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Meeting Summary

On March 26-27, 2007, the United States Department of Agriculture (USDA) convened the fifteenth plenary meeting of the Advisory Committee on Biotechnology and 21st Century Agriculture (AC21). The meeting objectives were:
· To further work on the coexistence topic framed around the question, “In an increasingly complex marketplace, what issues should USDA consider regarding coexistence among increasingly diverse agricultural systems?”

· Consider presentations from external speakers and review a compilation of draft submissions on a series of subtopics for a paper on the subject.
· Determine next steps and a work plan for efforts between this and the next Committee meetings.
The AC21 includes representatives of industry, state and federal government, nongovernmental organizations, and academia. The following AC21 members were in attendance: Ms. Nancy Bryson, Dr. Daryl Buss, Mr. Leon Corzine, Dr. Michael Dykes, Ms. Carol Tucker Foreman, Ms. Sarah Geisert, Dr. Randal Giroux, Mr. Duane Grant, Dr. Nicholas Kalaitzandonakes, Mr. Russell Kremer, Dr. Margaret Mellon, Dr. Bradley Shurdut, Mr. Jerome Slocum, Dr. Alison Van Eenennaam, Ms. Lisa Zannoni, and three new members, Dr. Guy Cardineau, Mr. Bowen Flowers, and Ms. Stephanie Whalen.  In the absence of the chair, Dr. Patricia Layton, Dr. Michael Schechtman, Executive Secretary and Designated Federal Official for the AC21, chaired the meeting due to the unavoidable absence of the AC21 Chair.  Ex officio members Dr. Kathleen Jones, U.S. Food and Drug Administration, Dr. Elizabeth Milewski, U.S. Environmental Protection Agency, and Adrian Polansky, Secretary of Agriculture for the State of Kansas, also attended.  Ms. Cynthia Sulton of HW&W and Ms. Abby Dilley and Ms. Kathy Grant of RESOLVE facilitated the meeting.
A full transcript of the proceedings was prepared and will be available on the USDA website www.usda.gov by clicking “Agriculture” on the option bar at the left, then “Biotechnology” on the option bar at the right, then on the committee name and this particular meeting.  

Below is a summary of the proceedings. 
I.  
Welcome and Introduction of New Committee Members

Dr. Michael Schechtman opened the proceedings at 8:30 a.m. by welcoming all the members, including new members of the Committee and the public in attendance, to the fifteenth meeting of the AC21.  He briefly introduced facilitators Ms. Cynthia Sulton of the consulting firm HW&W and Ms. Abby Dilley and Ms. Kathy Grant of the consulting firm Resolve.  He also noted that Josephine Hunt had left the Committee due to reassignment within her company.  

Dr. Schechtman stated that the Committee would continue work on its paper addressing the impact of coexistence considerations for agriculture and hear presentations on relevant topics from two outside expert speakers.  He pointed out that several background documents, previously distributed to AC21 members and subject to discussion or reference during the course of the Committee’s deliberations, were available to the public, including: 
· The AC21 Bylaws and Operating Procedures

· A package of biographical sketches of all of the current AC21 members, old and new
· The draft meeting summary prepared from the fourteenth AC21 meeting, held on December 14-15, 2006

· Three documents provided by USDA to committee members as background information at the fulfillment of some information requests by committee members.  

· A paper by Bryan Endres, relating to legal issues and options around coexistence, as a supplement to legal discussions at the last Committee meeting  

· A compilation of information from the European Commission website and other sources about the state of coexistence regulation in the European Union and various groups’ reactions to it
· An article providing a view of the history of the debate around coexistence in Europe 

· A compilation of four USDA notices—three press releases and one Federal Register notice—relating to the two issues that Dr. Ron DeHaven, the Administrator of USDA’s Animal and Plant Health Inspection Service (APHIS), will address with the Committee

