noted that the study should be implemented in a practical way, for instance, by collecting information on inventive step and analyzing examination cases and results, and not by taking a more complex approach, such as the harmonization of patent laws.  

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, stated that it was clear that patents of high quality were paramount for attaining the goals of the patent system.  Therefore, the Delegation deemed that it was useful to engage in a discussion on that important issue as a contribution to the improvement of the patent system, including therein the search and examination of patents and the evaluation of the workflow.  The Delegation expressed its belief that patents of high quality were key to reach the objectives of patent protection, that was, to contribute to the promotion of technological innovation and to the transfer and dissemination of technology, to the mutual advantage of producers and users of technological knowledge and in a manner conducive to social and economic welfare, and to a balance of rights and obligations.  With regard to the proposals submitted on that issue, the Delegation stated that the discussion on the national goals of a patent system, as proposed by the Delegation of the United States of America in document SCP/17/10 reflected the debates undertaken in WIPO since the Development Agenda had been approved.  In its view, the underlying assumption of the “one‑size‑fits‑all” approach with respect to national goals of a patent system was not adequate, as the high‑level goals varied from country to country and were affected by many factors, including national industrial policies and the capacity of Member States to absorb technology.  In the opinion of the Delegation, that also implied that a common definition for substantive patenting criteria would reduce policy space and thus affect the capacity of Member States to adapt their patent system according to the changes in the concrete reality.  The Delegation noted that the discussion of the requirement of inventive step tabled by the Delegation of Spain was handled with great care by the DAG.  In its view, that subject was directly related to the calibration of the patent system, since it provided more flexibility for Member States to analyze patent applications, and ideally, the precise definition of that requirement took into account the industrial policy’s goals of each country.  With that in mind, the Delegation expressed its belief that the Development Agenda provided a useful framework for starting to address the matter, in particular, recommendation 17 regarding the flexibilities in international intellectual property agreements;  recommendation 11 which urged WIPO to assist Member States to strengthen national capacity for protection of domestic creations, innovations and inventions and to support development of national scientific and technological infrastructure;  recommendation 12 regarding mainstreaming of development considerations into WIPO’s activities and debates;  recommendation 20 which stated that WIPO should promote norm‑setting activities that support a robust public domain;  and recommendation 22 stating that WIPO’s norm-setting activities should be supportive of the development goals agreed within the United Nations system.  Considering that the proposal had been circulated only recently, the Delegation stated that that was a preliminary reaction of the DAG to the Spanish proposal, and other positions could be stated as the debates continued.  The DAG expressed the view that a first step could be the exchange of information regarding access to patent databases, in light of the shared objective of continuously raising patent quality.  Some patent offices, including the National Institute of Industrial Property of Brazil, already made available search and examination documents on their websites.  Access to such information was helpful in order to enable examiners to carry out search and examination with adequate quality, as long as the flexibility for the access and use of the databases was maintained.  Nevertheless, the Delegation noted that some countries had faced obstacles in accessing those databases and it would be useful to explore the reasons behind such difficulties.  Finally, the Delegation expressed its belief that initiatives of work‑sharing should remain strictly voluntary and that the undertaking of such programs be guided by national developmental and public policy objectives. 
 AUTONUM  
The Delegation of Chile, recognizing the value and importance of the discussion on quality of patents, stated that the correct functioning of the patent system was essential for ensuring patent quality.  With regard to the issue of opposition systems, the Delegation noted that the opposition systems, a pre‑grant opposition system in the case of Chile, made it possible to further the objective of high quality patents by providing legal security for rights holders and the system as a whole.  The Delegation referred to its comments made on that issue in previous sessions of the Committee.  Regarding the proposal of the Delegations of Canada and the United Kingdom, the Delegation reiterated the importance of looking at the various items linked to the development of technical infrastructure, exchange of information and access to databases in enhancing the quality of patents.  The Delegation stated that the proposal of a questionnaire contained in document SCP/18/9 could be a very good way of gathering information directly from Member States, making it possible to further enhance the discussions.  In its view, that would be a good starting point, especially with the understanding that the objective of the questionnaire was not to affect the decisions by IP offices at the national level.  The Delegation thanked the Delegation of Spain for submitting the proposal, which was currently being reviewed by the Delegation of Chile.  The Delegation stated that it was important to look at the possibility of carrying out a study in the area of inventive step.  Concerning future work, the Delegation considered that it was important to bear in mind all the documents that had been submitted in the area of quality, and expressed its willingness to deepen that discussion.  However, in order to bring those proposals forward, the Delegation reiterated that there should be a balance between the interest of that item and the various other items on the agenda. 

 AUTONUM  
The Delegation of Japan supported the proposal made by the Delegation of Spain on improving the understanding of the requirement of inventive step concerning the issue of quality of patents, including opposition systems.  It highlighted that many court cases related to the issues of how to judge patentability requirements, such as, novelty or inventive step, which were common to the legal systems of many countries and regions.  Therefore, in its view, it would be useful to consider how each country implemented their patent requirements from a practical perspective for discussions on patent quality.  The Delegation considered that such consideration would increase the Committee’s knowledge about the requirements of inventive step in each Member State.  The Delegation also supported the proposal of the Delegation of the United States of America on the efficiencies of the patent system (document SCP/19/4).  It observed that through the recent globalization of patent filings, duplication of work among IP offices had been increasing.  In that regard, the Delegation noted that it was meaningful to conduct work‑sharing among offices, not only for themselves but also for users of the patent system and the public.  The Delegation pointed out that there were work‑sharing programs that maintained the sovereignty of offices and pursued reasonable cooperation, such as the PPH programs.  As the Delegation of the United States of America had proposed, the Delegation considered that evaluating those programs would increase their usefulness from the viewpoint of providing opportunities for work‑sharing programs to be conducted among Member States.

 AUTONUM  
The Delegation of the United States of America stated that it remained committed to achieving a balanced work program for the SCP.  The Delegation supported the proposal made by the Delegation of Spain contained in document SCP/19/5 in relation to study the aspects of inventive step, also known as non‑obviousness.  The Delegation noted that the proposed study of the definition of the person skilled in the art, methods of evaluation of inventive step and differences in the level of inventive step required was very important, because the determination of inventive step/non‑obviousness was essential to the patentability decisions made by various national offices.  The Delegation further introduced its proposal on work‑sharing between patent offices, which may interest patent offices.  The Delegation expressed its belief that every Member State had an interest in improving the efficiency of the patent system and in granting high quality patents, as defined by their national objectives and economic considerations.  The Delegation observed that many programs of that type were currently in place, both in developed and developing countries, and stated that tangible successes in harnessing improved quality and efficiency had already been seen by many patent offices that had been taking part in those programs.  As an example, a number of South American countries, namely Argentina, Brazil, Chile, Colombia, Ecuador, Paraguay, Peru, Suriname and Uruguay, were members of PROSUR, a regional cooperation mechanism which aimed at improving services to users of the IP system by voluntary cooperation as well as creating databases, a common portal and work‑sharing.  The PCT system exemplified the oldest work‑sharing system implemented on an international scale.  The Delegation noted that Chile had recently joined Egypt, Brazil and 14 other offices as an international authority under the PCT system.  Other examples of international work‑sharing were the various PPH programs taking place among national patent offices.  The USPTO alone had PPH arrangements with 25 offices, representing countries of all levels of economic development, and more offices were added on a regular basis.  In the opinion of the Delegation, it was apparent that work‑sharing held benefits that could appeal to patent offices.  In view of the improvements demonstrated obtained by work‑sharing programs, the Delegation proposed that Member States collaborate in the following activities:  (i) carry out an inventory of work‑sharing programs that were or had been taking place between offices bilaterally, multilaterally, and regionally, and evaluate their benefits for IP offices, for users of the IP system and for the general public;  (ii) explore ways to further refine and increase the usefulness of those programs, for example, by determining best practices, that could be adopted by participating offices on a voluntary basis;  (iii) explore the tools that could facilitate effective work‑sharing programs between participating offices;  and (iv) conduct workshops on how work‑sharing programs could be effectively implemented.

 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, thanked delegations who had submitted proposals with respect to patent quality, including the proposals made by the Delegations of Spain and the United States of America.  In general, the Delegation reiterated the African Group’s concern about the absence of a precise definition of the concept of patent quality.  In the absence of such a definition, the African Group stated that it would not be ready to go a step further in the activities of the Committee.  The Delegation expressed its hope that a proposal or at least broader information regarding Member States' understanding of patent quality would be received.  The Delegation stressed that the African Group was strictly against any idea of harmonization with regard to the quality of patents, be it on the basis of patentability requirements or on any other criterion having to do with substantive patent law.  The Delegation considered that every Member State had to draft its own national patent law on the basis of its own requirements and on the basis of its developmental concerns.  In its view, it would be impossible to define common grounds for all Member States on that particular matter.  The African Group took note of the proposals made by the Delegations of Spain and the United States of America without making any final statement on it.  It highlighted that in the framework of the SCP, any exchange of information had to be beneficial to all Member States.  The Delegation, however, stated that most of the African countries who only examined the formality aspects of patents would be excluded from a debate if the Committee only considered the needs of those countries facing difficulties with regard to substantive examination.  Therefore, the Delegation suggested that the exchange of information should focus on the way in which information contained in patent applications was disclosed so as to enhance access of African countries to that information.  It stated that such an exchange of information should also look into technical assistance provided by WIPO to Member States in order to improve the patent systems.  In its view, the exchange of information should have the purpose of strengthening the role of public policy as determined by governments within the framework of the patent systems.
 AUTONUM  
The Delegation of the Dominican Republic, speaking on behalf of GRULAC, supported the proposal made by the Delegation of Spain contained in document SCP/19/5.  It considered that the proposed study would be useful for Member States, since inventive step was a very subjective criterion, in particular, with regard to the important definition of a “person skilled in the art".  The Delegation stressed the importance of examining the issue of patent quality in the SCP.

 AUTONUM  
The Delegation of Ghana thanked the Member States for their proposals and the comments made so far on the topic of quality of patents and the opposition systems.  The Delegation expressed its interest in the quality of patents which had an effect within its jurisdiction.  In that regard, the Delegation supported the proposals of the Delegations of Denmark, Spain, Canada and the United Kingdom, and other proposals from other Member States.  It sought to obtain information from Member States regarding the quality of patents as long as the information obtained would only create a platform for sharing experiences and exchanging views of mutual consideration.  It considered that such information would assist patent offices which currently relied solely on foreign search and examination reports in their decisions to grant patents.  However, the Delegation would not be in a position to support any proposal that sought to harmonize laws regarding the substantive examination of patents.  In that regard, the Delegation stated that it would not be in a position to support the proposals of the Delegations of Spain and the United States of America as they sought to propose best practices and to set benchmarks to be accepted voluntarily by Member States.  

 AUTONUM  
The Delegation of Senegal, noting all the proposals on the issue of quality of patents, endorsed the statements made by the Delegation of Algeria on behalf of the African Group, which had clearly flagged the concerns of the African Group and its apprehension of the whole concept of quality of patents as well as its definition and content.  The Delegation refuted any idea of harmonization of quality or the patentability criteria.  Further, it stated that the concept of quality of patents would necessarily involve respecting development considerations in each Member State, and a quality patent would have to be assessed in terms of public policies being pursued by each Member State.  In its view, it was necessary to incorporate aspects of disclosure in analyzing the concept of quality of patents.  Further, the Delegation expressed its belief that when considering the issue of quality of patents, an appropriate role of technical assistance for capacity building should be ensured.  In its opinion, enhancing the skills and competence of patent examiners in the offices in LDCs should be taken into consideration so that they achieve the same level of capacity as other countries, was imperative with regard to handling patent applications which was a common goal.  The Delegation observed that all Member States wanted to improve the international patent system by making it more balanced. 
 AUTONUM  
The Delegation of the Republic of Korea complimented the Delegation of the United States of America for its proposal contained in document SCP/19/4.  The Delegation stated that the Republic of Korea had implemented different bilateral and multilateral work‑sharing programs, including the PPH, joint prior art searches and collaborative search and examinations, in order to avoid the duplication of examination work resulting from the proliferation of cross-national filings.  It noted that the registration rate and the first action allowance rate for applications filed through the PPH programs were higher than those for ordinary patent applications.  Both the first office action period and the completion period for patent examination had been reduced by nine times of that for ordinary applications.  The Delegation observed that the utilization of search and examination results through work‑sharing programs, such as the PPH, led to reduced workload for patent offices and earlier securement of patent rights for applicants.  Moreover, the Delegation noted that the Korean Intellectual Property Office (KIPO) had been participating in the collaborative search and examination pilot project on PCT applications with the USPTO and the EPO since 2010.  During the second pilot project, which had run until the end of 2012, KIPO examined 60 patent applications as a first examiner and 88 additional cases as a peer examiner. According to the results of a survey carried out among the examiners participating in the projects at KIPO, on 92% of the applications with KIPO as a first examiner, feedback was received, for example, on additional citations, search strategies, interpretation of the claims on prior art or patentability from peer examiners.  Ninety‑six per cent of the participating examiners at KIPO conducted additional searches and provided feedback on the examination results from the first examiners.  Against that backdrop, 90% of the KIPO examiners answered that such work‑sharing programs contributed greatly to the increased accuracy of patent examination.  Also, over 80% of the KIPO examiners responded that, when the results from such cooperative programs entered the national phase, international search and examination results could be relied upon for their accuracy.  Accordingly, more time was only needed for administrative processing and supplementary searches were not necessary.  Therefore, based on those results, the Delegation expressed its belief that such work‑sharing programs enhanced the efficiency of the patent system and improved the accuracy of patent examination.  It therefore supported the proposal of the Delegation of the United States of America, and stated that establishing and further utilizing work‑sharing programs could improve the IP system.  In that context, the Delegation expressed its hope that studies on work‑sharing programs could contribute to enhancing any international cooperation programs.
 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, endorsed the proposal made by the Delegation of the United States of America regarding the efficiencies of the patent system.  The Delegation noted that the European Union and its 27 Member States were engaged in many work‑sharing initiatives through national patent offices.  It strongly supported exploring the issue of work‑sharing in the SCP as a means to increase the efficiency and the effectiveness of national and international patent systems.  In its view, work‑sharing could help reduce backlogs of unexamined patent applications and improve the quality of granted patents.  The Delegation therefore welcomed the opportunity to explore the benefits of work‑sharing for national and regional patent offices.  
 AUTONUM  
The Delegation of Poland, speaking on behalf of CEBS, thanked the Delegation of the United States of America for submitting document SCP/19/4 regarding the efficiencies of the patent system.  The Delegation stated that the CEBS Group was already involved in work‑sharing programs, whether on a regional or bilateral basis, and noted the benefits of such activities, both for offices and for applicants.  The Delegation strongly supported the proposal that Member States collaborate in the activities listed in paragraph 5 of document SCP/19/4.  The Delegation highlighted the usefulness of discussing work‑sharing issues in the SCP, and finding out how that initiative could be translated into practice among the Member States, as well as how such work‑sharing activities contributed to improving the work of national offices.  

