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DUPONT AND MAKHTESHIM TO CUT COSTS
Yet another major company is cutting its crop protection workforce and increasing its research spend on seeds. Following in the footsteps of Bayer CropScience, the agriculture and nutrition division of DuPont ended a difficult year by announcing some very significant changes to its business. First the company will be cutting around 1,500 jobs, around 10% of the agriculture division’s workforce, as part of a restructuring exercise. The changes include the closing or streamlining of around 10 of the agriculture division's 250 worldwide manufacturing sites. DuPont has not given any details of the sites to be affected but says that most of the changes will be implemented during 2007. The $100 million that DuPont estimates it will save will then be invested in its seed business. Analysts say this move is based on an earlier commitment that DuPont made when it spoke about realigning its resources toward high growth opportunities by streamlining its low return activities and low growth areas. "We are aggressively adjusting our capital and resource allocation to the highest value growth opportunities for our customers and shareholders", said Erik Fyrwald, group vice president - DuPont Agriculture & Nutrition. “These actions will help expand the company's competitive advantage in the seed market and increase the speed to market of seed products with next-generation biotech traits.” 

Pioneer Hi-Bred, Dupont’s seed subsidiary, had sold Monsanto's GM seeds through its dealer network since biotech was first introduced in the 1980s. However, it changed the arrangement in 2003 when it released its own strain of GM corn. Since then Pioneer has been battling it out with Monsanto. In recent years Monsanto has improved its dealer network forming a holding company called American Seeds and acquiring regional seed dealers. As a result it has taken market share from Pioneer in the important corn seed market. Five years ago Pioneer had 40% of the market for corn seed and Monsanto had about 10%. Pioneer now has 30% and Monsanto has increased its share to 29%. Monsanto is expected to continue to grow its share and could pass Pioneer in the next year or so. Pioneer, however, is fighting back by developing new strains of genetically engineered seeds that pose a long-term threat to Monsanto. The company is betting on long-term growth by continuing to develop its own strains of GM crops so that it does not have to pay Monsanto a licensing fee. The savings it makes from its cost cutting exercise will fund this additional investment it intends to make in seeds.
Meanwhile newspapers report that DuPont and Syngenta are trying to muster up opposition to Monsanto's $1.5 billion bid to purchase the seed giant Delta & Pine Land. Monsanto made a second bid in 2006 to buy the company whose seeds are responsible for half of the US cotton crop. It has been reported that DuPont is opposing the deal on antitrust grounds while Syngenta is advising farmers that the acquisition  is not in their best interests.

Looking ahead, however, DuPont has stated that North America seed orders for 2007 plantings are very strong. The company expects sales of corn hybrids with "triple stacks" to be 10 times higher than 2006, significantly increasing its revenue per acre. In Latin America, DuPont’s agriculture and nutrition business has exceeded the $1 billion mark for the first time in 2006 on the strength of gains in corn, soybean, crop protection and soy protein products. In addition, seed sales outside North America also passed $1 billion for the first time in 2006. DuPont has also said that it is on track to deliver the Optimum GAT herbicide resistant trait, which will give growers a new choice in glyphosate-tolerance soybean seed that maximises yield potential, improves crop safety and expands weed control options, including the broader use of DuPont's sulfonylurea herbicides. 

As 2006 drew to a close Makhteshim Agan was another agrochemical company to introduce cost-cutting steps. These were announced soon after the company reported that its third-quarter profits fell by 48%. Makhteshim will increase the share of raw materials it gets from China to cut costs as it reduces its dependence on European supplies. It is expected that the lower priced materials will help to improve the company’s financial results in six to nine months. The company is also seeking to cut administrative and manufacturing expenditures. Makhteshim is also looking to buy rights to new products that carry higher profit margins. Analysts say that the company also plans to expand through acquisitions in new geographical markets such as Japan and India, as well as eastern Europe where it recently purchased a Czech distributor. Makhteshim also wants to buy crop protection companies specialising in non crop business with higher profitability and steadier returns, such as golf courses and forestry. 
EUROPEAN NEWS AND MARKETS

CERTIS EUROPE GROWS

The Dutch company Luxan (www.luxan.com) has sold its marketing, sales and product development activities to Certis Europe, Brussels, Belgium. This will involve a number of key products as well as the transfer of staff from Luxan. The acquisition will reinforce Certis’s position as a major player in the Dutch market and will build on its position as a major supplier to the commercial horticulture and high value speciality markets in the UK.  It will also make a valuable contribution to the expanding Certis operations in Belgium, France, Portugal and Spain, as well as emerging business in Germany, Poland and other central and eastern European countries. Certis says that the Luxan product range fits well with its strategy and market position. The core product, CIPC, will strengthen the company’s position in potatoes, which are a strategic crop for the company.  It will also complement other recent additions to the Certis portfolio, including the fungicides imazalil and Valbon (benthiavalicarb-isopropyl + mancozeb). Many of the other Luxan products have a good fit in the fruit and vegetable markets, which are also key targets for Certis Europe’s future growth. CEO, Bob Skillicorn says: “We are pleased to have concluded this agreement. The acquisition is very positive for our business and will help us to meet our shareholders’ expectations of rapid and sustainable growth”.  