· The three earlier reports developed by consensus in 2005 and 2006
· The provisional agenda for this meeting
· A document made up of a compiled set of texts developed by subgroups of Committee members on relevant areas identified at the last plenary, which was circulated to members for comments and suggested changes
Dr. Schechtman announced that the Committee charter was renewed In February 2007 for two more years.  He noted that, in addition to the three new members appointed in February, there would be additional appointments in April.  
Upon Dr. Schechtman’s invitation, the new AC21 members introduced themselves.  Mr. Bowen Flowers introduced himself as a partner in Omega Plantation in Mississippi, which manages 14,000 acres of mostly cotton but also wheat, corn, and soybean.  He is also a member of the National Cotton Council, the American Cotton Producers Executive Committee, and the Board of Staple Cotton. 
Stephanie Whalen introduced herself as President and Director of the Hawaii Agriculture Research Center, a trade association for the sugar industry that also supports the development of other crops.  She noted that she attended the Pew workshop on specialty crops that addressed access to technology and requirements of the regulatory process.  She also noted the recent farmer-to-farmer discussions in Hawaii on coexistence.

Dr. Guy Cardineau introduced himself as a professor at Arizona State University where he has appointments in the Biodesign Institute, the School of Life Sciences, and the College of Law.  He noted that he has spent his entire career in the field of agricultural biotechnology and has been involved in bringing several products, including insect resistant corn and cotton and the only plant-made pharmaceutical approved by USDA. 
II. 
Review of August Meeting Minutes and Agenda Outline
Ms. Sulton reviewed the draft meeting summary of the fourteenth AC21 meeting held on December 14-15, 2006.  She asked that any comments be provided within one week, so that the meeting summary could be finalized and posted on the USDA AC21 website.
Ms. Dilley reviewed the agenda and reminded the Committee that they would have this meeting and the next to complete the paper and meet the timeframe set out by the Secretary. 
III. 
Updates from USDA

Dr. Schechtman introduced Dr. Ron DeHaven, the Administrator of APHIS and invited him to provide updates on transgenic rice and transgenic alfalfa.  Dr. DeHaven began by thanking the Committee for volunteering as members of AC21 and assured them of the importance of their work to USDA.  He then indicated that APHIS will be publishing an Environmental Impact Statement (EIS) preparatory to rulemaking that will change the way APHIS provides regulatory oversight of genetically engineered (GE) products.  The regulatory approach will take into consideration variations in level of risk in GE products.  
Dr. DeHaven then provided a follow-up on the findings in two recent court cases.  In a lawsuit filed by the Center for Food Safety and others, the Federal Northern District of California Court ruled that USDA had not adequately assessed the environmental impacts when deciding to deregulate Monsanto’s Roundup Ready (RR) alfalfa.  The Court stated that APHIS should have provided data demonstrating that organic farmers would be able to keep their operations separate from any genes from the RR alfalfa.  The court also challenged the Department’s argument that gene flow was purely an economic issue.  It suggested that gene flow can present an environmental impact which then results in an economic impact.  The Court issued a preliminary injunction prohibiting sales of RR alfalfa seeds after March 12, 2007.  (Growers that had already purchased seed were allowed to plant up until March 30, 2007, and harvest, use, and sell the product.)
The second lawsuit, Dr. DeHaven explained, involved an APHIS review of notification to field test herbicide resistant turf grasses.  He asserted that, although these notification permits are categorically excluded from the documentation required under the National Environmental Policy Act, the Court found that APHIS had failed to adequately document its determination that none of the exceptions to the exclusion applied to the grasses referenced in the lawsuit.  The Court required the Department to cease issuing notifications until improved procedures were in place.   Dr. DeHaven advised that Department has implemented new procedures is once again issuing notifications.

In addition to the court cases, Dr. DeHaven also mentioned two recent issues involving the detection of unauthorized transgenic rice in commercial rice, both of which point to the need for the regulatory reforms the Department is currently undertaking.

Dr. DeHaven concluded by stating that APHIS is reviewing its existing approach for handling low level presence of GE materials in commercial seed and grain.  The review is a two-fold process involving looking at the issues in terms of both current regulations as well as international obligations.
In answer to questions from the Committee, Dr. DeHaven and two other representatives from APHIS, Cindy Smith (Deputy Administrator for Biotechnology and Regulatory Services) and Rebecca Bech (Associate Deputy Administrator) made the following points: 

· The investigation into how the unauthorized transgenic rice got into the commercial market and whether or not there were violations of existing regulations is continuing and may help determine whether or not similar situations could occur in the future.
· APHIS responded quickly aggressively, and with great cooperation from industry to prevent the rice in question from being planted.