 AUTONUM  
The Delegation of India emphasized that quality of patents was important not only for the development of any patent system but also for technological development of the country.  The Delegation stated that if patents were not commercially exploited due to lack of their quality disclosure, they failed to fulfill in securing the objective of the national legislations for their grant as to encourage the inventions, to contribute to the promotion of technological innovation and transfer and dissemination of technology.  In respect of the proposals submitted by the Delegation of Denmark (document SCP/17/7), the Delegations of Canada and the United Kingdom (document SCP/17/6) and the United States of America (document SCP/17/10), the Delegation reiterated that the full disclosure of the invention, including the most relevant prior art and the best mode of performing the invention without any further experimentation or know‑how, were most relevant for improving the quality of patents.  In that regard, the Delegation was of the view that Article 29 of the TRIPS Agreement clearly mandated such disclosure, including providing information concerning the applicant’s corresponding foreign applications and grants.  As regards the sharing of search and examination work, as contained in the proposal submitted by the Delegation of the United States of America (document SCP/19/4), the Delegation noted that work‑sharing had been proposed in the second session of the PCT Working Group, during which several countries had expressed their reservation against the institutionalization of a work‑sharing program.  In that regard, the Delegation quoted the views expressed by the DAG during the third session of the PCT Working Group (document PCT/WG/3/13):  “as a matter of principle, we do not favor the principle of automatic validity of international search and examination reports, nor do we consider that a national patent office is under any obligation to accept automatically any report by another national patent office”.  The Delegation considered that, since a patent was granted according to the applicable national law, an examiner remained bound by the national patent law, which mandated that he had to carry out search and examination and, despite the issue of duplication, he had to perform his statutory duties.  However, in its view, a patent examiner was free to use search and examination reports of other offices, if so desired, as most of the countries made available their prosecution history including the search reports.  Moreover, international search and examination reports prepared by the International Search Authorities and the International Preliminary Examining Authorities were also made available by WIPO and could be used by examiners.  Therefore, the Delegation was of the opinion that such work‑sharing could be initiated on a voluntary basis.  With regard to the proposal submitted by the Delegation of Spain for the improvement of understanding the requirement of inventive step, the Delegation reiterated that inventive step was the final gatekeeper of the patent system.  The question of inventive step was viewed from the perspective of a “person skilled in the art”.  An invention was said to be lacking inventive step if it was obvious to that person skilled in the art.  The Delegation considered that the level of knowledge of such a hypothetical addressee played the most important role in the patent system in deciding the issue of obviousness.  The Delegation pointed out that, since the TRIPS Agreement did not define inventive step or the person skilled in the art, sufficient flexibility was provided in the TRIPS Agreement to the members to define the level of a skilled person, depending upon the technical development of the country.  In its opinion, accepting a lower level of the skill of such hypothetical person would render even a minor improvement non‑obvious, and would thus increase the burden of frivolous patents and would be detrimental to the interest of the developing countries.  Conversely, the Delegation was of the view that a higher level of the skill of such person would allow only those inventions which had a higher threshold of inventiveness and, therefore, led to technical and industrial development.  Therefore, the Delegation observed that the proposed study might be useful for understanding the differences in terms of inventive step.  However, the Delegation stated that it would be more useful to understand the different level of thresholds in the different national legislations for the sufficiency of disclosure in addressing the issue of quality of patents.

 AUTONUM  
The Delegation of Argentina noted that the discussions in the SCP regarding the proposals on patent quality submitted by the Delegations of Canada, the United Kingdom, Denmark and the United States of America had highlighted the importance that each member country attached to having high quality patents.  At the same time, the Delegation stated that it reaffirmed the work of the SCP with regard to reviewing the various interests upon which a balanced patent system could be built.  Notwithstanding the efforts that had been made in order to clarify what was understood by quality, the Delegation observed that the Committee still had no common understanding regarding the term “patent quality”.  The Delegation agreed that patent offices could contribute greatly to making sure that a patent system operated properly by only granting patents for legitimate inventions.  In that way, the Delegation considered that the patent system was complying with its social and economic role.  However, the fact that the Committee still had not clearly defined the concept of patent quality, the Delegation stressed the importance of having a better definition and understanding the scope of patent quality before deepening the discussion on a detailed work plan.  The Delegation stated that the adoption of high standards in examination of the patentability and full disclosure of the invention was of crucial importance in the balanced IP system, so as to avoid granting frivolous patents.  In its view, the Committee had not only to preserve and guarantee the use of TRIPS flexibilities, but also to define the criteria of patentability in compliance with national priorities as an important tool for developing countries to promote their inventions.  The Delegation considered that the way in which the patentability criteria were applied was crucial for the public domain knowledge, which was decisive in various technological fields, such as pharmaceuticals having a direct impact on access to drugs.  Since any attempt to harmonize the conditions of patentability in national laws would eliminate flexibilities provided for in Article 27.1 of the TRIPS Agreement, and bearing in mind that IP was not an end in itself but an instrument to further economic and social development, including the promotion of innovation, economic growth, public health, food safety and education amongst other objectives, the Delegation was of the opinion that the proposal had to be looked at within the framework of trade and development of each country.  In its view, that was in line with the recommendations of the Development Agenda.  Regarding the proposals submitted by the Delegations of the United States of America and Spain in documents SCP/19/4 and SCP/19/5, respectively, the Delegation noted that the documents were still under review and reserved the right to formally make comments in the future.
 AUTONUM  
The Delegation of Germany endorsed the proposal made by the Delegation of the United States of America (document SCP/19/4), against the background that it clearly underlined that the sovereignty of the various offices would be maintained. 
 AUTONUM  
The Delegation of Canada expressed its support for the proposal of the Delegation of the United States of America regarding efficiencies of the patent system.  As a party to the PPH agreements with Denmark, Finland, Germany, Israel, Japan, the Republic of Korea, Spain, the United Kingdom and the United States of America, the Delegation stated that Canada firmly believed in the value and efficiencies that could be derived from work‑sharing agreements.  The Delegation noted that the PPH provided, under certain conditions, a means of prioritizing examination of patent and accelerating the first examination action.

 AUTONUM  
The Delegation of Egypt supported the statements made by the Delegations of Brazil on behalf of the DAG, and Algeria on behalf of the African Group, and thanked the Delegations of Canada, Denmark, Spain, the United Kingdom and the United States of America which had presented proposals.  Noting that there was no uniform point of view as regards the quality of patents, and there were different understanding as far as the context in which the term was used, the Delegation pointed out that the SCP had to agree what work the International Bureau should carry out with respect to quality of patents.  The Delegation urged that the concerns of the African Group should be addressed in the Committee.  Further, the Delegation stated that the question of disclosure and quality of patents should be addressed, and that as provided by Article 29 of the TRIPS Agreement, necessary steps had to be taken by Member States in order to make available information concerning corresponding foreign applications or grants.  In addition, the Delegation noted that, since patent applications were presented in many languages, the SCP should also address the question of language in that context. 

 AUTONUM  
The Delegation of Nigeria complimented the Delegations of Denmark, Spain and the United Kingdom on their proposals.  It endorsed the statement made by the Delegation of Algeria on behalf of the African Group, rejecting any proposal that addressed the harmonization of patent laws.  The Delegation expressed its belief that the issue of disclosure and technology transfer should be considered by the SCP, so as to ensure that patents were commercially exploited.  The Delegation welcomed the proposal of the Delegation of the United States of America contained in document SCP/19/14 on work‑sharing, as far as it enhanced the efficiency of the patent system and the sovereignty of offices would be maintained. 
 AUTONUM  
The Delegation of the United States of America clarified that the work‑sharing programs described in its proposal preserved the national sovereignty of the participating countries by ensuring that patentability decisions were made by the national offices based on the applicable national laws.  The Delegation explained that the work product that was shared between the participating offices was neither given full faith and credit nor was it adopted as their own by an office.  In its opinion, instead, the work product provided a better starting point from which the normal procedures in the national offices could be started.  The Delegation expressed its belief that such a better starting point could result in improved patent quality and efficiency for the participating offices.

 AUTONUM  
The Delegation of Spain reiterated its belief that its proposal was of interest to all countries, independent of their level of development, because that would make it possible to improve the examination procedure within patent offices and provide more adequate implementation of the concept of inventive step without the necessity of the harmonization of legislation.  In its view, that aspect might be worth further consideration by delegations.  The Delegation stated that, its proposal was linked to recommendation 45 of the Development Agenda, which stated that Member States should “approach intellectual property enforcement in the context of broader societal interests and especially development-oriented concerns”.  In its view, the patent system could contribute to the objectives of the broader interest of society, technology innovation and transfer and diffusion of technology only where the protection was granted and maintained for such inventions.  It supported the proposal made by the Delegation of the United States of America, as a way forward to streamline search and examination procedures, and at the same time, maintain the sovereignty of each country with the view of obtaining patent quality described in its own proposal.

 AUTONUM  
The Delegation of India, while appreciating the clarification made by the Delegation of the United States of America, reiterated that, since the search and examination reports were already available on the web sites of national offices and on the Centralized Access to Search and Examination (CASE) portal developed by WIPO, those could be used on a voluntary basis.  

 AUTONUM  
The Delegation of Australia supported the work on quality of patents.  It endorsed the proposal made by the Delegation of the United States of America regarding efficiencies of the patent system, and supported efforts to increase quality and reduce duplication of work in relation to the examination and grant of patents.  In that context, the Delegation reiterated its support to the proposals of the Delegation of Denmark and the Delegations of Canada and the United Kingdom in relation to quality of patents.  It thanked the Delegation of Spain for its proposal on improvement of the understanding of the requirement of inventive step.  The Delegation expressed its belief that an exchange of information and experiences based on the above proposals on quality of patents would be useful when reviewing its own policies and practices.  For example, in relation to inventive step, sharing experiences could increase transparency for applicants seeking the granting of patents overseas, increase quality of granted patents and, therefore, increase certainty and validity of granted patents. 
 AUTONUM  
The Representative of ALIFAR reiterated his comments made at the previous sessions on the proposals of the Delegations of Canada and the United Kingdom and the Delegation of Denmark contained in documents SCP/16/9 and SCP/18/12, respectively, and his comments available on the SCP electronic forum website related to the seventeenth session of the SCP.  In his view, the quality of patents was of fundamental importance for ensuring that the patent system worked, and it had to comply with its political, social and economic objectives, providing for a proper balance between the various interests involved, such as those of innovators, competitors and consumers.  He observed that the concept of patent quality was very difficult to define.  In his view, in the current international patent system, the term "quality" had to make reference to those patents that were granted for inventions that complied with the requirements of patentability and the national priorities of each country, after a rigorous process of patent examination.  However, the Representative was of the opinion that it should by no means be considered that patent quality meant to overly accelerate the process of granting patents without considering the interests of the various parties involved.  He reiterated his concerns about the perspective the Committee was taking at patent quality, which could lead to greater harmonization of patent law, especially the criteria of patentability, exclusions from patentable subject matter, opposition systems and the various administrative systems for revocation and invalidation as well as exceptions and limitations.  The Representative stated that such harmonization would undermine the flexibilities provided for by the international treaties, which was important for developing countries in order to correctly, adequately and properly implement their own respective public policy objectives.  He noted that a number of delegations had recognized that it was necessary to strengthen work‑sharing with respect to search and examinations carried out by foreign offices in order to facilitate the work of a patent examiner.  The Representative considered that such facilitation was somewhat risky, as in the case of national examination, which could mean a relaxing of the patentability criteria and lead to facilitation and importation of foreign patentability criteria that had been applied by a foreign patent office.  He stressed the importance of the different levels of patentability criteria in relation to international cooperation and considered that, since it was known that technical administration offices were more permeable to changes than congressional bodies, a number of developed countries had begun promoting their own interests in developing countries and in LDCs through cooperation with technical bodies, without the necessity of legal reforms that required a far‑reaching debate in congressional bodies and parliaments.  In his opinion, it was a lot easier and more efficient to implement changes by technical assistance and capacity building programs than with legislative reform.  In that context, he observed that the worst scenario for developing countries and for LDCs in the area of quality of patents was to advance towards a system that would accelerate the granting of patents, a fast‑track approach, and relaxing the criteria and standards, which could give rise to greater restriction of market forces and greater difficulties for the development of homegrown industries of developing countries and LDCs.  Therefore, he stated that the SCP should reiterate the need to continue examining that matter in depth before developing a work program that might run counter to the interests of some countries, especially developing countries.  The Representative noted that the Delegation of South Africa had raised important questions and concerns during the eighteenth session of the SCP, referring to the actual purpose of the discussion and benefits that could be achieved not only for the promoters of the proposals but also for all Member States.  The Representative supported the proposal made by the Delegation of India, underscoring the need to request inventors to fully disclose their inventions.  In his opinion, the patent applicants should describe in detail the inventive elements of inventions and provide comprehensive information on corresponding patent applications that had been rejected by other patent offices.  He stressed the importance of the proposal saying that all patent applications in the field of pharmaceuticals should include the International Non‑proprietary Name (INN) in order to facilitate their identification by public entities and competitors.  In his view, such identification was unclear at present, since patent applications only referred to the chemical structure of the product.  With regard to the quality of chemical or pharmaceutical patents, the Representative stated that it was often hard to identify the invention.  Further, the Representative stressed the importance of making available different legal instruments, such as those used in Brazil and Argentina.  In the case of Argentina, he referred to the Guidelines for Patentability Examination of Patent Applications Relating to Chemical and Pharmaceutical Inventions, published on May 8, 2012.  Those Guidelines outlined a rigorous analysis for the examination of the criteria of patentability for chemical and pharmaceutical inventions.  In that way, he considered that the right to health could be secured without hampering investments and innovation.  He further noted that the Guidelines were also intended to counter the evergreening principle, so as to avoid granting patents for inventions that did not actually involve inventive step, and to provide rules with respect to various categories of inventions in the pharmaceutical field, such as polymorphic structures, second medical use, dosage regimes, isomers, Markush claims, selection inventions and combinations of already known substances.  With regard to Brazil, he referred to the principle of previous assessment of safety provided by the Law of 2001, which required that, with regard to patent applications for chemicals and pharmaceutical products, it had to be proven that those products were innocuous before a patent could be granted.  In that way, he considered that the public policy could be changed in order to avoid that pharmaceutical patents affected the right to health, and supported the efforts made by the Brazilian authority to further improve that mechanism.  
 AUTONUM  
The Representative of AIPPI thanked the Secretariat for their efforts in the support of the work of the SCP.  In his view, the SCP, as an open forum for discussing different aspects of the patent system with the aim of including all stakeholders and of creating a balanced patent system, was very valuable for the world of patents which considered the different points of view of Member States.  He welcomed the proposal of the Delegation of Spain, stating that inventive step was one of the key factors of a modern patent system, and that assessing information in that aspect from different jurisdictions was very valuable.  Noting that AIPPI recently conducted comparative law studies among its member groups on the patentability criterion of inventive step, and agreed on common positions in that field, the Representative expressed his willingness to contribute to the discussions within the work of the SCP. 
 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, reaffirmed the important role of opposition procedures and similar administrative revocation and invalidation mechanisms for ensuring the proper functioning of patent systems.  In particular, it emphasized their contribution to increasing the quality of patents by providing simple, rapid and inexpensive alternative to litigation.  In that context, it reiterated that the freedom of all Member States in deciding whether or not to introduce such procedures or mechanisms into their national legislation should be respected.  It was of the view that the Committee should continue its work on opposition systems, and considered the elaboration of a compilation of models of opposition systems and other administrative revocation and invalidation mechanisms in a non-exhaustive manner.