AGROVISTA LAUNCHES FRUIT DIVISION

Agrovista UK Ltd (www.agrovista.co.uk), a leading crop protection and amenity product distributor, has announced the formation of a national fruit advisory and supply division. The new fruit team will cover the whole of the UK, fitting in with the existing Agrovista distribution network. The company’s managing director, James Robertson, commented: "The formation of this new service is part of the five-year strategic plan for our business. It will run alongside our rapidly expanding field vegetable advice and supply division and complement the other parts of Agrovista, which are Agriculture, Amenity and Professional Business Services. The Agrovista fruit business is seeking to be different from the existing supply chain and will be concentrating on the supply of innovative advice and growing techniques being developed by the team but also available within the Marubeni Group (Agrovista’s parent company) in the Netherlands and the US”.
BASF INTRODUCE NIRVANA ON PEAS AND BEANS
BASF’s new pre-emergence herbicide, Nirvana (16.7 g/l imazamox + 250 g/l pendimethalin), has received approval from the UK’s Pesticide Safety Directorate (PSD) for the pea and bean market. According to the company the product fills many gaps arising from the revocation and loss of active ingredients in this sector. Jim Scrimshaw, Processors and Growers Research Organisation (PGRO), comments: “Nirvana will be a very welcome addition to the pea and bean portfolio.  It adds more flexibility to product choice, as many herbicides will no longer be available in the near future. We have already lost fomesafen.  At the end of 2007 the Essential Use provision ends and several active ingredients such as cyanazine, simazine and terbutryn will also be withdrawn, leaving us with a limited choice of products”.  

Imazamox is a new active ingredient to the UK pea and bean market. The emulsifiable concentrate co-formulation with pendimethalin controls a wide spectrum of weeds including competitive climbing species such as black-bindweed and cleavers as well as other polygonums and volunteer oilseed rape.  Nirvana is recommended on all varieties of combining peas, vining peas, winter and spring beans and is applied pre-emergence of the crop at a maximum dose rate of 4.5 l/ha in 200 – 300 litres of water per hectare. BASF says that experience with the product in France suggests that the activity of Nirvana also holds up well in drier conditions, compared with other standard residual products.
DOW AGROSCIENCE COMMITTED TO DELIVER INNOVATION 

“While the global agrochemical market has been flat in the past year, it remains a sector where innovation is still rewarded,” said Dow AgroSciences North Europe managing director David Scorer at a media briefing at the end of 2006. “The ability of the research-based companies to deliver innovative 

improvements in crop production is, however, being threatened by an influx of illegal and counterfeit products. Despite the challenging market conditions Dow remains committed to developing new offerings that include not just new chemistry, but novel delivery systems and biological solutions. 
Mr Scorer said that within two to three years, Dow expects to develop and launch a number of new products. Aminopyralid, launched for weed control in pastures in 2006, will be further developed to provide additional products with strong environmental benefits while pyroxulam, a broad spectrum cereal herbicide, will help further differentiate the company’s already strong presence in broad-leaved weed control. Spinetoram, developed from a naturally occurring microbe, offers insect control on a range of high value vegetable and fruit markets. According to Dow spinetoram gives broad spectrum activity and has a very acceptable human and environmental safety profile. Dow also plans to introduce novel delivery systems that will add a range of benefits including increased efficacy, reduced rates and minimal impact on the environment. The company is also intending to strongly differentiate its branded products from generics. 

Beyond 2010, Mr Scorer pointed to two other significant developments. One is a new insecticide that will address a market need not currently met and the other new herbicide chemistry that will address challenges posed by glyphosate resistant weeds. Dow is also developing its biotechnology pipeline. The Herculex trait has conferred resistance against pests such as corn worm in maize and is now authorised in six countries, while non GM breeding has developed Natreon, a healthier oil with reduced saturates and negligible trans-fats. 

In addition to innovation Mr Scorer pointed out other benefits that reputable companies such as Dow are able to deliver. These include guaranteed provenance, security of supply, stewardship and training. For 2007 Dow will also be including patented markers in its products which will enable products from its factories to be readily identified and distinguished from generic copies. 

ALTERNATIVE METHODS TO ANIMAL TESTING

Twenty seven companies have now joined forces with European Commission services to form the European Partnership on Alternative Approaches to Animal Testing (EPAA) but there is a call for more to join. The EPAA recently presented its progress report one year on from its launch on the occasion of the second "Europe Goes Alternative" conference in Brussels. Representatives from the European Commission and European industry welcomed the significant achievements that have been made during the last 12 months, but stressed the importance of even more partners joining the collaboration. "In the past 12 months, 19 companies have joined the European Commission and the eight founding industry members of the EPAA, and this increase in expertise and resource has allowed us to accelerate progress," said EPAA Steering Group co-chairs Georgette Lalis (for the European Commission) and Charles Laroche (for European industry). "Nevertheless, if we are to achieve our ambitious aims of rapidly developing new safety assessment models that reduce, refine and replace animal testing, we need the broadest group of partners possible. We strongly encourage other companies to join the EPAA," they added.


The partnership includes BASF, Bayer, Syngenta and Dow Europe as well as the European Crop Protection Association (ECPA). It brings together seven industry sectors and numerous Commission services. It was able in its first year to identify common grounds for collaboration and to put in place a five-year action programme based on a preliminary and realistic assessment of needs. 

(www.ec.europa.eu/enterprise/epaa/index_en.htm). 

AMERICAN NEWS AND MARKETS
MAKHTESHIM ORDERED TO PAY FOR GENERIC LICENSE

Makhteshim Agan issued a profit warning for the fourth quarter of 2006. This relates to a $10 million charge the company may have to pay to settle a legal claim in the US. The case in question involves a basket of generic agrochemical products that Makhteshim Agan acquired in the US in 2002. The company was supposed to compensate the original manufacturer for a generic license for the herbicide pendimethalin. However, the company decided not to market the product for economic reasons. A recent draft arbitrator decision on the case has now, however, ordered the company to pay $9-10 million for the generic license. Makhteshim Agan says it was surprised by the decision, and is now considering its next steps. The company can apply for a new arbitration hearing on the grounds that the original decision is wrong, and ask for a new ruling. Alternatively it could market a generic pendimethalin based product, in order to minimise the damage from the compensation award. 