· These situations present an opportunity to educate the public about GE products in relation to food safety and environmental risk.

· APHIS is currently analyzing past documentation for crops for connections between economic and environmental impacts, with a particular emphasis on the most pressing regulatory decisions on its plate. 
· On April 27th there will be a hearing to determine if the preliminary injunction on sales of RR alfalfa should become permanent.  RR alfalfa will remain a regulated article until the EIS is completed and a decision is made on how to proceed in the deregulation process.
· The EIS should be ready to go out for public comment shortly.
· While the court decisions may not mean that an EIS is required in every instance, there will be more situations requiring an EIS or additional documentation, and this will slow down the process
IV.
Discussion of Draft Compilation of Paper on Coexistence
(Note:  The AC21 members discussed the draft compilation during sessions on both the first and second days of their deliberations.  All of those discussions are presented in this portion of the summary.)
Dr. Schechtman reminded the Committee of the significance of its previous reports, which were all the more valuable for the range of views incorporated in them.  He stated that all the reports have been read widely within USDA and that the ideas incorporated in the “Preparing for the Future” report have been used in visioning work by some agencies.  He noted that the Committee’s current effort on coexistence will be one more piece on the whole continuum of its efforts.  The paper will in some respects fill in gaps left by previous reports and could be considered a “bookend” for the initial set of reports.  

Dr. Schechtman noted that the USDA understands that coexistence is a difficult issue and the Committee’s paper will not resolve the issues involved.  The USDA is asking the Committee for its insights and collective understanding, rather than for recommendations, in a paper that is relatively concise and focused.  He noted that the discussions at the last plenary were moving in the right direction — framing the issues with the observation that coexistence is happening, reflecting on what is fostering and what is hindering or challenging to continued coexistence, and beginning the conversation about removing subjects that are interesting and perhaps important, but tangential to coexistence per se.

Dr. Schechtman stated that in order to move forward, the Committee would have to address a number of issues, including: 
· Deciding whether the compilation can serve as a basis from which to work;

· Deciding what to do with topics covered in previous reports and how to extract any information that will add value in the current work;

· Deciding what additional topics might need to be addressed or included in the paper based on the presentations at this plenary or based on any of the background materials provided to the Committee; and 
· Describing the different viewpoints on what coexistence means, whether it is an end result or a process, and whether or not it has been completely successful or is entirely desirable.

Dr. Schechtman reminded the Committee of presentations it had heard that included information indicating that coexistence is occurring and that the biotech and the organic sectors are growing, along with insights into the role of farmer to farmer communication.  He noted the concerns raised about the availability of seed for diverse markets, the possibility that the growth in commodity markets will overwhelm the needs of differentiated niche markets, the potential inadequacies in infrastructure, and the prospect that production for specialized markets will move offshore.  Dr. Schechtman acknowledged that some are skeptical that coexistence is achievable.  He further noted that some segments of the population do not want biotech products and have an expectation that they will be able to obtain essentially biotech-free products.  Finally, Dr. Schechtman raised several questions for the Committee about how to assess whether or not coexistence is working and what “reasonable choice” for consumers or growers means. 
Over the course of the Committee’s deliberations, three general sections of the coexistence paper were discussed:  an introductory section to set the context for what followed; a section tentatively entitled “Factors Enabling Coexistence; and a section with the working title of, “Factors Inhibiting Coexistence.”  A summary of the key concepts the Committee considered for inclusion in each of these sections follows.  The Committee will discuss further whether or not to include recommendations or lists of potential solutions in the final paper.

Introduction

The Committee agreed to describe its charge on coexistence in the following way:  “What issues should USDA consider regarding coexistence among diverse agricultural systems in a dynamic, evolving, and complex marketplace?”
The Committee also agreed to include in the paper the following working definition for coexistence:  “Coexistence, for the purposes of this paper, refers to the concurrent cultivation of conventional, organic, and genetically engineered crops consistent with the underlying consumer preferences and choices.”  They further agreed that coexistence refers to the whole supply chain.