 AUTONUM  
The Delegation of the Russian Federation confirmed its willingness to undertake further work on the issue of opposition systems and other administrative revocation and invalidation mechanisms, and supported the statements of delegations relating to exchanging experiences on issues such as oppositions, both before and after the grant of a patent, the submission of comments by third parties, the conduct of a re‑examination as well as administrative revocation and invalidation of a patent.  The Delegation noted that the Secretariat had already prepared documents SCP/17/9 and SCP/17/9 Add. related to opposition systems, which contained information regarding procedures for the filing of oppositions at the pre-grant stage and a list of requirements for such oppositions and procedures for challenging the validity of a patent.  It stated that the procedure described in the documents for invalidating patents was similar to the administrative procedure for challenging the validity of patents in the Russian legislation, in particular, an opposition to the grant of a patent might be filed by any person prior to the expiration of the patent term.  A person who had filed an opposition had the right to provide any form of proof confirming the well-established nature of the grounds for the opposition.  A patent owner had the right to respond to the grounds for the objection and also to provide revised claims for an invention.  A decision on the opposition was taken, taking also into account the arguments put forward in the patent owner’s response, and could be challenged in the courts.  Referring to the proposalsmade by the Delegations of Denmark and Switzerland at the previous session of the SCP, the Delegation considered that the information contained in document SCP/18/4 was worth of particular attention, taking into account the comments made by Member States, including the Russian Federation.  In its opinion, mechanisms similar to the opposition system, such as judicial proceedings involving the parties, should also be examined.  The Delegation explained that the Russian Federation had a specialized court dealing with IP rights, which administered justice by examining and resolving disputes linked to the provision and termination of legal protection of patents and utility models, cases on the infringement of patent rights and cases concerning the use of results of an intellectual activity (i.e., so‑called “patent disputes”).  As part of judicial proceedings, disputes relating to both the infringement of a patent and its validity were examined.  In that regard, disputes would be referred to a specialized court, which consisted of citizens, such as patent or utility model owners.  In order to deal with special issues arising when examining specific cases relating to the competence of the specialized court, its apparatus provided for the establishment of a group of advisers with qualifications corresponding to the court’s specialization.  A specialized court adviser prepared materials for judges in different sectors of science and technology, essential for analyzing technical issues related to the specific case.  In addition, the specialized court had the opportunity to direct requests to other competent authorities in order to clarify and consult on the substance of the dispute.  Therefore, in its view, the establishment of such a specialized court allowed, at the international level, to unify the IP enforcement practice and to bring it closer to the international standards of legal proceedings for the protection of IP.  In addition, the Delegation stated that the creation of the specialized court had positive effects, namely:  (i) it increased the effectiveness of legal proceedings in the sphere of IP protection;  (ii) it ensured the unity of law and enforcement practice and eliminated the difference in approaches to the interpretation of legal provisions, and increased the legal security;  (iii) it enhanced the level and quality of protection of the rights of citizens and legal entities;  (iv) it served as an incentive for enhancing creative, scientific and technical activities in the country;  and (v) it facilitated the growth of a competitive economy.  The Delegation considered that the specialized court in the Russian Federation was an essential step towards the establishment of a system capable of preserving and increasing national intellectual potential.  In conclusion, the Delegation emphasized that opposition systems and administrative mechanisms for revocation and invalidation were extremely important for the proper functioning of the patent system and, in particular, for enhancing the quality of patents, therefore, in its opinion, that item should be further developed. 

AGENDA ITEM 7:  PATENTS AND HEALTH 
 AUTONUM  
Discussions were based on documents SCP/16/7, SCP/16/7 Corr., SCP/17/11, SCP/18/5, SCP/18/INF/3 and SCP/18/INF/3 Add.

 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, recognized the importance of the agenda item “patents and health” to developing countries and LDCs.  However, it pointed out that delegations should acknowledge the mandate of the Committee and fully respect the efforts and activities that had been undertaken with respect to patents and health in other WIPO Committees and Geneva‑based international organizations.  In its view, the possibility of further discussions on that topic should be analyzed from three angles:  (i) the respect for the core mandate of the SCP;  (ii) the need to avoid duplication involving unnecessary financial obligations for WIPO and/or other international organizations;  and (iii) the most recent developments in the area of patents and public health.  
 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, noted the concerns of developing countries and LDCs, as well as the challenges and constraints that they faced in handling public health problems.  In that regard, the Delegation expressed its support in undertaking activities which might assist those countries.  It was also aware of the efforts made by WIPO, the WHO and the WTO as presented in document SCP/17/4 and the recently published trilateral study entitled “Promoting Access to Medical Technologies and Innovation:  Intersections between public health, intellectual property and trade”.  In its view, more in‑depth analysis of the trilateral study was currently needed to determine further steps.  The Delegation highlighted the work undertaken by WIPO in the area of patents and health in the context of the CDIP.  It noted that, so far, documents CDIP/5/4 Rev. and CDIP/7/3, which dealt with patent‑related flexibilities, the multilateral legal framework and their legislative implementation at the national and regional level, had been discussed.  Against that background, the Delegation stated that any further work in the area of patents and health as well as the relevant forum for such work should be carefully considered in order to avoid unnecessary duplication of efforts, entailing additional financial obligations either for WIPO or other international organizations.  The Delegation therefore considered that, before moving forward, the Committee should analyze existing projects and activities in the field of patents and health, as listed in document SCP/18/5, in order to identify patent-related issues which could be addressed in the SCP.  The Delegation noted that, further work in that area should reflect a balanced approach, taking into account various interfaces and factors of relevance to patents and health, drawing for instance inspiration from the proposal of the Delegation of the United States of America.  In its opinion, further deliberations on that issue should be considered after a period of proper evaluation of the WTO, WHO and WIPO study, for example, including an exploration of the issue of expired patents relating to health.

 AUTONUM  
The Delegation of Poland, speaking on behalf of CEBS, acknowledged the importance of the agenda item of patents and health, while recognizing that that was a complex issue.  Therefore, it supported adequate activities which might assist developing countries in addressing the concerns by adapting their national patent legislation.  It welcomed the report on promoting access to medical technologies and innovation, elaborated by WIPO, the WHO and WTO.  Through the evaluation of other activities, studies and information exchanges as well as general information on technical assistance projects implemented by other WIPO bodies, particularly the CDIP, or other international organizations, the analysis and evaluation by the SCP should aim at identifying patent‑related issues.  It noted that the forum for such work should be carefully considered in order to avoid unnecessary duplication of work, involving additional financial obligations for WIPO.  It was of the view that any discussion on that issue should be balanced, and should take into account the crucial role of the patent system in the process of research and innovation of new methods.  

 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, emphasized the importance of the discussion focusing on the relationship between patents and health, including the contributions of each Member State.  It noted that the importance of the topic had been recognized by the United Nations in its Millennium Development Goals (MDGs).  In its opinion, as a UN Specialized Agency, WIPO had the statutory obligation to further discuss that matter.  The Delegation expressed its appreciation that certain delegations recognized the importance of taking action and adopting activities in the SCP, which is under its mandate.  It recalled that the proposal of the African Group, submitted jointly with the DAG, had been on the table for three years, and so far, Member States had not approved any of the elements or parts thereof.  The Delegation reiterated that its proposal focused on three different aspects, namely:  (i) conducting studies in order to analyze the impact of patents on public health;  (ii) exchange of information on that matter;  and (iii) technical assistance.  Referring to the trilateral study that was published recently by the WTO, WIPO and WHO, the Delegation stated that the work of the SCP should not be limited thereby, since the study covered only one minor, though an important, element pertaining to the access to medical technologies.  In the view of the Delegation, the SCP was an all‑embracing platform that should be able to look at all the various aspects of that issue.

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, stated that providing access to essential medicines at affordable prices was a goal of all countries, and a necessary step for the achievement of the UN MDGs.  It noted that the relationship between the patent system and health also offered a clear picture of the inherent trade-off in IP, i.e., governments offered incentives for innovation while controlling eventual negative effects on competition, ensuring an adequate balance between rights granted and access to the products.  It further noted that the Doha Declaration on the TRIPS Agreement and Public Health conveyed the understanding that health technologies were different from other products and should not be treated as a commodity.  The Delegation reiterated its position and urged the Committee to adopt the proposal contained in document SCP/16/7.  In its view, the document contained a balanced work program which did not intend to “weaken” or “reduce” patent protection, but rather, to understand the effects of patent laws in order to strike a balance between rights and flexibilities according to national reality.  The proposal could build on the information and data presented by the trilateral study published by the WHO, the WTO and WIPO.  
 AUTONUM  
The Delegation of the Russian Federation supported conducting research on patents and health on a long‑term basis, taking into account a reasonable consensus and consideration of the interests of all Member States.  During the process of discussing that particular subject, a number of delegations, including its Delegation, had supported the proposal by the Delegation of the United States of America relating to multi‑faceted study of  the accessibility of unpatented medicines, in order to obtain objective data on the influence of patents thereon.  In its view, a positive solution to the problem of access to medicines depended on making progress on different factors, such as the harmonization of national standards and technical requirements for the safety of medicines, regulation of tariffs and other customs measures for such medicines, price regulation in the pharmaceutical sector and protection of IP.  A similar task was currently being undertaken in the Russian Federation.  The Delegation noted that the legislation in force created a number of barriers to the release to the market of foreign innovative medicines and medicines for treating rare diseases.  In the Russian Federation, there was an understanding that it was necessary to improve the procedure of clinical research and obtaining regulatory approval, to improve the procedure for obtaining authorization for importation related to samples of medicines for quality examination and the procedure for changing the registration, to introduce the possibility of appeal against the expert decision and to design medicines for treating rare diseases.  The Delegation considered that those initiatives were required to incentivize circulation of medicines in the Russian market, both for domestic and foreign producers, which was particularly important in the context of Russia’s accession to the WTO.  As of August 22, 2012, a Federal Law had entered into force in the Russian Federation forbidding the use of clinical and pre-clinical trial test data of original medicines without the consent of the originator for a period of six years from the date of State registration of the original medicine, i.e., data exclusivity.  It stated that on the one hand, the system protected the interests of producers of innovative medicines, who had invested substantially in the development of the medicine, and on the other hand, consumers gained access to a more expensive medicine during the data exclusivity period and could afterwards purchase cheaper generics.  It considered that the legal provisions on data exclusivity aiming at ensuring the balance between the interests of the producers and consumers could be refined in the context of the TRIPS Agreement for the regulation of trade of medicines.  In the view of the Delegation, research on those elements relating to the complex issue of access to medicines, in accordance with the proposal by the Delegation of the United States of America, could be of use for national practices.  At the same time, the Delegation supported the proposal made by some delegations regarding a presentation by the Secretariats of the results of the trilateral study, conducted jointly by WIPO, the WHO and WTO.  The Delegation expressed its understanding that the purpose of the study was to provide a comprehensive view of the full range of issues, including the consolidation of the efforts of the three international organizations in the area of technical assistance.  In its view, it would be appropriate to organize a similar presentation at the beginning of the twentieth session of the SCP, as a good basis for discussion of the issue.

 AUTONUM  
The Delegation of Egypt supported the statements of the DAG and the African Group on the topic under discussion.  It reminded the Committee that the issue had been discussed since the seventeenth session but no progress had been noted.  As a result, it became imperative for the Delegation to make a headway on that item and to reach a decision within the Committee.  The Delegation stated that appropriate decisions on various proposals on the table and specific steps to be taken by the SCP had to be made.  The Delegation also supported the comments made by some Member States, in particular, those made by the Delegation of Spain which had supported certain aspects of the proposed work program.  Further, it supported the position of the DAG on undertaking a study and specific steps to analyze those elements within the work program.

 AUTONUM  
The Representative of IIPI stated that pharmaceutical research often tracked diseases that mostly affect the researchers’ countries, and as a result, some diseases became neglected.  The Representative noted that, while in developed countries, government‑sponsored university research had created many effective health solutions, there had also been some important successes in developing countries, such as in the Philippines, which demonstrated that such an approach was also viable for developing countries.  The Representative explained that, in the case of the Philippines, the Department of Science and Technology had funded health research programs through the Council for Health Research and Development.  Many of those programs had resulted in inventions that promised to improve the lives of Filipinos.  Those programs had taken advantage of the unique knowledge that Filipinos had of their own health problems.  For example, Dr. Raul Destura of the University of Philippines in Manila, who had received funding from the Council for Health Research, had invented the BiotechN, which was a test for detecting dengue fever.  BiotechN was currently undergoing through trials in three hospitals in the Philippines.  The preliminary results were very promising.  The test was at least as accurate as other tests, but significantly faster and cheaper.  Similarly, researchers at the University of the Philippines, who had received funding from the Council for Health Research, had invented Life Link, a telemedicine system that transmitted patients' health data.  That data was in the third stage of development.  That innovation was ideal for assisting underserved populations who often lived in areas wherein wired infrastructure was prohibitively expensive.  The Philippines Council for Health Research also funded research for new developments which targeted neglected diseases overlooked by research institutions in developing countries, but which greatly affected the people.  The Representative expressed his belief that it was not a lack of creative and innovative citizens that prevented developing countries from taking full advantage of the international patent system, instead, it was simply the inability to effectively indentify and fully develop inventions.  Therefore, the Representative noted that IIPI was working with the USPTO and the Intellectual Property Office of the Philippines to improve technology capture and commercialization at Philippine universities.  In his opinion, by strengthening national capacity in that area developing countries would be in a position to produce health solutions for diseases that affect the populations the most.

 AUTONUM  
The Chair invited WIPO, the WHO and WTO to introduce the trilateral study entitled “Promoting Access to Medical Technologies and Innovation – Intersections between Public Health, Intellectual Property and Trade” to the Committee.