FMC AND BASF SET UP SUPPLY AGREEMENTS IN THE US

FMC and BASF have announced several new multi-year supply agreements that will allow both companies to expand their crop protection portfolios in several key crop segments. The agreements will grant BASF access within the US to FMC’s proprietary insecticide zeta-cypermethrin. FMC will gain access within the US to two of BASF’s herbicide active ingredients, pendimethalin and imazethapyr.
BASF will start marketing the insecticide Respect (zeta-cypermethrin) in 2007. The product is used to control several economically significant insect pests in a range of crops, including vegetables, corn, soybeans, cotton, wheat and alfalfa. "This agreement allows us to expand our portfolio of crop protection tools that will help growers to boost the yields and quality of their crops," says Andy Lee, director of US crop operations with BASF. FMC will be developing premix products with pendimethalin and imazethapyr with its own proprietary herbicide portfolio over the next two years for use in soybeans, sunflowers and tobacco. "The premixes we will be developing will provide growers with excellent herbicide solutions to control difficult weeds and grasses in those markets," says Aaron Locker, product manager with FMC.

EPA FINES SYNGENTA FOR SELLING BT10 CORN

Syngenta Seeds has agreed to pay a $1.5 million penalty to US EPA (Environment Protection Agency) for selling and distributing Bt10 corn. While the US federal government has concluded that there are no human health or environmental concerns with Bt10 corn, it is still illegal to distribute any pesticide not registered under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA). Late in 2004, Syngenta disclosed to EPA that it may have distributed the seed corn to the US, Europe, Japan and South America. Following this disclosure, the US Department of Agriculture (USDA), the Food and Drug Administration (FDA) and EPA began an investigation and evaluation that confirmed the distribution of unregistered seed corn on over 1000 occasions. The penalty was assessed by USDA and the company destroyed all the affected seed under USDA supervision. "This action shows that when a company violates the law by distributing unapproved pesticides, EPA will vigorously enforce the law," said Granta Nakayama, EPA's assistant administrator for enforcement and compliance assurance. 

BAYER EXPANDS COTTON BUSINESS

Bayer CropScience has acquired two companies that will expand its cotton seed business in the US. In separate transactions, Bayer CropScience purchased the assets of California Planting Cotton Seed Distributors (CPCSD), Bakersfield, California, and Reliance Genetics, Harlingen, Texas. The combined price for the two acquisitions was around $ 20 million. 

The acquisition of CPCSD (www.cpcsd.com) will broaden Bayer’s geographic penetration for its cotton varieties. It will also strengthen its germplasm portfolio, particularly in the area of enhanced fibre quality. CPCSD is a developer, producer and distributor of high quality cotton seeds with modern production and processing facilities located in California’s San Joaquin Valley. It’s high-value Pima and Acala varieties are known for producing high quality fibre and are much sought after by spinners. Bayer says they will ideally 

complement its FiberMax cotton seed line. By acquiring the seed production and processing capabilities of CPCSD, Bayer will also increase operational efficiencies and profitability by having a dedicated facility in the west. 

Mike Gilbert, global cotton seed manager of Bayer CropScience, said: “Acquiring the assets of CPCSD and Reliance Genetics is an excellent strategic fit for our US cotton business. We will now be able to offer cotton farmers a more comprehensive cotton product portfolio with high quality fibre, special properties like high tolerance against heat and diseases, the latest traits for insect resistance and herbicide tolerance, and complementary crop protection products.” 

CARGILL AND BAYER PROMOTE SPECIALITY CANOLA OIL

Cargill and Bayer CropScience are working together on a new line of InVigor canola hybrids with a speciality oil trait. A number of varieties will be considered for recommendation at registration meetings that take place in Canada in February 2007. Test plots will be set up across western Canada next summer and it is hoped that commercial seed for the first of these high-oleic low-linolenic hybrids will be available in 2008. Cargill has a lot to gain from the deal. The company has interests throughout the food chain, supplying vegetable oils to various major food processors and restaurant chains. Given the popularity of InVigor hybrids in western Canada, the agreement with Bayer helps Cargill Specialty Canola Oils to assure a good supply of oil. Speciality oil varieties accounted for about 10% of the canola area grown in Canada in 2006 and the demand is increasing. The deal with Bayer does not end Cargill’s own canola breeding programme. The company will continue to develop its Victory hybrids, which target the large Roundup Ready segment of the business.

 

“Bayer sees a good future in Canadian canola, otherwise you would not see the same degree of investment in western Canada,” said Garth Hodges, general manager of canola for Bayer CropScience. ”In Australia, canola growers still use 70% farm-saved seed and the country has not exhibited support for new technology, which is why so many seed companies have pulled out of research in that country. Bayer does, however, expect growth in speciality canola production around the world, particularly China, India and western and eastern Europe.” 

EPA REGISTERS  
BASF'S NEW CORN HERBICIDE 

The US EPA has registered BASF’s herbicide Status. According to the company Status offers US corn growers superior broadleaf weed control combined with good crop safety. Status is based on three key components, the active ingredients dicamba and diflufenzopyr as well as a patented safener, isoxadifen. The product can be used as a tank mix partner with glyphosate on Roundup Ready crops and as a stand alone herbicide for broadleaf weed control on conventional corn. The product controls weeds such as lambsquarters, buckwheat, kochia, giant and common ragweed, cocklebur, pigweed species, velvetleaf, ladysthumb and nightshade. According to BASF Status will also help manage the spread of glyphosate resistance.