Committee members suggested that the following general concepts be included in the Introduction:

· Coexistence among different agricultural production systems and products is not a new phenomenon nor does an entirely new framework for it need to be developed.
· Coexistence among these three particular agricultural production systems is happening as illustrated by the fact that the U.S. is a large producer of products from all three production systems.
· Coexistence and the framework for supporting it are evolving more or less successfully depending upon what one is trying to accomplish in navigating the different production streams.
· There is currently little overlap among the types of crops produced by organic and GE production systems.  Organic production is more concentrated on fruits and vegetables, while GE production is concentrated on commodity crops.
· The paper provides an opportunity to frame coexistence in a more positive way than has occurred in the European Union by reinforcing USDA’s commitment to small and mid-sized farmers, whether organic or biotech.  This support makes coexistence possible in the U.S. 
The Committee agreed to differentiate between factors that create technical or market barriers to the “existence” of diverse agricultural systems as opposed to barriers to “coexistence” among these systems.   Some members suggested the following as examples of barriers to existence: difficulties accessing credit; the required 3-year transition period to change from conventional to organic production; the effect dominant market players have on policies; high entry costs for new GE products; and meeting the demands and regulatory requirements, particularly of export markets.  
Several members noted that most of the concerns about coexistence are related to the challenges of supplying non-GE and organic products to the export markets.

Members of the Committee generally agreed to refer to “standards” as opposed to “regulatory standards.”   Several members also suggested that the concept “stewardship” includes both required and voluntary measures.
Factors Enabling Coexistence

Committee members made suggestions for changes to the current language in the draft compilation.  They also suggested adding the following factors that enable coexistence:

· The cost of coexistence is borne primarily by those who hope to capture value from a new product or production stream.  
· An environment of increasing communication and cooperation, well-developed among growers, has expanded to include the varied and diverse stakeholders along the whole supply chain (growers, processors, retailers, and consumers).  This communication is essential since decisions by one sector of the food production system can impact other sectors. 
· Farmer-to-farmer cooperation has helped make co-existence work.  Throughout the country, there is a generally accepted practice of producers becoming directly involved in coming up with practical solutions to coexistence issues.
· Flexibility exists in the market to tailor standards and thresholds appropriate to a specific application and need (as opposed to the government establishing a rigid threshold through regulation).  
· Established information and verification systems support different markets for products from all three production systems.
· New products are introduced in a relatively predictable manner and this process provides for market segmentation in order for different entities to capture value in different ways. 
Factors Inhibiting Coexistence

Committee members made suggestions for changes to the current language in the draft compilation.  They also suggested including the following concepts in this section:

Meeting the needs of individual farmers

· There is a need to develop a separate supply system for organic products.

· There is widespread misinformation, including in state legislatures, about what is and is not organic.

· There is a need for information indicating that coexistence is working.
· It would be useful to identify tools or mechanisms that would enable farmers in all sectors to capture value-added agricultural opportunities.

· There is insufficient research about organic products and specialty crop products.

Meeting the needs of individual consumers

· The desire on the part of some consumers for products with no GE materials is a challenge to coexistence; e.g., it is impossible to know if a shipment of seed, has zero GE unless every seed is tested.  There is quantitative data indicating that some consumers want “GE-free” products; it is harder to get data on whether or not any number above zero is acceptable.  However, companies do take steps to put in place their own standards in an effort to be responsive to what consumers want.  
· Although some consumers may expect that “organic” equals “GE-free”, this is not a requirement for USDA organic certification.  

