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Abstract

[bookmark: _GoBack]This panel session addressed the extent to which FAO/WHO pesticide specifications have the potential to distort trade in crop protection products and their possible effect on food production costs, if such specifications are introduced into mandatory national legislation of member states. 

The panel discussed how FAO/WHO pesticide specifications are developed and assessed the consistency of these standards with WTO Agreements, in the particular with the Technical Barriers to Trade (TBT) Agreement and the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement).  

During this session, speakers outlined the changes in the procedures for the development and application of pesticides standards by FAO/WHO. The presentations highlighted, from different perspectives (legal, scientific and private sector), how the “new procedure” standards, as currently implemented, may introduce barriers to market generic pesticides once these recommended by international standards are incorporated into national laws for mandatory compliance. Such market distortions can limit the availability of pesticides for farmers, thereby impacting on their production and sustainability, since pesticides are one of the most important input costs in the production cost structure for many agricultural commodities. Higher food production costs have a negative impact on food security.

From a legal point of view, the panellists argued that the FAO/WHO pesticide standards do not conform with the core principles of transparency and harmonization, as highlighted in the TBT Agreement. In addition, speakers also observed that the current pesticide standards involve an intellectual property component, by way of the inclusion of a trade secret protection element, which has no time limit under the TRIPS Agreement. As such, there is no indication of when the market will be freed for other pesticide producers. One of the solutions identified to tackle this issue is for Member States of FAO/WHO to advocate a change in the procedures.

1. Presentations by the panellists

The panel moderator, Mr Lunenborg, introduced the panellists and subject matter. He spoke about the importance of standards for international trade and how standards can be used to introduce trade barriers through the incorporation of intellectual property into standards. In this specific case, Mr Lunenborg stated that the panel would address problems with the international standards for pesticides recommended by FAO and WHO, and would discuss their potential conflict with principles developed by the WTO. 

(a) Dr Román F. Macaya, President, AgroCare

Dr Macaya framed the issue that was being addressed with an overview of real-life production costs for a series of agricultural commodities in different countries. The data presented demonstrated that pesticides are one of the most important production input costs for a series of crops. The panellist illustrated the fact that prices for the same pesticide product can vary greatly between different countries, and that the critical factor in determining pesticide prices is the level of competition in the market. Therefore, any barrier to competition in the pesticide market can keep pesticides at monopoly prices and increase food production costs. 

Dr Macaya then explained how the FAO/WHO Joint Meeting on Pesticide Specifications (JMPS) defines specifications for pesticides that are recommended as international standards of quality. The standard setting process has changed to such an extent that today standards contain confidential information that is claimed as intellectual property by individual companies. One serious obstacle to the TBT Agreement is the fact that only one entity in the world, the FAO/WHO JMPS, can conduct a conformity assessment of a product to the standard since only the JMPS has access to the confidential information contained in the standard. This is a serious operational bottleneck since the JMPS does not have the resources to evaluate conformity assessments on a timely basis. The rate at which specifications are evaluated and determined by the JMPS was presented, demonstrating a real capacity of less than five specifications per year.

The process of developing standards by the FAO/WHO JMPS was also compared to the principles for international standards development issued by WTO Members in the TBT Committee, among others transparency, openness, impartiality and the principle of consensus (see the Decision of the Committee on Principles for the Development of International Standards, Guidelines and Recommendations with Relation to Articles 2, 5, and Annex 3 of the Agreement, WTO document G/TBT/1/Rev.10, p. 46). This comparison yielded some evident discrepancies, highlighting that the FAO/WHO pesticide specifications do not serve their intended purpose well under the current system. 

(b) Dr Keith Solomon, Professor Emeritus in Toxicology, School of Environmental Sciences, University of Guelph, Canada

Dr Solomon gave a brief overview on how pesticides are regulated. Pesticides are registered for use in all countries. Before registration, products must undergo extensive testing, which is paid for by the registrant. In addition, as products are reregistered, additional testing may be needed. Once off-patent, products may be manufactured by several manufacturers. The chemical constituents in the products are used to determine equivalency of the active ingredient (AI), which essentially means determining the similarity in the chemical composition of a new applicant´s product with the chemical composition of a product used as a reference in the market. The technical process by which equivalence is determined was explained. Information on the toxicology and effects of the impurities is required for all the relevant impurities. The relevance of these impurities is determined by experts at the FAO/WHO JMPS. The specifications are published and available to the public but some of the impurities listed may be classified as confidential business information and omitted from the published specifications, even though they are used to determine equivalency, which protects the user, the public and the environment. For detailed information on how specifications are prepared and the handling of confidential data, more information is available in the “Manual on development and use of FAO and WHO specifications for pesticides. November 2010 - second revision of the First Edition”, which can be downloaded at http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pesticides/PestSpecsManual2010.pdf