 AUTONUM  
The Secretariat stated that, in the course of the last years, the WHO, WIPO and WTO had established an informal, practical and well functioning trilateral cooperation at the working level on issues at the interface of public health, IP and trade.  WIPO Member States had requested such practical level cooperation in the Development Agenda Recommendation 40 which asked the Secretariat to intensify cooperation on IP‑related issues with UN agencies and the WTO.  The Secretariat noted that it had reported about that cooperation and activities undertaken in the seventeenth and eighteenth session of the SCP.  It recalled that such working relationship had matured from:  (i) many years of working level contacts at various occasions;  for example – for many years, speakers from the WHO, WIPO and WTO had participated in seminars and training courses organized by one or more of those organizations;  and (ii) processes in each of the three organizations, such as the CIPIH and the process leading to the adoption of the Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property (GSPA-PHI), work in the WTO Council for TRIPS undertaken in line with the Doha Declaration on the TRIPS Agreement and Public Health, and the WIPO Development Agenda.  The trilateral cooperation was intended to contribute to enhancing the empirical and factual information basis for policy makers and supporting them in addressing IP issues in relation to public health.  In the context of the trilateral cooperation, the following events had been organized:  (i) a Joint Technical Symposium on Access to Medicines: Pricing and Procurement Practices, July 16, 2010;  (ii) a Workshop on Patent Searches and Freedom to Operate, February 17, 2011;  and (iii) a Joint Technical Symposium on Access to Medicines, Patent Information and Freedom to Operate, February 18, 2011.  Those events had looked at very specific issues of immediate topical importance at the interface of public health, innovation and trade.  The Secretariat underscored that the trilateral study went further.  It contained an in-depth overview over the policy debate on health, IP and trade, and aimed at providing a comprehensive, neutral and balanced overview over the policy debate and provided an information basis for the discussion in the years to come.  The study was a direct result and logical consequence of the ongoing trilateral cooperation.  It was founded on the experience gained that there was a need for a comprehensive compendium of the issues at stake.  In the first place, the study was intended to be used as resource and background material for capacity building activities undertaken by the WHO, WIPO and WTO either in cooperation or separately.  It was meant to support the trilateral cooperation itself.  The Secretariat noted that such comprehensive background resource had not existed, and that was the first joint publication of the WHO, WIPO and WTO.  It allowed the Secretariats of the three organizations to jointly reach out to the health, IP and trade communities.  The Secretariat emphasized that it was an important means to reach a broader audience with deeper and better information.  It further underscored that the character of the study was to inform, not to evaluate.  The Secretariat emphasized that it would be for the reader to make assessments and use the information to make informed choices and decisions.  It was thus a strictly factual and neutral resource, and therefore did not promote any particular views, did not attempt to evaluate, and did not provide any specific conclusions for follow-up nor any recommendations.  The Secretariat stated that, very importantly, the study placed down a very clear marker and guide as to where the organizations were now on the institutional and legal framework to address IP, trade, and health issues.  It described what had been done in the three organizations in the area and what the Secretariats had done within their mandates.  The study was structured in four Chapters, which was meant to enable users to grasp the policy essentials, and then to look more deeply into areas of particular interest, specifically related to innovation and access:  Chapter I presented the general background to health policy, set out the distinct roles and mandates of the three cooperating agencies, and outlined the global disease burden that defined the essential challenge for health policy.  Chapter II outlined the essential elements of the international health, IP and trade policy frameworks.  It summarized the key insights of economics for medical technology, and reviewed the policy issues associated with traditional medical knowledge.  In respect of patent law, Chapter II provided an overview of the international frameworks and rules, explained the rationale of the patent system, outlined patent procedures, rights conferred by a patent, addressed exceptions and limitations and introduced the essentials of patent information.  Chapter III provided a more detailed overview of the innovation dimension of medical technologies.  It looked at the innovation challenge presented by neglected diseases and related alternative and complementary instruments to promote research and development.  It outlined the role of IP rights in the innovation cycle.  Regarding patent law, Chapter III considered selective aspects that were especially relevant to the innovation dimension of medical technologies, such as patenting material that exists in nature, first and second medical indications, incremental and adaptive innovation, patent filing strategies and a number of post grant issues, such as research exceptions, licensing and research and development (R&D) agreements, patent thickets, patent landscapes and freedom to operate.  Chapter IV described the context for access to medical technologies and the current access framework for essential medicines.  It then set out the key determinants of access related to health systems, IP and trade.  It reviewed in particular pricing policies, taxes and mark-ups, procurement mechanisms, regulatory aspects, initiatives to transfer technology, local production, trade agreements, tariffs and competition policy.  In respect of patent law, Chapter IV addressed a number of pre-grant issues, such as patent procedures and patent quality, looked at pre- and post‑grant review procedures, considered post-grant determinants of access, such as certain exceptions and limitations to patent rights, including regulatory review exceptions, compulsory licenses and government use, and also exhaustion of rights, patent term extensions, enforcement of IP and patent information.  That structure resulted from a very conscious choice to discuss selected issues from a specific innovation and access perspective.  While the cross-cutting nature of some themes was considered in the first two chapters which sketched out the general policy framework, specific issues were later elaborated in the chapters on innovation and access which looked in more detail at how those elements had bearing on innovation and access, respectively.  Extensive cross‑references linked the elements of the separate Chapters and helped readers navigate the issues discussed in different parts of the study.  The Secretariat noted that all reasonable precautions and care had been taken by the three organizations to verify the information contained in that publication.  However, in case of any mistakes in the study, it invited the delegations to inform the Secretariat.  It emphasized that the publication was very much a Secretariat product, by colleagues in the WHO, WIPO and the WTO, and therefore benefited from the joint expertise of the three organizations.  That work had allowed engaging many colleagues in the three organizations beyond the core group of colleagues, which was directly responsible for research, authoring and review.  It noted that the work had been extensively and repeatedly reviewed by colleagues in each of the three organizations.  In that regard, the Secretariat indicated that the study was also a tool to enhance and strengthen the trilateral cooperation itself.  
 AUTONUM  
The Representative of the WHO expressed his appreciation for the opportunity to present the WHO's perspective with regard to a joint study by the WHO, WIPO and the WTO “Promoting Access to Medical Technologies and Innovation:  Intersections between Public Health, IP and Trade.”  He emphasized that the study had been termed by the Director General of the WHO, Dr. Margaret Chan, as “…a big report with a noble mission” in her speech at the launch of the study on February 5, 2013, along with the Director Generals of WIPO and the WTO.  She had called it noble because the central core of that work was aimed at improving access to medicines and related technologies as part of health service provision, especially to those who continued to suffer and die for want of those public health goods.  That joint study was a testament that WHO was not alone in pursuing that goal, and despite different mandates of WIPO and the WTO, the organizations were united as members of the UN system in that cause.  Referring to the statement made by the Secretariat as to how those three organizations had come together, the Representative added that the organizations had been urged by their Members and led by their respective leadership, to forge a trilateral cooperation which was a unique example of inter‑agency collaboration at the multilateral level for shared objectives of assisting governments and benefitting people in their quest for accessible health care through functional health systems as their fundamental human right.  Member States of the WHO had provided a repeated mandate to its Director General to work on issues regarding to access to medicines in relation to IP protection. The Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property, which the WHO Member States had adopted in 2008, also guided the WHO to collaborate with other competent international organizations in providing technical assistance to Member States.  The trilateral cooperation was partly a product of that guidance and mandate by its Member States.  From a public health point of view, that study had first of all treated medical innovation as an important dimension of access.  The phenomenon of globalization was affecting disease epidemiology and resulting in redistribution of burden of disease.  To address those challenges, new medical technology tools needed to be developed, existing interventions needed to be re-tooled and their access needed to be ensured.  Development of heat stable medicines and vaccines, reformulation of existing medicines in new fixed-dose combinations for better supply and compliance, including better pediatric formulations, medical devices for the aging populations across the world, and safer and effective medicines for neglected tropical diseases were examples where medical innovation was urgently needed, and once developed, those technologies needed to be delivered to those who needed them the most.  He noted that the study hence brought together innovation and access as two sides of the same coin.  The WHO had been involved in promoting access to medicines and health technologies by addressing its multifarious but traditional determinants that lay within the purview of health sector, i.e., selection of essential medicines and priority health technologies, affordable prices and adequate financing, procurement and supply systems.  He stated that study however brought together a plethora of other policy determinants which were at the cross-roads of law and economics, i.e., IP and trade and cover areas, such as, competition policy, tariffs, IP protection law, pricing policies, traditional knowledge (TK) and its management, innovative financing mechanisms – and most importantly, it focused on the interplay of those policy arenas and what kind of opportunities and challenges those intersections could present to the policy makers.  It illustrated those intersections with practical examples and with the help of empirical evidence which was much more available than when those discussions had started in 1996 at the World Health Assembly, the very next year of the creation of the WTO.  The study presented the evolving burden of disease and health risks as a basis to set priorities for medical innovation and access.  Globally, for example, non‑communicable diseases were projected to account for over three quarters of all deaths by 2030 and uni‑polar depressive disorders were going to be number one cause with highest percentage for disability adjusted life years.  Those considerations, the study argued, should guide innovation and access efforts at the present time and for the future.  Regulation of health technologies was another area which the study presented both, in the context of innovation, i.e., clinical trials, and access, i.e., assurance of quality, safety and efficacy of medicines and health technologies for their production through compliance to good manufacturing practices, for market authorization and for their supply through public and private channels.  The importance of robust regulation through institutional development of reliable national regulatory authorities and the importance of regulatory harmonization were emphasized throughout the study.  The challenges of regulatory pathways for biotechnology products and bio‑similars were amply described.  The study also presented, for the first time, tariff data on pharmaceutical products and highlighted an interesting fact, i.e., whereas most industrialized countries had removed tariffs on pharmaceuticals, not all developing countries had done the same.  That was paradoxical to a parallel desire to improve access to medicines.  In countries where majority of medicines were imported and out-of-pocket expenditures to buy health care were high, i.e., up to 70%, subjecting essential medicines to tariffs and taxes resulted in prices high enough to be unaffordable to poor people.  The study raised such policy issues also to draw the attention of policy makers.  The Representative further highlighted one major issue that the WHO had been trying to grapple with for about a decade, i.e., when markets failed to provide incentives for development of medical technologies required in developing countries especially for neglected diseases, how to encourage such R&D.  The study presented that work in the WHO by highlighting the need for development of alternative mechanisms for financing and incentivizing such essential R&D.  That was where innovative financing and new ways of working for ensuring needed R&D were described.  The Representative noted that a big part of the study dealt with IP protection issues and how different multilateral, plurilateral but also regional and bilateral trade agreements affected innovation and access.  Challenges posed by difficulties in accessing relevant patent information, ever‑greening trends in patent management, sometimes poor quality of patent applications accepted by national patent offices and cumulative effects of all those on public health in terms of inefficient procurement and delays in availability of generic medicines were also discussed.  The Representative noted that, in a nutshell, there were two central messages of the study:  first, in a complex policy world of the 21st century when universal health coverage was becoming a passionately pursued goal and people’s expectations and demands were rising for high quality accessible health care, the supply side had to readjust itself in terms of innovation and delivery of health care, including health technologies, and, in order to make it possible, the policy makers had no choice but to be better informed, evidenced based and affirmative in action.  He noted that in order to accomplish that task, they had to deal with many policy domains to strike coherent policy solutions to respond to challenging situations.  Second, through technical cooperation among themselves, the WHO, WIPO and WTO could assist national policy makers by providing technical assistance for development of balanced and coherent policies for need‑based medical innovation and reliable access.  The study was a reflection of that commitment by the three organizations, and provided a backdrop for their future cooperation and provision of technical assistance in those areas.

 AUTONUM  
The Representative of the WTO welcomed the possibility to present his perspective on the development and the use of the trilateral study to the SCP.  He emphasized that the Secretariat and the Representative of the WHO had been very straightforward in comprehensively outlining the study and had touched on some of the key areas of the study both relating to patent law and the broader context of access and innovation.  Therefore, he wanted to inform the SCP on a little further background from the point of view of the WTO.  For the WTO, the trilateral study represented more of a consolidation of many years of technical cooperation relating to aspects of public health and the interplay with the international trading system and especially concerning the TRIPS Agreement and Public Health.  Such work on technical cooperation had been catalyzed in particular by the 2001 Doha Declaration on the TRIPS Agreement and Public Health and the ensuing work in the WHO and in the Council for TRIPS.  He highlighted that it was worth bearing in mind that the trilateral study was effectively a sequel to a joint publication with the WHO, a publication in 2002 which had covered, in general, the WTO Agreements relating to public health and had focused on those areas of policy that had been most dynamic and of most interest or demand when it had come to technical cooperation requested by its members, i.e., in the areas of innovation and access to medical technologies.  That focus on access and innovation was mirrored in the Doha Declaration itself, which recognized that IP was important for the development of new medicines and also recognized the implications for prices.  He reiterated that the Doha Declaration had noted the innovation and access dimensions of the IP system.  During the last decade or so, he noted that WTO had seen a broadening focus in the policy debate in the demand for technical cooperation, for example, going beyond access to medicines as such, looking at a broader scope of access to medical technologies.  He added that there was also a growing innovation debate, a debate about innovation models and mechanisms, and noted that innovation policy recently found its way onto the agenda also of the TRIPS Council.  He reiterated that the Doha Declaration itself was a milestone in the WTO’s cooperative work in that area.  It was a recognition that the IP system was not an isolated specialist demand, nor, for that matter, a monolithic barrier to public health.  Instead, the Doha Declaration set IP system as one element of the complex set of policy tools required to solve global problems.  He noted that the emphasis was increasingly laid on how different policy measures could work together coherently and for mutual benefit.  That was stated in the very policy intersections that gave the present report its momentum and its very title.  That had been sketched out transparently in the presentations, which attempted to illuminate how those different policy domains fitted together.  He reassured that the Doha Declaration remained a blueprint for the work of the WTO towards greater coherence and an inclusive, cooperative approach that had culminated in the study.  The Doha Declaration was also one step in a journey towards greater recognition of the understanding that access to medicines required the right mix of health policies, IP rules, and trade policy settings, all taken together and involved the judicious and informed use of a range of measures, including competition policy, effective procurement strategies, attention to tariffs, as the Representative of the WHO had just mentioned, and other trade‑related drivers of cost as well as choices within the IP system.   He emphasized that coherence between those different aspects of policy was one key to finding sustainable solutions, and the search for the tools to create such a coherent approach was the spirit behind the joint study.  The Representative pointed out the two layers of policy coherence and intersections that the study explored.  First, at the level of policy and legal principles, it discussed the points of interaction between the legal and policy principles in different domains so that law and policy instruments could be interpreted and applied in practice to promote public health.  The Doha Declaration was an example of that.  However, the study explored the interplay between trade policy, competition policy, IP policy, etc., looking for points of intersection and positive reinforcement between those policy elements.  Further, he noted that the other aspect of intersection was at the level of empirical data.  He clarified that one impetus behind the study was the increasing availability and inclusiveness of data in a range of intersecting areas.  In particular, for policy makers, that would offer an opportunity to work from an improved, more integrated base of information that would combine data on public health, determinants of access to medical technologies, coverage of relevant IP rights and trade policy settings.  For example, in considering the challenges of access to medicines, there were not only policy challenges involving attention to procurement policy, competition policy, as well as pricing, tariff and IP policy, but also the actual practice of access to medicines.   The procurement of medicines could be guided by a richer base of information, considering existing and emerging disease burdens, pricing of medicines, IP coverage and other practical data coming from different fields, which might be used in a more integrated way.  The Representative pointed out that from a practical point of view, that was one area that the study could be useful in connection with the technical cooperation toolkit of the WTO in its cooperation not only with WIPO and WTO but also with a wider range of technical cooperation partners who did form part of the WTO’s ongoing work in the areas relating to public health and IP.  Those included other members of the UN family, NGOs working in the public health field and representatives of various areas of industry.  He stressed that the trilateral study was seen as the basis for an ongoing, more empirically informed, inclusive and broad‑based approach to technical cooperation and capacity building.  Therefore, policy makers had better information and a more systematic overview of the various policy tools and instruments available, and how they fitted together.  In that sense, those policy makers could make the most effective decisions to promote national development and public health objectives.  He commended for the opportunity to present the study and hoped to go forward with the ongoing cooperation, not merely with the two other trilateral partners, but with a wide range of partners in the room, working together towards a stronger information base and stronger policy making capacity in that very important field. 
 AUTONUM  
The Chair opened the floor for questions and comments from members and observers of the SCP for an in‑depth discussion.
 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, thanked WIPO, the WTO and the WHO for presenting the trilateral study.  In that regard, it noted the interesting and thorough quality of the study and expressed its belief that WIPO, the WTO and the WHO should continue to cooperate as they had done in the aforementioned study.  In the view of the Delegation, the Committee should focus further on ways in which it could add value to the work already performed in relation to patents, health and trade issues, without duplicating work that had been carried out either within or outside of WIPO, as highlighted in the study and in document SCP/18/5.  Moreover, the Delegation stated that such an approach should be balanced and inspired by the different ideas and proposals already on the table. 
 AUTONUM  
The Delegation of Poland, speaking on behalf of CEBS, expressed its gratitude to the the WHO, the WTO and WIPO for the valuable and comprehensive presentation of the trilateral study.  It stated that the study provided a broad scope of analytical and factual material on technical cooperation and a dialogue on the issues concerning public health, IP and trade.  It noted that the presentation brought the SCP closer to cross‑cutting issues and the factors that had impact on access to medicines.  The Delegation emphasized that the study significantly contributed to the work of the SCP by enhancing its knowledge on challenges faced and policies applied, as well as on ongoing technical cooperation activities undertaken and programs developed by the three organizations.  It constituted a rich basis to streamline further analysis and evaluation in the context of other activities, studies and general information on technical assistance projects implemented by other WIPO bodies or other international organizations.
 AUTONUM  
The Delegation of Sri Lanka, speaking on behalf of the Asian Group, thanked WIPO, the WHO and the WTO for the comprehensive study, which was extremely useful.  It wished to highlight that public health policy and related activities were of utmost importance to many countries in the Asian region, which often included provisions in national laws to provide free healthcare access to the population.  It stated that effective and affordable generic medicines were key in that context.  It noted that countries within the Asian region were constantly finding ways to improve access to medical products and maximizing efforts to improve public health.  The Delegation indicated that, often, Asian countries did not have the complete capacity needed to achieve that goal, which was why capacity building and transfer of technology were fundamental in those discussions in order for developing countries and LDCs to realize effective health coverage.  The Asian Group had recognized the joint projects contained in document SCP/18/5 which aimed at achieving those goals.  However, it requested to reach a common understanding of the next steps, in particular, future projects planned to improve technology transfer and capacity building towards the development of, and access to, safe, effective and affordable generic medicines in developing countries and LDCs.  The Delegation expressed its belief that it would be important to further understand and map out future improvements in global public health.  It thanked the authors of the study for their hard work, and looked forward to further deliberations on that subject.