CLA IDENTIFIES KEY ISSUES

Stan Howell, vice president North America for Dow AgroSciences is also the current chair for CropLife America (CLA), the national trade association that represents agrochemical businesses. Speaking at a recent US crop production meeting he said that despite declining sales and continuing consolidation the US crop protection industry remains committed to providing effective solutions for the country’s farmers. From peak sales of $9 billion plus in the late 1990s sales are now down to around $6.5 billion annually. In 2005, that included $4.3 billion for herbicides, $1.3 billion for insecticides, $715 million for fungicides, and $365 million for other products. Mr Howell said that some analysts estimate that the industry could be down a further $500 million in 2006. He also stressed the importance of having a clear understanding of  future trends and issues in order to focus more limited resources. CLA members ranked the key issues facing the industry in a survey conducted in June 2006. These included the Endangered Species Act, water quality, the Federal Insecticide, Fungicide, and Rodenticide Act, spray drift as well as a number of other legislative, regulatory, stewardship, and communications issues.
THE DEVELOPMENT OF REGISTRATION PROCESSES 

When Crop Protection Monthly recently reached its 200th issue, we asked Fred Raveney of Product Registration Services to take the opportunity to report on the important changes that have occurred in registration procedures for plant protection products since the late 1980s.
The agrochemical industry has seen many dramatic commercial developments and this process has been mirrored in product registration. The emphasis has generally been on developing experimental protocols for registration data especially for human exposure, environmental hazard, and the development of risk assessments. These have also been linked to other legislation which is not specific to the agrochemical industry such as legislation and Directives relating to water, novel foods and GM crops. There have at the same time been several attempts at international harmonisation of scientific, legal, and regulatory requirements. 

Changes in the US 
In the US the Food Quality Protection Act (FQPA) was passed by the US Congress on 3 August 1996 and required the EPA, responsible for the registration of pesticides in the US, to change the evaluation procedures of agrochemicals by the amendment of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food Drug and Cosmetic Act (FFDCA). Deadlines were specified by Congress in the Act, and these have been largely adhered to. The major requirements included stricter safety standards, especially for infants and children, a complete reassessment of all existing pesticide tolerances, and evaluation of aggregate exposures and possible potentiation for active substances used in agriculture and public health. 

Since FQPA was enacted, exposure of children to pesticides has been given an additional emphasis by using a further safety factor of 10 in the evaluation process. This additional factor is now standard in dietary risk assessments, unless reliable data support a different safety factor. The re-assessment of the safety profile of several thousand existing tolerances and exemptions, and the review and re-registration of hundreds of active substances and thousands of formulated products have been successfully completed in a 10-year period.

In other new protective measures the EPA assessed the aggregate impact of exposure to pesticides in food and water and, in addition, exposures resulting from residential pesticide uses, such as pest control, and other non-occupational sources of exposure. The EPA's safety assessments now consider the cumulative effects on health from exposures to several different pesticides, which could cause potentiation in humans. The re-assessment of these tolerances led to the EPA’s decision to revoke or modify thousands of existing tolerances, and necessitated the establishment of many new tolerances, improving food safety and human health protection in the US. 

Although the re-registration programme was not a formal part of FQPA, the Act presented new ways of data evaluation and interpretation. As a result the EPA made it a priority to complete re-registration of all the active substances used in foods at the same time as their tolerance re-assessment. In this way, the evaluation of the safety of those active substances and formulated products for workers and the environment was completed simultaneously. 

Within 10 years, the EPA has completed an impressive 9,637, or over 99% of the 9,721 tolerance reassessment decisions required by FQPA. It recommended the revocation of 3,200 tolerances, the modification of 1,200 and confirmed the safety of 5,237.
The European Union 

In the European Union (EU), Council Directive 91/414/EEC came into force on 25 July 1991 to progress the harmonisation of the principles and requirements of agrochemical registration in the then 12 Member States of the EU, including aspects of data confidentiality and ownership. Data on all of the active substances used in formulated products for plant protection purposes which were in commercial use within the EU on or before 26 July 1993 (and in Austria, Finland, Sweden and the EFTA countries Iceland, Norway and Liechtenstein, on or before 1 July 1994) were to be called in for review and evaluation. The Review programme was set out in four stages each consisting of lists of active substances to be reviewed (Lists 1 to 4), and these are detailed in several Commission Regulations and Directives.  Individual EU member states, often according to their size and available resources, were allocated a number of active substances for which they are responsible and become the rapporteur member state. 

Each rapporteur member state is responsible for the evaluation of the submitted dossier and the production of an evaluation and report known as a Draft Assessment Report (DAR). These reports are considered by other member states, the European Commission and also by the European Food Safety Authority (EFSA) before a decision is taken by the Commission whether or not to include the active substance in Annex I to the Directive 91/414/EEC. Annex I is known informally as “the positive list”; detailed registration requirements are found in Annex II (for the active substance) and Annex III (for the formulated product). Annexes IV and V list the risk and safety phrases for the labels, and Annex VI lists the uniform principles which allow for the comparison and evaluation of data without variation from the various member states.

Council Directive 91/414/EEC entered into force on 25 July 1993, and full dossiers for List 1 of 90 Active Substances were to be submitted by this date. The 12 Member States have now increased to 25 rising to  27 from January 2007. The European Commission appears to have been unaware of the vast amount of work involved, since reviews and evaluations even from List 1 are still incomplete. The remaining active substances were called in on Lists 2, 3A, 3B, and 4 (which included special chemicals and microbial products). The original number of active substances available as formulated products was over 900. There were also 43 other classes of compounds such as safeners and waxes.  A further 132 new substances have been added, even though many reviews are yet to be completed. Microbial registrations are now dealt with through Council Directive 2003/36/EC, using dossiers in the OECD format. 
The deadlines which were previously set by the European Commission for review and inclusion of the existing substances in Annex I or their exclusion have been reset several times. The number of permitted active substances including new and existing compounds is now expected to be around 400. There is some provision for minor and specialist uses but some areas of use such as hops and orchards are short of economic and effective products. A new Directive to replace 91/414/EEC has been proposed and is currently under discussion.
Harmonisation

Many countries have developed their agrochemical registration schemes since the 1980s and have updated them by drawing on some of the ideas incorporated in both the US and EU. Japan, Brazil, South Africa, Canada, Mexico, Chile, Indonesia and Vietnam have revised and developed their schemes considerably to quite sophisticated levels, with varying degrees of success. Some groups of countries, the Mercosur (Argentina, Brazil, Paraguay, and Uruguay) and Andean Pact (Bolivia, Colombia, Ecuador, Peru, and Venezuela), Australia and New Zealand, the NAFTA bloc and ASEAN (Association of South East Asian Nations), have attempted collaborative harmonisation of registration requirements and evaluation of joint dossiers. Unfortunately many have stalled or failed due to lack of funds, time, political will, and nationalistic considerations. 