(c) Mr Stéphane Delautre-Drouillon, Secretary-General, Association of Users and Distributors of AgroChemicals in Europe (AUDACE)

Mr Delautre-Drouillon started his presentation stating that the mission assigned to agriculture in the 21st century is to feed an increasing population by using sustainable farming methods. In this context, the responsibility of all stakeholders is to continuously review the consistency of using plant protection products with an agriculture that first and foremost is respectful of health and the environment. Farmers, who are putting in a lot of effort in bringing their practices in line with society’s expectations, have come to realize that new environmental regulations only come about when, incidentally, they also bring benefits to other stakeholders, usually in the form of increased intellectual property protection. European farmers recall losing, almost from one day to the next in 2002, 346 plant protection active substances out of 740 because of lack of interest on the part of the industry to support the said substances through the programme of revision, leaving many crops and uses bereft of any chemical solution. It is only recently that a new regulation was adopted providing for more data protection. The community legislator’s hope is obviously to further motivate the industry to support minor uses and orphan crops through the evaluation process of new active substances in order to gain more protection on their overall investments. Within the perspective of a sustainable and equitable agriculture, AUDACE is focusing its interest on areas of practice or regulation relevant to agriculture when these seem to compromise the legitimate objectives. This includes FAO specifications which, in the past, had been regarded as benefiting farming by opening markets to more controlled productions of generic plant protection products.

(d) Dr Carlos M. Correa, Professor in Law, University of Buenos Aires, Argentina

Dr Correa started his presentation by pointing out the rationale for international standards: to promote trade, increase competition and diffuse information on production methods and new technology. He explained how standards recommended by standard-setting bodies become mandatory once they are incorporated into national laws. He explained the standard-setting process followed by the FAO/WHO JMPS and pointed out some of the potential inconsistencies with how standards should be defined and the characteristics they should possess. For example, the proposed pesticide standards contain confidential information that is claimed as intellectual property. This confidential information is only held by the originator company and a single entity (the JMPS), which has a monopoly on assessing conformity with the standard. While recognising the validity of maintaining confidential business information as a trade secret, he questioned their inclusion into a standard, especially since the protection of confidential information has no time limit. Dr Correa compared how standards are defined in this case for pesticides, with built-in confidential information, versus the situation for pharmaceuticals, which do not contain confidential information. He also highlighted the severe bottleneck that would be created if member states started to rely on the JMPS for conformity assessment on a routine basis. Dr Correa finalized his presentation by sounding the alert to the potential creation of monopolies if standards contain elements protected as intellectual property, such as trade secrets.

2. Questions and comments by the audience 

One question raised was whether the TBT Committee or the TRIPS Committee of the WTO have sought a solution to this problem. The panel explained that a request for such a solution must be made by a member state, and probably through the FAO or WHO, although these organizations should work closely with the WTO. 

Another comment raised was how the European Commission (EC) is planning to address the problem of pesticide standards that are tied to a single company, since the registration of pesticides in Europe requires the compliance of the product with an FAO/WHO specification. The EC has issued a letter indicating that, in the next revision of the registration regulations in Europe, all mention of FAO specifications will be deleted.

Another question raised was whether the lack of transparency in pesticide specifications affects risk assessment. The panel indicated that the standards themselves have undergone a risk assessment, but that the conformity assessment of similar pesticide products to the standard requires an evaluation by a single entity, the JMPS, which implies a serious bottleneck.

An enquiry was made as to why the standard-setting system had changed in 1999. The panel replied that this was probably due to the intention to conduct a comprehensive risk assessment on the complete chemical composition of the product, which has its merits. However, the final procedure ended up creating standards that are not practical to use due to the incorporation of confidential information.

The moderator concluded the panel session by summarizing the main points addressed by the panel and thanking all attendees.