 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, expressed its gratitude to the representatives of the three organizations, the experts and the entire team that had taken part in the preparation and compilation of such a comprehensive study.  It noted that the study contained full information and explained what the UN, its specialized agencies and the WTO had done in the area of promoting access to medical technology innovation.  The Delegation pointed out that by compiling information on the various existing legal standards, regulations and practices as well national experiences, the study was a compilation of what had been done at the national and international levels in order to facilitate access to medicines.  The Delegation however stated that, even though there was a trilateral cooperation that seemed very effective between WIPO, the WHO and the WTO, African countries had difficulties in understanding the practical upshot on the field.  Therefore, the Delegation stated the following comments:  first, with regard to its format and form, it highlighted that the mandate of the study and the terms of reference thereof were not clear.  It raised a question as to whether the ideas and viewpoints expressed in the study reflected the state of the discussions in each of those organizations.  Nonetheless, it was pleased that the study made references to an all‑embracing strategy, the WHO Plan of Action.  With regard to innovation, the Delegation was concerned about a strategy that formally and exclusively recognized the fact that IP had a positive impact, and highlighted the negative impact with regard to access to medicine.  Welcoming a clear reference to that effect in the study, it however regretted that there was no reference to what the WHO called “Guidelines for the Examination of Pharmaceutical Patents:  Developing a Public Health Perspective”.  The Delegation pointed out that those guidelines were of crucial importance when talking about access to medicine and also with regard to facilitating access to medical technology, and raised the question as to why there was no reference to the WHO’s examination guidelines.  Secondly, the study indicated clearly the flexibilities, realities and limitations with regard to the current patent system, but did not look into the structural and technical constraints for developing countries with regard to using those flexibilities.  While the study recognized the existence of flexibilities at the international level, in the view of the Delegation, it did not recognize that the majority of developing countries did not have the technical capacity to make use of those flexibilities, for example, compulsory licensing.  It noted the difficulty of establishing such a license as it was difficult to know how the royalties should be set.  It observed that there were many questions of a technical nature and, therefore, the countries were overwhelmed by the different formalities.  It underscored that, for developing countries, it would be very important to have a study on what WIPO, the WTO and the WHO could do in order to help developing countries to make use of those potential flexibilities.  It indicated that the establishment of such a study was contained in the proposal of the African Group.  It reiterated the gratitude of the African Group for the study which, in its view, was a very good working basis when looking at what had been done on the trilateral basis. The Delegation, however, reiterated that that should in no way condition what WIPO did on its own.

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, thanked the WTO, WIPO and the WHO for the work on the trilateral study and for the presentations made.  It highlighted that the study was an excellent example of what could be achieved by the cooperation between organizations dealing with the matter.  It observed that the study aimed at filling the gap in understanding the relationship between IP, trade and access to public health.  It noted that, because of the recent publication and the amount of detailed information contained in the study, Member States had still been processing it.  The Delegation considered that the study expressed the complexity of the subject and the many challenges members faced in addressing their health needs.  It observed that the issue was especially sensitive for developing countries given their lack of resources for research and development of medicines to address endemic, tropical and neglected diseases.  It was pleased by the statement of the Representative of the WHO that health was a human right, and that the study was the first step for the cooperation not only between the trilateral partners but also with Member States and other organizations dealing with the matter.  It underscored that the goal of striking a balance and providing neutral and factual information was another example which could be mainstreamed in the work developed elsewhere.  The study moved away from simplified axiomatic truth that IP itself was a positive tool or an obstacle for enhancing access to medicine.  Many factors affected it, some within the IP system, such as the availability of patents and their use by right holders, some outside the IP system such as pricing and government procurement policies.  In its view, the study provided other relevant information that public health policies demanded government intervention in order to be effective and that competition policy was effective for enhancing access to medical technology and fostering innovation in the pharmaceutical sector.  It indicated that those matters could be further explored by the joint proposal of the African Group and the DAG, without prejudice to other issues.  It concluded that the study was an encouraging sign for the work of the SCP.  In that context, it observed that the study as well as the report of the WHO Consultative Expert Working Group on Research and Development:  Financing and Coordination, clearly showed that current financing mechanisms for pharmaceutical researchers were not aligned to the needs of developing countries and thus demanded creative action by policy makers and stakeholders.  More than ten years after the Doha Declaration, the Delegation was of the view that it was high time for the SCP to further explore the issue in order to overcome the challenges many members still faced.  

 AUTONUM  
The Delegation of Senegal expressed its gratitude to the Secretariats of the WTO, the WHO and WIPO for having framed the trilateral study which addressed a number of questions and for their presentations.  It proposed that the organizations continue to work along those lines in order to facilitate and promote access to medicines and to pharmaceutical and medical technology.  The Delegation supported the statement made by the Delegation of Algeria on behalf of the African Group, and added that the study could be further deepened with regard to the practical and legal framework and access to medicines and medical technology, looking at various issues of IP.  However, the Delegation indicated that the mandate and the terms of reference of the study, which were designed to simply look at a factual analysis, limited the scope of the study.  In its view, the study could have been more open‑ended and forward looking in nature.  Therefore, it noted that some Member States looked forward to examine the constraints of developing countries especially with the use of flexibilities, and to share the experiences from countries that had already used those flexibilities.  It indicated that in order to enable the different countries to draw inspiration from those examples, the DAG and the African Group had proposed to work along those lines.  With regard to the importance of importing drugs, the Delegation pointed out that countries such as Senegal did not export medicines and were not interested in suspending customs duties with regard to importing drugs.  However, it noted that Senegal made use of subsidies with regard to facilitating access to medicines. 

 AUTONUM  
The Delegation of Chile thanked the Secretariats of WIPO, the WHO and the WTO for the presentation and the work contained in the trilateral study.  It observed that that had required joint work of a number of organizations and multilateral bodies on one of the most important areas that the SCP could focus on.  Noting that the study did not seek to arrive at conclusions but mainly embodied factual information in order to provide direction for the decision making in each country, the Delegation noted that it was assessing that information.  The Delegation drew the attention of the Committee to page 189, Table 4.1 of the study pertaining to the two bilateral treaties signed by Chile.  It stated that with respect to the last column of the table referring to the Doha Declaration on the TRIPS Agreement and Public Health, those bilateral treaties included the provisions reaffirming, in particular, the Doha Declaration and requested that the information be included in the study.  With regard to future work of the SCP, the Delegation suggested that the information in the study be utilized within the framework of the SCP without duplicating the work of compiling such extensive information.  It observed that there was space for the SCP to discuss and analyze the conclusions that could be drawn from the information, taking into account the proposals made by Member States.

 AUTONUM  
The Representative of KEI stated his comments as follows:  (i) cost‑sharing approaches in implementing Article 39.3 of the TRIPS Agreement;  and (ii) the human right dimension in dealing the R&D treaty.  With respect to the obligations of the WTO members to implement Article 39.3 of the TRIPS Agreement, the study stated that "during the Uruguay Round negotiations, the option of making data exclusivity an explicit obligation under the TRIPS Agreement was discussed, but negotiators instead adopted the general wording of the current Article 39.3."  He observed that the study made it clear that, although making an explicit reference to data exclusivity was mulled in the Uruguay Round negotiations, that position did not receive sufficient support and thus, adopting the more general wording of the current Article 39.3 TRIPS Agreement was the only acceptable option for the Uruguay Round negotiators.  The Representative noted that the most interesting part of the study’s treatment of test data protection was in its description of State practices in implementing Article 39.3 of the TRIPS Agreement.  The trilateral study described the concept of cost‑sharing as an alternative to data exclusivity which would permit the reliance on originator data, provided that the "generic supplier participates in the costs of generating the data".  He observed that the study noted that the United States of America, for example, provided for both data exclusivity and a mandatory data compensation system in relation to data submitted in applications for regulatory approval of pesticides, but not pharmaceuticals.  He informed the SCP that the European Free Trade Association (EFTA)‑Korea FTA, in Article 3, Annex XIII, also included a compensation scheme as an alternative to data exclusivity.  He suggested that countries currently involved in free-trade and plurilateral trade agreements further examine the cost‑sharing approach.  He further noted that Chapter II.A(1) of the study dealt with the human rights dimension in relation to trade rules and IP.  The study presented the human rights framework as an "important mechanism to further the public health policy goals of ensuring and improving access to medicines for those who are most in need" in light of the double burden of infectious and non‑communicable diseases faced by low and middle-income countries.  Referring to the description in the study on human rights which stated:  “in the context of neglected diseases where innovation in medical technologies has not kept with the needs of developing countries, the right to health includes an obligation for states to promote R&D of new medical technologies,” he pointed out that the human rights dimension should be at the forefront of the current international discussions to "secure an enhanced and sustainable basis for needs-driven, essential health research and development relevant to diseases that disproportionately affect developing countries".  In connection with the discussions at the WHO, the Representative referred to the description of the de‑linkage concept in the study as follows:  “One important concept that evolved from this discussion is the concept of delinking price of the final product from the costs of R&D.  This concept is based on the fact that patents allow developers to recoup the costs and make profits by charging a price in excess of the costs of production.  This way of financing R&D is viewed as constituting a barrier to access to medicines in countries where populations pay out of their own pockets for medicines and thus cannot afford to pay high prices.  The principle of delinking was based on the premise that costs and risks associated with R&D should be rewarded, and incentives for R&D provided, other than through the price of the product.”  The Representative urged the SCP to further analyze and examine the “de‑linkage” and R&D treaty concept in future discussions on patents and health.

 AUTONUM  
The Representative of the Medicines Patent Pool (MPP) welcomed the recognition of its work by three key intergovernmental agencies in the trilateral study exploring different strategies for access to innovation and medical technologies in developing countries.  The Representative observed that the study expressed that patents could be used "expressly to leverage public health outcomes" when licensed with the right terms and conditions.  He further emphasized that the study also noted that the MPP, in particular, had "reinforced the trend towards voluntary licensing programs that increased access to medicines by enabling new formulations and enhancing provision of cheaper generic medicines for developing countries," adding that voluntary licensing of HIV medicines in general had been an increasing trend since the MPP's creation in 2010.  He highlighted that patent pools were a key recommendation of an expert working group of the WHO on incentivizing research and development for the developing world.  Patent pools, in particular, the Medicines Patent Pool, had been endorsed in the UNAIDS 2011 Political Declaration on HIV/AIDS to help reduce the price of medicine and encourage the development of needed new formulations.  He informed the Committee that the MPP Executive Director also invited pharmaceutical companies holding key HIV medicine patents to work with the MPP to pool their patents and technology in order to broaden both access and innovation.  He invited governments to take a more active role in both promoting patent pooling and encouraging industry by, for example, providing incentives to partner with the Medicines Patent Pool.  

 AUTONUM  
The Representative of AIPPI thanked the three organizations for their comprehensive study.  He stated that AIPPI would evaluate the technical aspects of the study and would provide comments.  He considered it helpful that the study had left the technical world of IP protection and was mainly governed by the needs of the global health system.  In his view, that was crucial for fine‑tuning the IP protection system in order to bring about the best medical care possible around the world.

 AUTONUM  
The Chair invited the Secretariat and the Representatives of the WHO and the WTO to provide any further comments and replies to questions raised.

 AUTONUM  
The Secretariat thanked delegations for their positive feedback as well as for the comments pointing out the elements which were missing in the study or were not appropriately addressed.  It noted that the latter feedback was appreciated to improve the work.  It emphasized that the study was a resource material but was intended neither to make any evaluation nor to solve any issues.  That information resource should enable the public, delegations and any other interested person in participating in the debate to come up with better informed decisions.

 AUTONUM  
The Representative of the WHO paid tribute to the delegations which had encouraged the organizations to carry out and continue the trilateral cooperation.  He informed the Committee that the organizations had been constantly engaged at the Director General's level as well as at the technical level for planning relevant activities of mutual interest which could benefit policy makers and its Member States.  In response to the question raised by the Delegation of Algeria on behalf of the African Group relating to the guidelines for examination of patent applications, he noted that in developing countries, it was known that many national patent offices did not even have substantive examination facilities or expertise.  Therefore, he observed that when a patent application was filed, in reality, it was accepted although there were questions as to the acceptability and quality of those applications.  In that regard, he pointed out that on page 172, Section (b), the issues regarding patent examination and registration as well as available resources for such process was discussed.  Specifically, Box 4.12 at the bottom of the page entitled “Guidelines for the examination of pharmaceutical patents: developing a public health perspective” mentioned a number of guidelines.  He stressed in that context that the idea of the study was to make available all the relevant and important discussions on relevant issues as well as whatever resources were available by those three organizations and beyond.  He noted that the study tried to put the resources together so that an interested policy maker, who wanted to understand and to make relevant policy in his or her own context, could make best use of it. 

 AUTONUM  
The Representative of the WTO was pleased and greatly encouraged by the positive reception that the study had been given and by the comments made by the delegations and observers.  He highlighted that the study had deep roots in the technical cooperation work of three agencies, and, to some extent, was an exercise in transparency since a lot of the material would otherwise be scattered in PowerPoint slides and various programs on the three web sites.  He pointed out that the study was an attempt to have a clearer framework for ongoing technical cooperation and had been a conscious effort to be as broad and inclusive as possible without going into technical detail.  He emphasized that there had been a strong recognition that policy makers might have a sound technical expertise in one field but might not be inclined to engage or to translate those principles to other policy domains.  He pointed out that the three organizations had obviously represented the three broad policy domains in terms of their mandate and expertise.  He indicated therefore that the study had been an attempt to draw that material together in a non‑technical way that enabled policy makers to navigate through that complex environment.  Therefore, the study did describe the concepts and the various choices made by countries and WTO members.  In that sense, it was descriptive rather than endorsing or advocating any particular approach.  The emphasis in drafting the study was more on trying to describe the factual situation as accurately as possible with the purpose that the concepts and ideas that emerged in those cross-cutting policy debates were better understood rather than necessarily describing the correct approach for any country.  With respect to the specific points highlighted by the Delegation of Chile concerning the relevant bilateral trade agreements entered by Chile, he noted that the trilateral study in itself was not intended to advance original research or new research in itself.  He emphasized that it was meant to be an overview of available materials.  Therefore, the relevant section pointed out by the Delegation of Chile referred, in fact, to a longer staff working paper that had looked into those issues in more detail.  He ensured the Delegation of Chile to take its comment into account, if appropriate, in the study itself, but he invited the Delegation to also look at the underlying and separate research work that was part of the broader ecosystem of the trilateral study.  He concluded by confirming that the study was seen as a platform for continued capacity building, as a source of information and data for capacity-building programs.  He reaffirmed that the future work of the WTO would continue along the lines of the established program, i.e., continued technical cooperation, responding to the demand from its members, both for collective activities, such as the annual Workshop on Intellectual Property and Public Health organized by the WTO in collaboration with the WHO and WIPO, and national workshops which often had a public health component to them.  In addition, he noted that an important part of the Trilateral Cooperation had been a series of policy symposia, meant to provide support for policy makers rather than to pre‑empt the policy discussions, to provide a more informed basis to draw on the knowledge and understanding that was available from a wide range of experts in Geneva and beyond.  In his view, those past symposia had been very important inputs to the trilateral study and such symposia could be a forum for continuing the dialogue.