In the last year, attempts have been made to increase harmonisation between the EU and the US and the OECD members by use of the OECD dossier format. This is not officially in force yet as there are still some amendments and re-numbering of data points, but such dossiers were requested for List 4 for the EU notification process for micro-organisms with pesticidal activity. Since the requirements and formatting were still under development, this may have been a little premature. 

OECD HARMONISATION OF PESTICIDE REGISTRATION

The global harmonisation of pesticides was the subject of discussion at a press briefing organised by the BioChem Alliance and held at the BCPC conference in Glasgow on 24 October 2006. Dr Mark Lynch, head of the Pesticide Control Service in Ireland, is actively involved in the OECD programme. He gave an update on OECD’s vision and said that the concept of a global approach to the regulation of agricultural pesticides was now gathering momentum. Work has progressed to the point that OECD countries have adopted a vision stating that by the end of 2014, governments will routinely accept dossiers prepared by stakeholders in the OECD format, will routinely exchange monographs containing reviews of the data submitted, and will use OECD monographs as a basis for independent risk assessments and regulatory decisions for new and existing pesticides. The formats do not require OECD countries to make the same regulatory decisions, their purpose is to facilitate registration by minimising duplication of effort for both industry and governments. 

Global sharing of initiatives is now regularly undertaken and is an accepted means of processing registration applications. Of eight to 12 new compounds to be considered for registration in 2007 it is expected that four will be evaluated in a joint global system. Dr Lynch described a pilot project that is in preparation involving a new insecticide from DuPont, ryanaxapyr. The submission of this product is planned for February 2007. The regulatory agencies in Ireland and the US will be responsible for the management of the project. Australia (plant metabolism and residues), Canada (physical and chemical properties, methods of analysis and efficacy), Ireland (environmental fate and behaviour), UK (ecotoxicology) and the US (toxicology and metabolism) will act as primary reviewers of data. The resulting monograph will then be additionally reviewed by the Czech Republic, Germany, Italy and Portugal as well as by the European Food Safety Authority (EFSA). Dr Lynch suggested that DuPont will gain access to a number of key markets in 15 months compared to three to five years using the conventional national system of evaluating a new compound.

Dr Lynch also outlined the benefits to the industry. These will be shorter overall timelines, reduced uncertainty, an increased number of projects achieving commercialisation, the potential for broader labels that include minor crops, harmonisation of MRLs, broader availability of new technologies and a reduction in costs and business risks. However, the challenge, he said, is to convince all companies that there will be benefits to them. Industry will need to adjust its product development and marketing programmes to facilitate global data submission and it will be necessary to initiate discussion with the regulatory authorities at least two years before submitting any data. Dr Lynch concluded by saying that there was a real opportunity to achieve more rapid decision making within the existing resource constraints by using the OECD approach. 
CANADIAN PESTICIDE IMPORT SEEN AS TURNING POINT
A US farmer made history recently when he became the first to import crop protection pesticides into the US from Canada under the US Own Use Import Programme. The product imported was Avadex (triallate), a granular wild oat herbicide manufactured by Gowan Company and known as Far-Go in the US. Gowan is the first pesticide manufacturer to submit the necessary documentation for an import label, and Far-Go is the first pesticide product available for import from Canada by US farmers. 
Canadian farmers have had access to the Canadian Own Use Import permit system for several years, allowing them to import and use certain, lower-priced US pesticides. More than 5 million litres of lower priced US glyphosate products were imported into Canada in 2005. Until now, however, a corresponding US import programme has not been available. In the coming months it is expected that additional manufacturers will make more products available for import by US farmers.

Under NAFTA guidelines, the US EPA and its Canadian counterpart, the Pest Management Regulatory Agency (PMRA), have been working toward this first import and the eventual harmonisation of pesticides 
and related issues. The own-use import programme is a stop-gap measure, and will be replaced by NAFTA labels. These labels would indicate that a pesticide has been approved by both the EPA and Canada's PMRA and would be available for purchase in either country. Several NAFTA labels have recently been drafted and approved by both the regulatory groups and some may reach the marketplace in 2007. However, it will be up to the pesticide manufacturers to determine if they wish to use such labels or wish to continue having their products labelled separately in the US and Canada.

The NAFTA Technical Working Group on Pesticides subcommittee is working to develop strategies so that the use of NAFTA labelling becomes widespread. It says that several options exist for this, either through the creation of incentives for pesticide manufacturers to put NAFTA labels on their products, or by mandating their use through federal legislation. 
GENERICS, PATENTS AND PARALLEL TRADE 

The first Crop Protection: Generics, Patents and Parallel Trade Summit took place in Amsterdam on 23-24 November 2006. The conference (www.crop-protection-monthly.co.uk/CQ8012.pdf), organised by Informa Life Sciences, was attended by representatives of both the generic and R&D sectors who discussed commercial opportunities and how to overcome barriers to success. Interesting comparisons were also made with the pharmaceutical industry, as Martin Redbond reports.

Dr Matthew Phillips (Phillips McDougall) set the scene for the conference by overviewing the crop protection market and the generic sector. He said that the global market for conventional chemical crop protection products saw some growth in 2004 after a period of continual decline. However, negative influences returned in 2005 and the weather conditions in 2006 affected market performance and created a very competitive environment. A key factor limiting long term growth is the expansion of the GM crop sector.  Other influences affecting the market are declining commodity prices and subsidies, rising energy prices and the on-going re-registration programmes in the EU, US and Japan. While the rate of new product introduction has been maintained there are signs of a slowdown with the larger companies shifting some of their R&D focus towards traits and seeds. Any further growth in the conventional market is likely to come from developing markets and the sectors not affected by GM technology. 

Generic market growing

Widespread consolidation has led to a four-tier crop protection industry. The top tier R&D companies have developed broad product portfolios that limit their options for licensing in products. The major generic companies have capitalised on this situation by improving their distribution capabilities and broadening their product portfolios by attracting third party products as well as introducing generics. Some 70% of all crop protection products no longer have patent protection. However, only 37.2% of the total is truly generic, the remaining 32.9% can be classified as proprietary off-patent because they are still largely in the hands of the originators. Generic companies reached a market share of 27% in 2005, a steady rise since 1995 when the share was 19%. Makhteshim Agan and Nufarm are currently the largest of the generic companies, followed by Cheminova and United Phosphorus Ltd (UPL).Together these four companies have around 10% of the global agrochemical market.

Non-crop almost entirely generic

The non-crop market is almost entirely composed of generic products, said Rod Parker of AIS. Specialities such as fipronil, imidacloprid, pallethrin and azoystrobin account for only 4%, the remaining 96% are generics. Determining who manufactures which generic active ingredients is difficult but it is possible to determine brand ownership. The non-crop market is worth $15 billion at end user level and is growing at around 4-5% per annum. It is often more profitable than the crop pesticide business. Whilst distribution chains are longer there is an end user willing to pay more per kilogram or litre than a farmer. 

The role of generics in the pharmaceutical industry

Rory O’Riordan, CEO Clonmel Healthcare, Ireland said that the European pharmaceutical industry was valued at €118 billion and growing at a rate of 4.9% per annum. The generics sector represented some €22 billion and was growing by 13% per annum. He said that the ‘Big Pharma’ companies operate globally while the generic companies tend to be regional. Governments pay for 90% of pharmaceuticals and are struggling with health bills. The EU member states are therefore more inclined to favour generic products for cost reasons. The size of the generic market differs widely in the various EU member states. Generics make up a relatively large part of the pharma market in Germany (41%), Sweden (39%), Denmark (22-40%), the UK (22%) and the Netherlands (12%). In Italy, Spain and Portugal, generics barely count for 1% of the pharma market, compared to 3-4% in France. By contrast, generic medicines in the United States account for 40% of all prescribed medicines. Substitution (doctor prescribes drug and pharmacy supplies a cheaper version), reference pricing (doctor subscribes as patient wishes but government pays a reference price and patient pays the difference) and International Nonproprietary Names (INN) (a generic name that is publicly owned and facilitates the worldwide identification of a pharmaceutical substance) are  
all mechanisms used in the marketplace to reduce the cost of drugs. Inevitably there is strong opposition from the R&D sector. They have well thought out strategies to defend their patents and market share. They also maintain a bank of patents around a product including new uses and have enormous financial resources to lobby governments. Mr O’Riordan said that Glaxo is understood have 200 full time legal people just working on protecting patents. Generic companies also have their unique strategies. He gave the example of UK company Arrow being able to respond within days of a patent infringement case failing in the UK High Court. The company had built up an inventory in Malta, an EU member state that operates both a favourable patent environment and a Bolar exemption that allows another company to carry out regulatory work on a product during the life of a patent. 
Market exclusivity in the pharma industry

In his presentation Dr Nigel Uttley of Enigma Marketing Research compared market exclusivity in pharmaceuticals with agrochemicals. He said that the standard patent term for a pharmaceutical or agrochemical active ingredient is 20 years. In the 1980s the pharmaceutical industry argued that the length of time from discovery to market was so long that the period of market exclusivity was significant and did not reward the R&D effort. At the same time health care providers and national health authorities were concerned that there was little competition from generic drugs and the resulting high prices for pharmaceuticals had to be challenged. In the US the Hatch-Waxman 1984 Drug Price Competition and Patent Term Restoration Act was conceived to provide a balance between encouraging generic drugs on to the market and protecting R&D through intellectual property rights. Prior to the 1984 Act the US Food and Drug Administration (FDA) regarded safety and efficacy data generated by the innovator as trade secrets that could neither be used by nor disclosed to any other company to obtain approval of a generic product. Thus generic companies had to file new drug applications (NDAs). However, due to the enormous expense very few did and the market was as a result dominated by inventor companies. 
Patent extensions

The basis of the 1984 Act was to allow generic companies the use of the existing data file once the data exclusivity period has expired and through a simplified abbreviated NDA (an ANDA) to obtain approvals quicker and at a lower cost. The applicant can use the safety and efficacy data on file provided by the innovator if the applicant can prove bioequivalence. The Act also provided a 180 day market exclusivity for the first generic company to file an ANDA. It also encouraged R&D into new drugs by granting patent term extensions and guaranteeing periods of marketing exclusivity for new products.

In Europe patent term extension became known as Supplementary Protection Certificates – SPCs.  An SPC grants up to a maximum of five years protection to a product on the market and covered by a patent. This means that a newly discovered drug can have up to 25 years patent protection. Abridged marketing authorisation application (MAA) is the EU equivalent to ANDAs. The generic applicant has to demonstrate that the product is essentially similar to a product which has been authorised within the Community for not less than six years and is marketed in the member state for which the application is made. 
These changes created the balance that the 1984 Act had intended. However, prior to the 1984 Act if a generic company carried out work in order to gain approval for its drug during the life of the patent this was deemed to be an infringement. This principle was clearly established by the Roche vs Bolar case when Roche sued Bolar for carrying out work toward regulatory submission on a Roche drug before the patent had expired. This created an informal competition-free extension of expired patent thus extending market exclusivity yet again. The Bolar amendment overruled the court decision thus allowing regulatory work during the life of a patent. This, however, has only applied in the US until quite recently. In 2004, Directive 2004/27/EC amended the situation in the EU. It set a ten years exclusivity period (with an extra year for a new indication) but the generics companies are now allowed to use the originator’s drug approval data in order to demonstrate bioequivalence and file for approval two years prior to the data exclusivity period ending. The Bolar provision, however, was not harmonised in the EU and is currently being implemented differently in the various member states. 
Growth in generics