 AUTONUM  
The Delegation of the Russian Federation thanked the WHO, the WTO and WIPO for the empirical and factual information contained in the trilateral study which would give the SCP an opportunity to analyze that subject in greater depth.  The Delegation noted that the accessibility of safe and effective medicines was a multifaceted problem, which touched on many areas of law, national policy, physical infrastructure, the social sphere and education, and also different economic factors.  In the view of the Delegation, the priority approaches in relation to the provision of accessibility were the creation of conditions for stable step‑by‑step development of the pharmaceutical sector, provision of State guarantees for patients to obtain high‑quality medicines, improvement of the quality of control of all stages of circulation of medicines, and the reduction of the burden of administrative barriers.  The Delegation considered that work to adapt regulatory requirements to international standards was required to make the Russian pharmaceutical market part of the global medicines market.  At the same time, the Delegation shared the concern of a number of States concerning the formation of a price policy by the monopoly producer of a patented medicine.   The Delegation informed the Committee that in the Russian Federation, the State regulated prices exclusively for medicines, which were included in the list of the most important and essential medicines, produced both locally and abroad.  The State approved the list of essential medicines authorized for purchases using budgetary funds, which provided support for the health of people suffering with non‑fatal diseases who did not have sufficient funds to acquire expensive medicines.  The Delegation noted that provision of that particular form of accessibility was directly reflected on the patient and had major social significance – it improved the practice of prescription of medicines by doctors.  Further, the Delegation stated that, within the framework of the Russian legislation in force, questions of the use of patented medicines were resolved on an individual basis through voluntary or compulsory licensing.  The Russian legislation allowed for the possibility of the parallel import of medicines.  At the same time, there was an understanding of the need to enhance the procedure of clinical trials and to obtain permission to conduct such trials;  enhancement of the procedure for obtaining authorization to import samples of medicines in order to examine their quality, and also procedures for introducing changes into the registration file, as well as introduction of the possibility to appeal the conclusions of expert organizations.  The initiatives in question were required to provide more beneficial conditions for the circulation of medicines in the Russian market, both for domestic and foreign producers, which was especially topical in the context of Russia’s accession to the WTO.  The Delegation further noted that as of August 22, 2012, the rules contained in the Federal Law on Medicines had entered into force, forbidding the use of information on clinical and pre‑clinical research on an original medicine without the consent of the developer for a period of six years from the date of State registration of the original medicine.  The Delegation noted that on the one hand, that rule defended the interests of the producers of innovative medicines, who had invested a substantial number of resources in the development of the medicine, and on the other hand, consumers would gain access to a more expensive medicine, and while the exclusivity of data were valid, consumers lacked the opportunity to purchase cheaper generics.  In order to ensure a balance between the interests of the producers and consumers, it was assumed that the rules contained in the above law on exclusivity of data would be refined in the context of the TRIPS Agreement.  The Russian Federation supported the constructive proposals aimed at reducing high prices for patented medicines, in particular, by changing the mechanisms for financing scientific research.  Further, the Delegation considered the study of the issues relating to the influence of the patent system on the accessibility of medicines as well as analysis of the factors limiting accessibility of patented and non‑patented medicines to be extremely important.  
 AUTONUM  
The Delegation of India thanked the Chair for providing an opportunity to have the presentation on the trilateral study.  The Delegation expressed its concern regarding the issue of public health and the needs of developing and least developed countries in terms of access to medicine for diseases commonly prevalent in those countries.  The Delegation noted that, recognizing the importance of that issue, the Doha Declaration had affirmed that the TRIPS Agreement did not and should not prevent members from taking measures to protect public health.  By considering the flexibilities in the TRIPS Agreement, India had amended its law by incorporating several provisions to address the issue of public health which included a provision on the grant of compulsory licenses in the following cases:  in case the patented products were not available to the public at reasonably affordable prices or that public needs were not satisfied;  in case of emergency;  for export of patented pharmaceutical products in certain exceptional circumstances to any country having insufficient or no manufacturing capacity in the pharmaceutical sector for the concerned product to address the public health problem;  and use of invention for the purposes of government use.  The national patent law also contained a “Bolar” provision and a provision allowing parallel import as an important tool enabling access to affordable medicine at lower prices.  Further, the Delegation stated that patents were crucial for pharmaceutical innovations, and that without the patent system, there would be no financial incentive to fund the cost of discovery and development of the new medicines.  However, the Delegation noted that the prices for medicine was often above the production costs in developing countries.  Since developing countries accounted for a very small fraction of the global pharmaceutical market, in its view, income to be generated for further research and development was not dependent on the profits from those markets.  Noting that the patent system had provided little incentive for research and development of medicines needed for treating diseases affecting developing countries, the Delegation highlighted the ineffectiveness of relying solely on the private sector to develop such medicines.  It stated that, in many countries, due to the absence of health insurance systems, the payment of pharmaceuticals was “out of pocket”.  Therefore, in its opinion, escalating prices unrealistically played a central role in denying access to lifesaving medicines.  The Delegation also considered that the competition policies were relevant in addressing the problem of access to medicines.  In particular, the Delegation noted that the creation of sound and competitive market structure implementing the competition law and its enforcement would play an important role in enhancing access to medical technology and fostering innovation in the pharmaceutical sector.  In addition, competition law had an important role to play in preventing restrictive conditions in licensing agreements relating to transfer of technology.  Referring to Section 140 of the Indian Patent Act which listed cases where certain restrictive conditions in a license could be considered void, the Delegation requested the Secretariat to prepare a study on the practices being adopted by the companies in various countries concerning voluntary patent licensing and whether those practices were in line with the principle of competition to enable Member States to make suitable policy interventions at the national level to address that issue.  Further, the Delegation reaffirmed its view that the effective utilization of flexibilities could also contribute to providing access to medicines at reasonably affordable prices to developing countries.  In that context, the Delegation expressed its support to the proposal of the Delegation of South Africa on behalf of the African Group and the DAG on patents and health in order to find a balance between patent rights and public health.  The Delegation considered that there was an urgent need to study flexibilities under international treaties, the effective implementation of compulsory licensing provisions under national patent laws, as well as the impact of the grant of compulsory licenses on the prices of patented drugs.  In addition, the Delegation was of the view that the mandatory disclosure of International Nonproprietary Names in patent applications would play an important role in enabling the easier identification of generic names of medical products, which in turn would provide policy space for the utilization of patented inventions through legal means for earlier commercialization, addressing public health issues relating to diseases which were common in developing countries.  

 AUTONUM  
The Delegation of the United States of America reiterated its support for the Doha Declaration on the TRIPS Agreement and Public Health.  As affirmed in the Doha Declaration, the United States of America respected Member States' right to protect public health, in particular, to promote access to medicines, and supported the vital role of the patent system in promoting the development and creation of new and innovative lifesaving medicines.  Turning to the proposal of the African Group and the DAG, the Delegation expressed its disagreement with the premise of that proposal which implied that by removing obstacles related to patents and making full use of patent flexibilities available under international agreements, access to medicines in developing countries and least developed countries would be significantly improved.  In the view of the Delegation, as it had expressed before in the Committee and in other international fora, patents did not prevent countries from taking measures to protect public health.  The Delegation continued that, in fact, patents provided incentives to pharmaceutical industries around the world to develop new treatments and new medicines to make them available in developing countries, and to carry out the transfer of technology that ultimately benefited those countries.  In its view, without patent protection, there would likely to be fewer new drugs, treatments and diagnostic tools.  The Delegation considered that there were multiple factors not related to patents that impacted the availability of medicines.  It expressed its belief that focusing on patent protection as the obstacle to the availability of drugs would distort the complex and multifaceted picture and would not address the problem of access.  In its opinion, that was confirmed by the trilateral study.  The Delegation continued that the trilateral study had looked at the determinants of access to medical technologies and innovation, and concluded that the mere existence of intellectual property rights on a product was neither a barrier to, nor its absence of, a guarantee of access to that product.  Chapters 3 and 4 of the study, in particular, highlighted that many other issues contributed to the availability of medicines, such as regulatory regimes, pricing policies, tariff policy, procurement mechanisms, sale and use of the substandard fake counterfeit medicines and complex supply chains.  Turning to its proposal on patents and health, the Delegation stated that the proposed work program included three basic elements.  First, inviting the WHO to make a presentation to the SCP on the availability of generic medicines in developing countries and least developed countries on non-patent barriers to availability of safe and effective medicines, and on the effect of falsified counterfeit medicines on the availability of proper medicines.  Second, conducting a study on the positive impact of patent systems in providing lifesaving medicines to developing countries.  In its opinion, such study would help restore balance to the discussion by evaluating the role of patent protection in providing incentives for research and development leading to innovative medicines and in fostering the technology transfer necessary to make both generic and patented medicines available.  The third element of its proposal was to reflect the complexity of evaluating patents in public health, conducting a study to examine the availability of lifesaving medicines that were not protected by patents and the reasons for their lack of availability.  In the view of the Delegation, such study was a necessary and responsible way to ensure that evaluation of the role of patents in affecting public health outcomes was properly informed and not obscured by other existing challenges.  The Delegation took note of the preliminary comments to its proposal that had been made during the seventeenth session of the SCP and the comments that been compiled in documents SCP/18/INF/3 and SCP/18/INF/3 Add.  The Delegation noted that the trilateral study contained a discussion on determinants of access and, to some extent, examined a variety of factors that determined availability of medicines.  The Delegation expressed its willingness to pursue at least some elements of its proposal to provide a balanced analysis of the role of patent protection in availability of medicines.  In particular, the Delegation was of the opinion that the proposed comprehensive study on the positive impact of patent systems in providing lifesaving medicines to developing countries as an important contribution to the discussion.  In conclusion, the Delegation reiterated its position that any work, studies, conferences or technical assistance that came out of the SCP should be balanced and carried out within existing budgetary resources and not be duplicative.  The Delegation emphasized that it could not support any work that would shift the balance towards flexibilities at the expense of rights and obligations, jeopardize the neutrality and objectivity of the Secretariat or sovereignty of Member States and place WIPO in a position of interpreting or criticizing other international agreements on the grounds that they constrained the use of the TRIPS flexibilities or would be duplicative.  

 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, made the following comments:  firstly, relating to the status to be given to the trilateral study, the Delegation recalled that the SCP had not given any mandate to WIPO to undertake or to present any such study.  Therefore, the Delegation was not in agreement to recognize the trilateral study as a working document of the SCP.  In its opinion, the study should stay as an information document to help Member States discuss the issue.  Secondly, the African Group, having done a comparison between the proposal of the African Group and the DAG and the trilateral study, observed that some elements in their proposal were missing in the trilateral study.  Therefore, in the opinion of the Delegation, the argument that its proposal was duplicative of the work presented in the trilateral study was not a pertinent one.  Referring to the first element of the African Group and the DAG’s proposal relating to challenges and limitations faced by developing countries and LDCs in making use of public health‑related patent flexibilities, the Delegation stated that while the trilateral study provided an account of the various patent‑related flexibilities that could be used by those countries to facilitate access to medicines and provided some examples on how some developing countries had used compulsory licenses, it did not explore the legal and structural impediments and capacity constraints that developing countries and LDCs had been facing in making full use of those flexibilities.  It noted that the proposal of the African Group and the DAG called for empirical data and details to be made available on the experience of countries’ use of compulsory and government use licenses on medicines which were not analyzed in the trilateral study.  Further, noting that their proposal called for an analysis of the admissibility of Markush claims which, in its view, were broad and theoretical claims used as a common practice for filing evergreening patent applications, the Delegation stated that the trilateral study did not address that issue.  It also did not exhaust the need for sharing information and experiences among countries on the use of patent-related flexibilities for promoting access to medicines.  Therefore, the Delegation was of the view that while the trilateral study provided useful information, the SCP still had space to discuss their proposal.  Referring to the proposal of the United States of America on patents and health, the Delegation stated that that proposal did not address the substantial arguments in the African Group and DAG’s proposal, and sought to guide the discussions in the SCP on issues that were not related to patents and, hence, were irrelevant to the SCP and outside the WIPO’s mandate.  The Delegation stated that, for example, while the availability of generic medicines in developing countries and LDCs was a serious issue and patents had a significant impact therein, the proposal of the United States of America failed to acknowledge that patents could constitute a barrier to access to generic medicines in those countries unless they were balanced with public health-related flexibilities that were provided under the TRIPS Agreement.  

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, expressed its support for the statement made by the Delegation of Algeria on behalf of the African Group.  The Delegation stated that the proposal of the African Group and the DAG was not against patent protection.  While the Delegation recognized the important role of patents in providing innovative medicines, it nevertheless noted that patents, as had been reported by the EU's Pharmaceutical Inquiry Report of 2008, might be used as obstacles to access to medicine.  Referring to the trilateral study, the Delegation stated that the study provided for a good basis for the SCP to focus and build on.   As an example of mechanisms outside the IP system which could be used by countries to increase access to medicine, the Delegation referred to a price control mechanism which was employed in its country.  In its opinion, that was a very relevant aspect of public health policies.  Referring to the compulsory license mechanism which was a factor within the IP system, the Delegation stated that through use of that mechanism, Brazil could reach 75 per cent reduction of price on medicines related to HIV/AIDS.  Regarding the proposal made by the Delegation of the United States of America on that subject, the DAG was of the opinion that some elements of that proposal could bring significant challenges for the acceptance by the Committee.  In particular, the Delegation referred to discussions on sanitary aspects and substandard medicines under the subtopic of enforcement which, in its view, were unrelated to the patent system.  For DAG, WIPO's mandate and the objectives of the SCP did not pertain to those debates, since they had been already discussed in the WHO.  The Delegation stated that the DAG and Brazil were fully against the production and commercialization of substandard or counterfeit medicines.  However, such debate in the SCP would overlap with discussions in other fora, constituting unnecessary duplication.  In addition, in the opinion of the Delegation, alternative mechanisms as suggested by the Delegation of the United States of America, such as tiered pricing and voluntary licensing, were adequate for specific cases and should not be seen as the generic solution for access to medicine.  The Delegation pointed out that WHO's Commission on Intellectual Property Rights, Innovation and Public Health had reported the obstacles and the strategies for the use of such alternative mechanisms and the extent to which those policies depended upon the voluntary cooperation of right holders.  

 AUTONUM  
The Delegation of the United States of America, referring to the statements made by the Delegations of Algeria and Brazil, stated that since the trilateral study had addressed some of the non‑patent related elements contained in its proposal, it had no intention to pursue them.  However, the Delegation was interested in pursuing some of the elements of its proposal, namely, the comprehensive study on the positive impact of patent system in providing lifesaving medicines to developing countries, which was, in its view, within the mandate of the SCP.  

 AUTONUM  
The Delegation of Argentina expressed its appreciation for the presentation made on the trilateral study.  It considered that the study was an important contribution to further the discussions of the Committee on the topic.  In its opinion, the question of patents and public health was of the utmost importance, and it stressed the importance of ensuring that there was no negative impact on the access to medicines.  In some cases, the compulsory licensing mechanism had been used to guarantee the population access to medicine.  The Delegation noted that according to the TRIPS Agreement, members of the WTO had flexibilities to define what an invention was and set definitions on the conditions for patentability, such as novelty and inventive step.  The Delegation also referred to the Doha Declaration on the TRIPS Agreement and Public Health which reaffirmed the right of WTO members to make full use of the safeguard provisions of the TRIPS Agreement in order to protect public health and enhance access to medicines for poor countries.  Further, the Delegation informed the Committee that different guidelines regarding chemical and pharmaceutical inventions were approved in Argentina in May 2012 with an objective of protecting public health.  The Delegation expressed its belief that the proposal made by the African Group and the DAG was useful and balanced way forward.  In its view, it was important that the SCP undertook the study on flexibilities provided for in the TRIPS Agreement and the implementation thereof.  The Delegation reiterated its commitment to continue working in an active and constructive way on that topic.  Finally, referring to the proposal made by the Delegation of the United States of America, the Delegation stated, as a preliminary comment, that the proposal had a scope different from the proposal presented by the DAG and the African Group.  Furthermore, the Delegation was concerned about the conclusion made in that proposal, in particular, where it was stated that “measures that weaken patent protection systems through greater use of flexibilities are not useful in securing better availability of medicines”.  In that regard, the Delegation pointed out that the WHO had recognized that patents could have an influence on access to medicines and had recommended widening the use of flexibilities within the framework of the TRIPS Agreement.  In addition, the Delegation referred to numerous publications which suggested that the use of flexibilities would make it possible for governments to mitigate the negative impact of IP rights on the right to health.  That debate was confirmed by the Doha Declaration on Public Health and the TRIPS Agreement, showing that legal systems must be in keeping with the interests of public health.  Referring to the alternative approaches to the use of flexibilities, such as voluntary licenses and the tiered pricing contained in the proposal of the United States of America, the Delegation noted that those alternatives would depend upon the goodwill of right holders and therefore, they were questionable from the standpoint of sustainability.  In relation to other topics, such as falsified drugs, and drugs of inferior quality, the Delegation was of the view that those topics went beyond the mandate of the Committee, as they were related to the laws on the commercialization of drugs.  Thus, in its view, the proper forum for dealing with the issues of quality, safety and efficacy of medicines was the WHO rather than WIPO. 
AGENDA ITEM 8:  CONFIDENTIALITY OF COMMUNICATION BETWEEN CLIENTS AND THEIR PATENT ADVISORS:  CROSS‑BORDER ISSUES
 AUTONUM  
Discussions were based on document SCP/18/6.  

 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, emphasized that document SCP/18/6 provided a comprehensive explanation of approaches and remedies in the area of confidentiality of communications between clients and patent advisors at the national, bilateral and international level.  The Delegation reiterated the importance of that topic, and strongly supported further work on it.  In its opinion, the development of guidelines or any other soft law approach based upon non‑binding minimum standards should be further analyzed.  It was considered that further work in that area was beneficial to all countries irrespective of their level of development, since it would enhance the credibility, reliability and stability of the international IP system.  The Delegation reiterated that a non‑binding approach did not result in a need for legislative changes in Member States.

 AUTONUM  
The Delegation of Poland, speaking on behalf of CEBS, reiterated its interest in continuing the discussions on the issue of confidentiality of communications between clients and patent advisors and cross‑border cases.  It recalled that the Delegation had supported the statements made by the Delegations of the Russian Federation and Switzerland during the eighteenth session.  In its view, a way forward for further work of the Committee was to elaborate non‑mandatory minimum standards, which should provide guidelines to Member States on how to best address the topic and define national standards.  The Delegation noted that such guidelines could contain possible options as well as minimum standards to be used as templates for national legislations or as tools for the mutual recognition of cross‑border confidentiality of communications.  In its view, permitting clients to benefit from confidentiality might enhance reliability and stability of the IP system, both in developed and developing countries, which would benefit from the achievement of a common solution among the different Member States.  The Delegation was convinced that discussing that topic and developing non‑binding principles or minimum standards to be applied on a voluntary basis would not interfere with national legislation.  It was of the view that minimum standards were necessary to reflect and support the global nature of trade and IP, where patents for the same inventions were often sought simultaneously in a number of jurisdictions.  Therefore, it strongly supported the continuation of the work on the topic within the SCP. 
 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, remained convinced that the convergence of the existing diverse systems in the area of confidentiality of communications between clients and patent advisors among Member States would be beneficial for users of the patent system, irrespective of the level of development of each country.  It stated that the time was ripe to consider concrete mechanisms to address the recognition of foreign patent advisors' privilege.  To avoid the need to amend national legislation or to change national judicial systems, a soft law approach should be considered, whereby Member States adopted non‑binding principles that could be applied at the national level.  The Delegation attached great importance to continue the work on the issue in the Committee.  The Delegation recalled that, at the eighteenth session of SCP, work on that issue had been substantially backed up by a large number of users and organizations that considered the topic of vital importance.  The Delegation sought clarification with respect to the resistance shown by some Member States against taking a non‑binding soft law approach on that topic, and at the same time, addressing problems experienced by many Member States.

 AUTONUM  
The Delegation of Switzerland stated that the Committee had a role to play on the issue of confidentiality of communication between clients and patent advisors in cross‑border cases.  Due to the fact that only a few countries provided clear legislation in that field, the Delegation supported the idea of minimum standards which should not be mandatory, but should give Member States guidelines on how to best address that topic and define national standards.  Therefore, it supported continuing the work on cross‑border aspects of confidentiality of communications between clients and patent advisors by the SCP.  It suggested that the Secretariat, taking into account the views expressed and contributions made in the framework of the discussions in the SCP on that issue and based on the document SCP/18/6, prepare a guide with possible options as well as minimum standards, which could be used as templates for national legislation or as tools for the future recognition of cross‑border confidentiality of communications.  It noted that the progress of that work should be presented by the Secretariat at the next session of the SCP. 
 AUTONUM  
 The Delegation of the Russian Federation recalled that, during a number of sessions of the SCP, it had expressed its willingness to continue the work on that issue. Thus, at the eighteenth session of the SCP, it had supported the idea of a further study of minimum international standards in that area, as reflected in paragraph 142 of document SCP/18/12 Prov.2.  In its view, that might contribute to firmly establishing the recognition of the right to professional secrecy of foreign patent attorneys and protection from compulsory discovery, on a mutual basis.  The Delegation noted that, in the Russian Federation, national standards of professional secrecy of confidential communications of patent attorney with its client lagged significantly behind the standards of some other States.  Therefore, proposals were made to introduce a fully‑fledged institute of patent‑attorney privilege into national legislation.  As regards the protection of secrecy in cross‑border cases, the Delegation stated that obviously, confidential information protected by the right to secrecy did not de jure lose such protection.  Recognizing that the privilege had evidential significance in relation to the documentation exchanged between a client and a patent attorney, the Delegation observed that cross‑border issues were of interest for the Russian community of patent attorneys, in connection with the international protection of commercial and professional secrecy existing in WIPO Member States.  It noted that concrete examples from judicial practice, especially on how confidential materials obtained by patent attorneys from a client in one country might be used in judicial proceedings in another country, and the issue of discovery of documents in court proceedings were of importance.  In its opinion, such information and its further analysis would allow Member States to reduce existing legal uncertainty in that particular area and to build a basis for regulation of that issue.  To date, Russian legislation obliged a patent attorney during the performance of his/her duties not to transmit or disclose any information contained in the documents received from a client without the written consent of the person whose interests he represented.  The Delegation explained that there was an exception for cases in which legislation provided that the patent attorney had no privilege if court proceedings required the disclosure of such confidential information.  The Delegation of the Russian Federation supported further work of the SCP on that issue and the proposal made by the Delegation of Switzerland on the adoption of minimum standards or general non-binding principles, which might be applied at the national level.  The Delegation was of the opinion that such standards and principles might provide the possibility to make a more informed evaluation of the need for legislative changes in the Russian Federation on whether to develop an instrument of mutual recognition of confidentiality on a cross-border level.

 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, emphasized that document SCP/18/6 provided a good overview of the discussions in the Committee.  The debates on the agenda item had provided for different approaches to the issue.  Some countries were in favor of a basis for international standards, others were of the view that bilateral arrangements would best suit their needs.  Further, some Members showed sensibility due to the characteristics of their legal system, and questioned the desirability of a solution which would affect civil law aspects.  Taking those diverse opinions into account and the many differences between national legal systems, the Delegation expressed its belief that the best approach would be to leave flexibility for each country to define their own standards.  The documents produced by the Committee so far, such as documents SCP/14/4, SCP/17/5 and SCP/18/6, could be used by countries interested in revising their national legislations.  Lastly, the Delegation was of the opinon that the definition of minimal standards was not regarded as essential for the moment.  
 AUTONUM  
The Delegation of China stated that the issue of confidentiality was very valuable in guaranteeing legal services, but stressed that different situations for different countries had to be recognized.  Therefore, it considered that while an investigation and survey on that issue could be useful, the Committee should not come to the conclusion that it was necessary to conduct any immediate activities.
 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, recalled that the African Group had always demonstrated a favorable position to that item since the fourteenth session.  However, in its view, the Committee had carried out all possible activities with respect to the topic under discussion.  It noted that even if that matter was being dealt with by all Member States, it was not being dealt with in the same manner:  some countries looked at the patent advisors as legal counsels, as barristers or as solicitors and some others in a different light.  Therefore, it considered that, for the time being, there was no basis upon which the Committee could determine a law in that regard, be it soft law or be it something more binding.  Hence, the African Group expressed its concerns about exercising any voluntary standards, which was considered as going beyond the scope of the SCP.  The Delegation expressed its view that all countries dealt with that issue by civil law, and not by patent law, based on the law of evidence in civil procedural law or civil law.  Hence, it questioned whether the SCP had to deal with that matter, which seemed to fall outside its mandate. 
 AUTONUM  
The Delegation of India reiterated its view that the national laws of many countries, including India, did not have such provisions.  Therefore, in its opinion, any attempt in establishing minimum standards in that regard would clearly undermine the national legislations of member countries, particularly of those which did not have such provisions.  Consequently, the Delegation did not support to establish any minimum standards on that issue.  The Delegation also aligned itself with the statement made by the African Group.  
 AUTONUM  
The Delegation of Senegal supported the statement made by the Delegation of Algeria on behalf of the African Group on the issue of the protection of confidentiality of communications between clients and their patent advisors.  Noting that those matters were dealt with either by common law, or by disciplinary regulations under civil law, the Delegation stated that it would be very difficult to deal with them in a standard‑setting manner that seemed to be proposed by some delegations.  In its view, the role of IP was not to deal with issues relating to the relationship between professionals and their clients.

 AUTONUM  
The Representative of FICPI stated that his organization had always been in favor of establishing an international system for a privilege of information between patent advisors and clients.  He announced that, FICPI was conducting, together with AIPLA and AIPPI, a colloquium on protection of confidentiality inn IP advice from June 26 to 28, 2013.  He informed the Committee that some NGOs and governments would receive an invitation to that colloquium.

 AUTONUM  
The Representative of JPAA stated attorney‑client privilege between clients and attorneys was basically prescribed under procedural law.  He noted that there were several cases that had claimed that the privilege of Japanese patent attorneys was recognized before the courts of the United States of America.  However, in his view, since Japan did not have a discovery system under its procedural law, the attorney‑client privilege for Japanese patent attorneys was not correctly understood by the courts in the United States of America.  The Representative explained that JPAA was therefore preparing a suggestion on a revised provision in the law on Japanese Patent Attorneys.  With a view to the importance of the issue for patent holders, he strongly supported the continuation of discussions in the SCP.  He further supported a soft law approach, consisting minimum standards as proposed by the Delegation of Poland on behalf of CEBS. 
AGENDA ITEM 9:  TRANSFER OF TECHNOLOGY

 AUTONUM  
Discussions were based on documents SCP/18/7 and 8.

 AUTONUM  
The Delegation of Belgium, speaking on behalf of Group B, thanked the Secretariat for its preparation of documents SCP/18/7 and 8, which provided interesting insights into the interaction between the patent system and many other elements implicated in technology transfer.  In its view, the documents had clearly demonstrated that technology transfer was affected by a wide variety of elements, which included factors such as the quality of patents, a well‑functioning PCT system and other elements on which the CDIP had worked arduously.  The Delegation considered that the Committee should focus on the core mandate of the SCP with an evidence‑based policy, based on the latest information available.  The Delegation therefore suggested that the Committee should re‑evaluate further work on the agenda item, once a full picture of further developments within the CDIP would be available.
 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, thanked the Secretariat for preparing document SCP/18/8, expanding the study on patent‑related incentives and impediments to the transfer of technology through practical examples and experience.  Further, the Delegation noted with satisfaction the systematic approach and objectivity shown in document SCP/18/7, listing various activities on transfer of technology undertaken by WIPO.  In its view, in general, that document showed that all efforts to improve the patent system had a positive impact to technology transfer, either directly through recommendations and projects established under the Development Agenda, or indirectly through a number of patent‑related activities, including the development of legal and institutional frameworks, technological infrastructure and tools, capacity‑building or raising awareness.  In that respect, a high quality of granted patents, sufficient disclosure of inventions in patent applications, an adequate scope of patent protection and the well‑functioning PCT system were mentioned as examples of essential elements for the patent system to fulfill its objectives in terms of innovation and transfer of technology.  As regards the Development Agenda and CDIP projects concerning technology transfer, the Delegation noted that there were five pending projects listed in document SCP/18/8, aiming at the issue of transfer of technology.  In particular, it recalled that extensive work was to be undertaken under the project on “IP and Technology Transfer: Common Challenges – Building  Solutions”, implementing recommendations 19, 25, 26 and 28 under the Development Agenda.  The Delegation therefore reiterated that until the completion of those projects and its follow‑up analysis, it was not in favor of launching new initiatives on the transfer of technology within the SCP. 
 AUTONUM  
The Delegation of Poland, speaking on behalf of CEBS, thanked the Secretariat for updating document SCP/14/4 Rev.2 and for preparing documents SCP/18/7 and 8.  It stated that those documents provided valuable insight into the complexity and interplay between the patent system and many other factors implicated in technology transfer.  It observed that the documents also proved that while patent protection played a significant role in technology transfer, it was only one among many factors influencing such transfer.  The Delegation also noted that there were still a number of technology transfer projects under way in the CDIP, for example, as referred to in documents CDIP/6/4 Rev. and CDIP/8/7.  Therefore, in order to avoid the duplication of work between the SCP and the CDIP, the Delegation suggested that the SCP wait for the results of the work described in document CDIP/8/7 in order to take more informed decision on how to proceed.  

 AUTONUM  
The Delegation of Algeria, speaking on behalf of the African Group, stated that issues relating to transfer of technology were of paramount importance to the African Group.  It thanked the Secretariat for documents SCP/18/7 and 8 submitted at the last session.  It reiterated its comments made at the previous session, indicating that the study had not explored the extent to which patents could be an obstacle to transfer of technology and had focused only on the positive contribution made by patents to transfer of technology.  The Delegation considered that, within the mandate of the SCP, all of those other aspects could be studied.  With respect to the questions as to whether the work in the CDIP was overlapping with the work of the SCP, the Delegation was of the view that the discussion in the CDIP did not cover the issue of transfer of technology with a particular reference to patents.  The Delegation observed that, in terms of the organization of the work of the CDIP, it consisted of five regional meetings, through which each region was supposed to identify its own challenges in terms of transfer of technology.  As a participant to one of those regional level conferences, the delegation noted that the said conference had provided a holistic discussion on IP and copyright issues, but no discussion had been held whether or not the patent system was positive or negative in terms of its contribution to transfer of technology.  The Delegation therefore stated that work done under the auspices of the CDIP on transfer of technology did not overlap with work that could be undertaken by the SCP. 
 AUTONUM  
The Delegation of Brazil, speaking on behalf of the DAG, thanked the Secretariat for preparing document SCP/18/8 on examples and experiences on patents and transfer of technology.  In its view, it was commendable that success cases were studied, which brought encouraging results for developing countries with regard to the patenting system.  Nevertheless, the Delegation reiterated its view that failure cases were as important as success cases for that analysis, as they had the potential of providing feedback to Member States and therefore, would assist the improvement of public policies.  While recognizing the importance of aspects pointed out by some delegations, such as quality of patents and the work under the PCT, the Delegation stated that transfer of technology also included other matters.  In its opinion, technology transfer was a complex subject with many factors affecting an effective transfer of technology.  The Delegation emphasized that the issue of absorptive capacity of national industries was directly related to the discussion of transfer of technology.  Thus, it considered that the mere existence of a patent system did not automatically imply that a successful transfer of technology was carried out.  Therefore, the Delegation stated that exploring such other factors was relevant for many Member States, in particular, developing countries.  Additionally, the Delegation was of the view that anti-competitive practices which might be found in licensing contracts had to be effectively countered by governments, as provided for in Article 40 of the TRIPS Agreement, taking into account its potentially detrimental effect for society.  Recalling a long history of the discussion on transfer of technology and patents, the Delegation noted that, in 1961, Brazil had made a proposal to the General Assembly of the UN, requesting the Secretariat to elaborate a report on “the role of patents in the transfer of technology to under‑developed countries”.  Recently, those debates had been on the agenda of the UN Framework Convention on Climate Change (UNFCC).  The Delegation observed that it was also part not only of the Development Agenda, through recommendations 22, 23, 25, 28, 29, 31 and 45, but also in Article 8 of the TRIPS Agreement which underscored the relevance of the issue thereby continuing the work on that issue in the SCP would be of benefit to all members.