Dr Uttley said that since the introduction of the Hatch-Waxman Act in 1984 the market share of prescription drugs taken by generics has increased from 18% to 54%. However, 54% volume market share only equates to about 8% of value market share indicating the massive decline in price once a drug comes off patent. The first generic into a market would typically undercut the branded drug by 20% for the first 180 days but after this period the bottom drops out of the market and the price can fall to 20% of the original patent protected price. ‘Big Pharma’ is fighting back with authorised generics, this is where the innovator company will launch its own generic or more likely will licence another generic company in order to get a slice of the generic sector. 
So where does the agrochemical industry fit within this legal framework of patents and registrations? Dr Uttley said that the R&D sector of the agrochemical industry argued that it too had a significant development time and regulatory delays resulting in a long discovery to market period and a much reduced effective patent term. This lobbying was successful and patent term extension in the form of  Supplementary Protection Certificates for plant protection products has been achieved. Thus an agrochemical can now have up to 25 years patent protection. However, no balance was put into the equation and no equivalent of an ANDA was introduced. Therefore generic agrochemical companies have to provide a full data file or go down the path of data compensation. Whilst a Bolar provision for agrochemicals operates in countries such as Canada and South Africa there is currently no provision in the US or EU thus extending the market exclusivity period beyond the 25 year patent term. 
Parallel trade of agrochemicals in the EU

Rocky Rowe, trade affairs adviser for ECPA (European Crop Protection Association) said that the major force for parallel trade is one of pricing. He said that despite the single market, EU member states operate as individual trading countries and prices are set on a variety of measure such as VAT, national economies, government policy and the local competitive market place. For plant protection products (PPPs) pricing can vary due to farming subsidies and what farmers can afford. Numerous cases concerning the import of parallel products have been taken to the courts and these have impacted on the development of parallel trade rules. Most have occurred in respect of pharmaceuticals but a number of judgements have also been made about PPPs.

Mr Rowe said that the British Agrochemicals Association (now the Crop Protection Association) case set a number of parameters for parallel trade. In the absence of any rules contained in 91/414/EEC it indicated it was up to national authorities to establish trade rules consistent with the EU treaty. It established the need for a simplified process and the concept that the imported product and reference in the country of importation must be of  ‘common origin’. It also stated that it was necessary for the products to be identical and that imports should be authorised under 91/414/EEC in the exporting member state. The European Commission issued guidelines in 2001 to ensure a harmonised approach based on the British Agrochemicals judgement and those previously made in pharmaceuticals. More recently the case relating to the German pharmaceutical company Kohlpharma has re-opened the debate about parallel trade. This case ruled that not having ‘common origin’ should not in itself be a barrier to parallel importation. This issue has gained much attention as two important EU member states have differed in their implementation. The UK requires product to be registered in the country from which it is being exported while Germany requires that the product must be registered somewhere in the EU.

Anomalies between member states

Mr Rowe said that the European Commission seems to have no inclination to formalise the guidelines on parallel trade believing there should be a degree of flexibility. This has resulted in a number of anomalies between member states regarding the information required, application fees, processing time and the labelling and repacking requirements. According to ECPA this lack of regularisation is causing concern because it is in some cases being abused, leading to the proliferation of illegal and counterfeit plant protection products across Europe. ECPA says that applying judgements on pharmaceuticals (Kohlpharma) to agrochemicals is incorrect. They stress that plant protection products require both EU and national approval and unlike pharmaceuticals have an impact on the environment, bystanders and 
consumers. Strict standards regarding quality of formulation that can be underpinned by the concept of ‘common origin’ are therefore essential. ECPA says it supports legitimate parallel trade and would like to see a transparent and robust process linked to any revision of 91/414/EEC that recognises the needs of all stakeholders. It says that relaxing rules on parallel trade undermines health, environment and quality standards and lends itself to abuse.
New German legislation

According to Mathias Uteb, a BVL (German pesticide regulators) legal adviser, Germany’s new legal regulation concerning the parallel import of PPPs was an opportunity to balance the interests of authorisation holders and parallel importers. He said that the parallel importation of PPPs is an area of conflict between authorisation holders and parallel importers because property rights are affected, particularly where generic products are not authorised and are placed on the market illegally under the guise of parallel imports. The unclear legal framework, he said, led over and over again to court cases. Verdicts were contradictory and there was a high degree of legal uncertainty. The German legislator decided to settle the situation by passing an amendment to the Plant Protection Act on 2 June 2006 stressing that the artificial partitioning of markets should be prevented and that the safety standards of 91/414/EEC should be maintained. The new regulations apply from 1 June 2007 and the BVL have already received 1000 applications.  Parallel imports require a marketability certificate issued by the BVL before being placed on the German market for the first time. The imported product must be authorised in an EU member state and must be identical to a reference product authorised in Germany. It is not necessary that the two products are produced by the same manufacturer. All conditions for the imported product are the same as for the reference product. The BVL has also stressed the need to regulate and harmonise parallel imports throughout Europe by amending 91/414 and have submitted its own proposals.

OTHER NEWS AND MARKETS

CHEMINOVA GAINS GLOBAL ACCESS TO ACRINATHRIN 

In 2002 Cheminova acquired an exclusive European license to the pyrethroid insecticide acrinathrin from Bayer CropScience, marketed under the trademarks Rufast, Orytis and Ardent. The acquisition has now been extended to include the acrinathrin business in the rest of the world and the companies have entered into a global long-term supply agreement. Acrinathrin is used for control of thrips and mites in fruit, vegetables and ornamentals. Cheminova has established important markets for acrinathrin in Spain, Italy and France. Outside Europe, the main markets will be Japan and several Latin American countries, including Brazil, Chile and Colombia. Having marketed acrinathrin in Europe since 2002, Cheminova says it is now uniquely positioned to exploit the commercial potential of acrinathrin in the rest of the world.

MONSANTO GROWS SALES IN FIRST QUARTER

Monsanto has reported that net sales for the first quarter of its fiscal year 2007 were 10% higher compared to the previous year. It says the key drivers for the quarter were the stronger adoption of the company’s corn seed and trait technologies in the US and the use of greater volumes of its Roundup herbicides in the US and Brazil. The second and third quarters are, however, expected to be the primary drivers for the company’s total sales in 2007.  Sales for Monsanto’s Seeds and Genomics segment were $680 million for the first quarter of fiscal year 2007, 3% higher than in 2006. According to Monsanto there were strong early orders for corn products including the higher margin triple-trait technology. The company has reiterated that the company’s DEKALB and Asgrow national corn brands could have more than 35% of all of its seed sold in a triple stack during the 2007 growing season. Increased sales in the quarter were partially offset by lower volumes of the company’s cotton traits in Australia as drought conditions there halved the total cotton production area. The company also received lower revenues from the Seminis vegetable and fruit seed business. Sales for Monsanto’s Agricultural Productivity segment which consists primarily of crop protection products, residential lawn-and-garden herbicide products, and the company’s animal agricultural businesses were $859 million for the first quarter of fiscal year 2007, or 15% higher compared with sales in the same period last year. 

MONSANTO TO BROADEN ITS PRODUCT OFFERINGS

Monsanto and the Landec Corporation have finalised agreements valued at more than $70 million that should broaden their product offerings to US farmers. Monsanto's subsidiary American Seeds, Inc. (ASI) has acquired Landec's direct marketing and seed sales company, Fielder's Choice Direct (FCD), based in Monticello, Indiana. "We are pleased to enter into this agreement with Monsanto, the world's leading agricultural technology company," said Gary Steele, president and chief executive officer for Landec. "Based on its long-term investment in research and development, Monsanto is a market leader in seed genetics and traits, and will now be able to utilise Fielder's Choice Direct's unique channel of distribution for seed-based products." ASI will acquire a customer call centre operation which serves customers across the Midwest and is the largest telemarketer of corn seed.The acquisition also includes Landec's two seed brands Fielder's Choice Direct and Heartland Hybrids which represent slightly more than 1% of the total US corn seed sales. 

The two companies have also entered into a five-year global technology license agreement for Landec's Intellicoat polymer seed coating technology. Under the five-year agreement, Monsanto will become the exclusive sales and marketing agent for the seed coating technology. Monsanto will also provide research and development funding over the term of the agreement. According to both companies Intellicoat offers several unique benefits to farmers including the ability to delay seed germination until the soil reaches the optimal temperature. This approach offers farmers the option to expand their planting window and to reduce the risks associated with late planting. Landec (www.landecag.com) has developed its seed coatings for use on corn, canola, cotton and soybean seeds. 
DUPONT STRENGTHENS SEED BUSINESS IN CHINA

 DuPont’s seed subsidiary Pioneer Hi-Bred International has formed a joint venture with one of China’s largest seed production companies, Dunhuang Seed, to provide corn hybrids for the spring market to Chinese farmers. Dupont says that Dunhuang Seed will contribute extensive local field seed production experience that will complement Pioneer’s own strengths. “We are excited about the opportunities for the Pioneer business in China and the increased productivity that we can bring to Chinese farmers,” said Paul Schickler, vice president of Pioneer International. “With 62.5 million acres, China is second only to the US in terms of the area of land producing corn.”  
Pioneer established a business representative office in Beijing in 1997.  A year later, it began breeding and testing corn hybrids for commercialisation in China. The first Pioneer corn hybrids were approved for commercialisation in 2002 when Pioneer established a joint venture, Shandong Denghai Pioneer Seeds, to produce and market summer corn. The first commercial sales were in 2004 and the company says it has achieved solid growth since then. “The new venture is part of a broader DuPont commitment to growing its presence in China by putting our science to work,” said Doug Muzyka, president, DuPont Greater China. DuPont has already announced a plan to double its China investment by 2010.  A series of projects, including this second seed joint venture, is underway to help achieve this goal.” The new joint venture, Dunhuang Seed Pioneer Hi-Bred, plans to produce seed in 2007 for sale in 2008.  

BASF LAUNCHES AGCELENCE

BASF has launched a new brand identity AgCelence for agricultural products that offer growers plant health benefits beyond crop protection. The company says that registration authorities in the US, Brazil and the UK have already recognised that several BASF products improve the overall health of crops, helping them to achieve their full potential. In 2004, BASF began informing customers in South America about the extra benefits of its products based on F 500 (pyraclostrobin). According to the company plants treated with F500 adapt better to several stress factors including drought and heat. Their natural ability to resist disease is also strengthened. In 2005 BASF extended its effort to North America where the fungicide Headline (pyraclostrobin) was used on four million acres of corn and soybean. “Many growers recognised the benefit of using Headline because of it’s plant health benefits,” said Andy Lee, director of US Crop Operations. “Customer satisfaction was high and there was significant growth in the area of corn treated.”  
Fipronil-based products will also be promoted under the AgCelence brand. BASF say they do more than control insects; they also stimulate the growth of rice, sugarcane and corn. “We are making substantial investments in research and development to discover new plant health benefits, which translate into improved quality and yield for customers,” said Michael Heinz, president of BASF’s Agricultural Products division. “We are very excited about AgCelence,” he added. “We have seen our customers’ positive response and that has really motivated us to do everything in our power to bring additional solutions to market that break the yield and quality barrier.” The AgCelence brand identity was introduced in Argentina, Mexico and Costa Rica in 2006. Many other countries will follow in 2007.
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