 AUTONUM  
The Delegation of Ireland, speaking on behalf of the European Union and its 27 Member States, expressed its preference that, for the time being, further work on transfer of technology should be discontinued in the SCP, pending analysis of the results of the CDIP projects.  However, it noted that the European Union and its 27 Member States might consider expanding document SCP/18/8 by including further practical examples and experiences, provided that those remained objective, evidence‑based and did not duplicate other work.  

 AUTONUM  
The Delegation of India reminded the Committee that patents were granted under national laws to ensure that protection and enforcement of patent rights contributed to the promotion of transfer and dissemination of technology to the mutual advantage of the producers and users of technical knowledge in a manner conducive to the social and economic welfare, as stated in the TRIPS Agreement.  In its opinion, document SCP/18/7 did not reflect various obstacles faced with respect to transfer of technology and measures as to how to promote technology transfer, in particular, to developing countries.  The Delegation noted that sophisticated technologies were owned and protected by persons from developed countries who did not seem to be inclined to transfer the technology, unless the recipient developing countries provided for strong patent protection, the so‑called “TRIPS plus” provisions.  Recalling its intervention during the eighteenth session that there had been a need to study the various impediments in licensing agreements relating to transfer of technology to developing countries and LDCs, the Delegation stated that such impediments needed to be examined in greater detail for the benefit of, not only the members of the SCP, but also for those who were interested in developing their businesses and investments in those countries.  Accordingly, the Delegation urged that the study should be made more comprehensive by incorporating more examples on the issues.

 AUTONUM  
The Delegation of the United States of America thanked the Secretariat for the extensive work on transfer of technology, as carried out in preparation for the current and the previous sessions of the Committee which resulted in documents SCP/14/4 and its several revisions, SCP/18/7 and 8.  The Delegation stated that voluntary transfer of technology was an important component of economic development.  In view of the extensive work already carried out, it considered that the topic had been thoroughly explored in the SCP with a study of the link between patent-related technology transfer examples, national experiences and listing of WIPO activities in the area of technology transfer.  In its opinion, one of the most important benefits of the patent system, in addition to stimulating innovation and investment, was the dissemination of technological information which provided a powerful tool for voluntary technology transfer.  The Delegation observed that the patent system delivered to society a wealth of knowledge in every patent application upon its publication, which promoted the development and improvement of technology and prevented unnecessary duplication of research.  In addition, the patent system provided a wealth of knowledge that was in the public domain, in the form of disclosures from patents that had expired because of the payment of maintenance fees or other reasons that made the patents no longer valid and enforceable.  The Delegation stated that document SCP/14/4 Rev.2 highlighted the complexity of the issue of transfer of technology, and had increased the understanding of that complexity.  Importantly, the study identified that, though a patent protection played a significant role in technology transfer, it was only one among many factors influencing such transfer.  The Delegation considered that the study provided valuable insights into the complexity and the interplay between the patent system and many of the other factors implicated in technology transfer.  The Delegation observed that the document led to the conclusion that technology transfer could not be increased by simply addressing the patent system, but also by other factors, such as, the absorptive capacity of the receiving party, which also had to be addressed before effective technology transfer could take place.  In its opinion, many of those other related factors seemed to fall outside the scope of the SCP.  Specifically, document SCP/18/7 on WIPO's activities on transfer of technology described the various activities carried out by WIPO.  In its view, that document showed that many programs were already under way at WIPO with respect to technology transfer, such as the innovation and technology transfer support structures for national institutions, access and support to specialized database, developing tools for access to patent information, and the project “IP and Technology Transfer: Common Challenges – Building Solutions”.  In view of the many programs already undertaken by WIPO on the topic in various phases of completion, primarily in the CDIP, the Delegation expressed its belief that the scarce resources of WIPO should not be used at that point for expanded or additional studies on technology transfer in the SCP.  Rather, it considered that the ongoing studies and projects in the CDIP should first be completed and evaluated and their results should be analyzed.  The Delegation concluded that a new work program related to technology transfer in the SCP would be premature and duplicative if undertaken without the benefit of the results of those programs. 
 AUTONUM  
The Representative of IIPI stated that the international IP system, particularly the patent system, benefited developed countries more than developing countries.  In his opinion, one main reason for that imbalance was the abandonment of innovation in developing countries.  He noted that although many developing countries found it difficult to capitalize on patents because of the inventors' inabilities to access and search patent information and license publicly‑funded inventions, some countries, for example, the Philippines, had been proactive in attempting to overcome those difficulties.  The Representative explained that the Philippines Technology Transfer Act of 2009 transformed technology capture and commercialization in the country.  The Act, modeled on the United States of America’s Bayh‑Dole Act of 1980, had made research and development institutions the default owners of IP rights arising from government‑funded research.  Prior to the Act, individuals and institutions in research and development had negotiated ad hoc agreements assigning percentage of ownership of those rights.  The Representative observed that concluding those agreements had been time‑consuming and had prevented researchers from commercializing their inventions.  In addition to legal effects, the Act had directed Philippine institutions' attentions towards universities as potential IP negotiators.  In the same year that the Act had come into force, the IPO of the Philippines had released its vision according to which the Office had dedicated to the implementation of a demystified and development‑oriented patent system.  Soon afterward, the IPO had announced its intention to establish, with the assistance of WIPO, a network of Innovation and Technology Support Offices (ITSOs), which served as libraries for patent information, primarily in universities.  The Representative noted that the program had been successful thus far, resulting in the establishment of over 60 ITSOs throughout the country.  The Representative stated that for three years, IIPI had worked with the IPO and the USPTO to capitalize on that momentum through its innovation opportunities program, which continued to help a number of ITSOs to more effectively manage and commercialize their IP.  He explained that those capacity building efforts aimed to ensure that innovation had the widest possible impact, both domestic and abroad.  In his opinion, the case of the Philippines demonstrated that so‑called “smart legislation”, combined with international partnerships, could correct many of the imbalances in the international patent system. 

 AUTONUM  
The Delegation of the Russian Federation stated that the effects of the global crisis between 2008 and 2010 had led to even greater attention being paid to innovation by business, the State and society, and had facilitated the re‑orientation of developed economies towards the innovation sector.  It observed that, in many countries, renewal plans had been adopted, providing incentives for using modern technologies and a variety of innovations.  At the end of 2011, the Government of the Russian Federation approved the Strategy for Innovation Development for the period up to 2020, which was aimed at the transition of the country’s economic development to the innovation stage and the creation of the infrastructure of a post‑industrial society, together with the use of natural resources, the internal market, science and high-quality human capital, the creation of competition and formation of real demand for innovation and stimulation of the conversion of the innovation‑based economy.  The Delegation noted that the most direct means to create and subsequently enhance the innovation economy was linked to the optimization of the effectiveness of legal regulations in the IP sphere.  In objective terms, as a result of the accession to the WTO by the Russian Federation, strategic development was becoming an essential factor in national innovation policy in the context of the global market, and gave rise to:  (i) enhancement of State regulations in the area of IP and mechanisms to protect IP;  (ii) incentives to promote progress of scientific and technical activities through tax benefits and other preferential treatments;  (iii) the creation of new forms of legal organizations, such as economic partnerships, investment associations etc.;  and (iv) conducting of a balanced policy, taking into account competition issues, in the area of new products and technologies.  The Delegation emphasized that the current strategic development was aimed at establishing constant links between scientific research and commercialization of the results of such activity.  It noted that since incentives for the creation of new technologies, for their development and for their broad industrial use depended largely on a systematic approach when structuring the strategy for national innovation systems that combined fundamental scientific research and involvement of business and commercialization of their results, the legal mechanisms of IP rights had to be also considered.  Therefore, the Delegation expressed its interest in continuing the discussion in the SCP of the issue of “transfer of technology”.  In its view, studying such issue and its connection to the patent system, strategies, mechanisms and forms of technology transfer, the relationship between patents and trade, investments and licensing as well as the identification of existing problems at the national and international levels, in particular, the misuse of exclusive rights based on patents, and the need to ensure a balance of rights between patent owners and technology users might facilitate a more successful implementation of the provisions of a strategy for innovation.  The Delegation emphasized that the Strategy for Innovation and Development in the Russian Federation was the main strategy for the development of invention‑related and patent‑based activities, which was a precondition for the high‑level technological development of the State.

AGENDA ITEM 10:  CONTRIBUTION OF THE SCP TO THE IMPLEMENTATION OF THE RESPECTIVE DEVELOPMENT AGENDA RECOMMENDATIONS

31.
The Chair suggested that delegations who wished to make statements on the contribution of the SCP to the implementation of the respective Development Agenda Recommendations submit them in writing to the Secretariat, and those statements would be transmitted to the WIPO General Assembly in line with the decision taken by the 2010 WIPO General Assembly relating to the Development Agenda Coordination Mechanism.  

31.
The SCP endorsed the above suggestion by the Chair. 

32.
On behalf of the European Union and its 27 Member States, the Delegation of Ireland submitted the following statement:

“On behalf of the European Union and its Member States, we would like to recall that the SCP, according to document SCP/1/2, paragraph 3 on page 2, was established to serve as a forum to discuss issues, facilitate coordination and provide guidance concerning the progressive international development of patent law including patent law harmonization.  In fulfilling its mandate, this Committee can serve the well functioning of the patent system and the promotion of innovation and technology transfer, and also contribute to the implementation of a number of Recommendations of the Development Agenda.

“Since we have made relatively little progress on the different items on the agenda of this Committee, due to divergent views on how to move forward, it might be difficult to give a full picture at this stage of the implementation of the relevant Development Agenda Recommendations.

“From a procedural perspective, we would like to underline that in reporting to the General Assembly on its contribution on the implementation of the respective Recommendations of the Development Agenda, the SCP should stick to the modalities already agreed in the form of reporting.  Also, according to established WIPO practice, we believe that this item in our agenda should not be a permanent one.

“We also would like to point out that when implementing a balanced work program of the SCP, we should avoid the duplication of work with other WIPO Committees and other international organizations.”

33.
On behalf of the DAG, the Delegation of Brazil submitted the following statement:

“DAG attaches great importance to the Coordination Mechanism of the Development Agenda, approved in 2010.  According to the decision, the SCP is one of the relevant bodies to report to the General Assembly, and proceeded accordingly in 2011 and 2012.  We therefore understand that this item in the agenda should be made permanent, thus correctly implementing the decision by the General-Assembly. 

“The SCP has diversified its work program since the Development Agenda was approved. The agendas of the sessions are not one-sided and aim at involving subjects of interest to all Members.  This balance is necessary to ensure that the Committee does not pursue, in a single-minded way, the interests of ever higher level of protection of patent rights and harmonization, what would leave aside development needs with an unwelcome “one-size-fits-all” approach. 

“In this sense, the adoption by the Committee of the work program put forward by Brazil in document SCP/14/7 regarding exceptions and limitations to patent rights would be in line with Recommendation 17, which states that WIPO’s activities should take into account the flexibilities in intellectual property rights’ agreements.  The discussions on quality of patents might relate to Recommendations 8 and 10, if it brings to light the need for providing access to patent databases and assistance to Members for improvement of national intellectual property institutional capacity through further development of their infrastructure, thus stimulating an efficiency which in turn plays an important role in the quality of patents. 

“Nevertheless, much is to be done in other areas.  Cluster C, on transfer of technology, still demands further work, since the obstacles and initiatives necessary to promote the transfer and dissemination of technology continue to be unclear for some Member States.  Furthermore, the above-mentioned Recommendation 17 does not appear to be implemented in the subject of Patents and Health, which has, as one of its goals, to explore the flexibilities which are useful to improve the policies with regard to health.  Adopting the proposal by the African Group and the Development Agenda Group is an important step towards the implementation of this Recommendation.

“DAG expects to see the continuation of the works of this Committee with a balanced agenda that takes into account the needs of all Member States while supporting the goals of the Development Agenda.”

AGENDA ITEM 11:  FUTURE WORK

 AUTONUM  
The non-exhaustive list of issues will remain open for further elaboration and discussion at the next session of the SCP.

 AUTONUM  
Without prejudice to the mandate of the SCP, the Committee agreed that its work for the next session be confined to fact-finding and not lead to harmonization at this stage, and would be carried out as follows:


(a) 
Exceptions and Limitations to Patent Rights
(i)
The Secretariat will prepare a document, based on input received from Member States, on how the following five exceptions and limitations are implemented in Member States, without evaluating the effectiveness of those exceptions and limitations:  private and/or non-commercial use;  experimental use and/or scientific research;  preparation of medicines;  prior use;  use of articles on foreign vessels, aircrafts and land vehicles.  The document should also cover practical challenges encountered by Member States in implementing them.  

(ii)
A 1/2 day seminar as proposed in document SCP/19/6 will be organized during SCP/20 on the above five exceptions or limitations.

(iii)
The Secretariat will prepare, for SCP/21, a document, based on input received from Member States, on how the remaining exceptions and limitations contained in document SCP/18/3 are implemented in Member States, without evaluating the effectiveness of those exceptions and limitations:  acts for obtaining regulatory approval from authorities;  exhaustion of patent rights;  compulsory licensing and/or government use;  exceptions and limitations relating to farmers’ and/or breeders’ use of patented inventions.  A 1/2 day seminar as proposed in document SCP/19/6 will be organized during SCP/21 on the remaining exceptions and limitations as referred to above.


(b) 
Quality of Patents, including Opposition Systems
Compilation, based on information received from Member States, of work‑sharing programs among patent offices and use of external information for search and examination 

(c) 
Patents and Health
Organize during SCP/20 a sharing session on countries’ use of health‑related patent flexibilities. 
(d) 
Confidentiality of communications between clients and their patent advisors
(i) 
The Secretariat will prepare, for the next session of the SCP, a document compiling laws and practices on, and summarizing information on experiences relating to, the issue of confidentiality of communications between clients and their patent advisors received from Member States.
(ii)
The Secretariat will, at the next session of the SCP, make a presentation, followed by discussion, on the issue of confidentiality of communications between clients and their patent advisors.


(e) 
Transfer of Technology

The Secretariat will revise document SCP/18/8 by adding further practical examples and experiences on patent-related incentives and impediments to transfer of technology on the basis of inputs received from members and observers of the SCP, taking into account the dimension of absorptive capacity in technology transfer.

Agenda item 12:  Summary by the Chair

 AUTONUM  
The Chair introduced the draft Summary by the Chair (document SCP/19/7 Prov.).

 AUTONUM  
Some delegations noted that their preference with respect to the dates of the twentieth session of the SCP was the week of December 9, 2013.

 AUTONUM  
The Secretariat informed the SCP that its twentieth session was tentatively scheduled to be held during the week of December 9, 2013, in Geneva. 

 AUTONUM  
The Summary by the Chair (document SCP/19/7) was noted. 

 AUTONUM  
The SCP further noted that the official record of the session would be contained in the report of the session.  The report would reflect all the interventions made during the meeting, and would be adopted in accordance with the procedure agreed by the SCP at its fourth session (see document SCP/4/6, paragraph 11), which provided for the members of the SCP to comment on the draft report made available on the SCP Electronic Forum.  The Committee would then be invited to adopt the draft report, including the comments received, at its following session. 

Agenda item 13:  Closing of the session

 AUTONUM  
The Chair closed the session. 

 AUTONUM  
In accordance with the procedure previously adopted by the Committee (see paragraph 139 above), Committee members and observers are invited to comment on this draft report, which is being made available on the SCP Electronic Forum.  The Committee will be invited to adopt the report at its next session.
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