· There is a lack of information about the origin of organic products. Particularly, the public is not aware that many organic products receiving U.S. National Organic Program certification are imported.
Infrastructure needs
· Niche markets require segregated storage and transportation.  An increase in the number of specialty products will require more infrastructure(s) to manage them.  
· The demand for biofuels will require increased storage capacity, particularly at the local level. 
· The rail system is operating at capacity.  An increase in production of commodity crops will make it more expensive to transport niche crops.
V. 
Presentations on Coexistence

(Note:  The AC21 members heard and discussed presentations on coexistence during sessions on the first day and second day of their deliberations.  All of those discussions are presented in this portion of the summary.)
The PowerPoint presentations are available on the USDA website www.usda.gov by clicking on “Agriculture” on the option bar at the left, then “Biotechnology” on the option bar at the right, then on the Committee name and this particular meeting.  
A.  
Ms. Catherine Greene, Senior Agricultural Economist, Economic Research Service, USDA:  “USDA Research on the Organic Industry”

Ms. Greene began by giving an overview of the 1990 Organic Foods Production Act and the USDA National Organics Program.  She noted that the regulations for organics are process- as opposed to product-based.  However, USDA has set a product-based tolerance for levels of pesticide residue in organics (five percent of the tolerances set by FDA for all food).
Ms. Greene presented several slides showing the level of organic food sales, noting that this sector has seen double-digit growth for at least a decade and a half.  While fruits and vegetables claim the biggest segment of the market, meat, fish, and poultry are growing the fastest, and there is demand for virtually every food category in the grocery store.
Ms. Greene went on to discuss information USDA’s Economic Research Service (ERS) has been collecting about the U.S. organic farm sector.  She explained that, of the four million acres of certified organic farm land, half is crop land and half is pasture.  Organic farms represent approximately 2.5 percent of all fruit acreage in the U.S., 5.0 percent of the vegetable acreage, but only 0.2 percent of corn and 0.2 percent of soybean acreage.
Ms. Greene concluded with an overview of the research and other activities within at least nine USDA agencies to support the organic sector.  For example, she noted, that a Foreign Agricultural Service (FSA) trade estimate showed that in 2002, the U.S. was importing $1-1.5 billion of organic products and exporting $150-250 million of U.S. organic products.  Organic products are being imported either through a USDA-accredited certifier located in a foreign country or under some sort of reciprocity agreement negotiated with the U.S.  Ms. Greene particularly noted ERS research activities on the organic sector, including: an analysis of consumer demand for organic food; research on organic food markets and distribution; an examination of the adoption of organic farming systems; a nationwide organic handler survey (with the Risk Management Agency); and the addition of an organic oversample to the annual economic Agricultural Resources Management (ARM) Survey.
In response to the Committee’s questions, Ms. Greene made the following additional points:

· Although USDA has good data available, there is no consolidated website with information and resources for farmers who want to transition to organics.
· Australia and Argentina have larger organic sectors – in terms of acreage – than the U.S.  However, their acreage is more in pasture than in crops.
· Organic production in the U.S. is not growing nearly as fast as it is in other countries.  In order to meet U.S. demand, at least a dozen countries are increasing certified organic acreage by well over a thousand percent per year.
· Several factors may be contributing to the trade imbalance: declining organic soybean and cotton acreage; competition in places with lower wages; and the challenge of and lack of resources to support transitioning to organic crop production.

· Coexistence is an exacerbating factor that affects the U.S. organic sector’s ability to service its U.S. markets. 

· It is the Environmental Protection Agency (EPA) that sets the pesticide tolerance for a food product; FDA monitors compliance.

· The two ERS projects tracking the level of adoption of organic farming and adding the large oversample to the ARM annual growth survey should provide more information about the barriers to increased U.S. organic production.
· Labor issues (e.g., availability and cost), non-economic cultural concerns, and market uncertainties contribute to the challenge of transitioning to organic farming.

· To facilitate side-by-side cost production comparisons for organic and conventional, cost breakdowns are done by region in order to capture the diversity of pasture-based systems.
· Animal health is addressed in USDA rules on organic production systems.  The animals provided must be natural, meaning their natural nutritional needs must be met.

B.  
Mr. Phil Lempert, food trends editor and correspondent, NBC News' TODAY Show:  “The View from the Supermarket”

Mr. Lempert began by emphasizing that consumers evolve and need continuous change.  He listed several current trends: consumers now equate processed foods with disease; handheld devices give consumers real-time information about everything in the supermarket; and consumers want more value than ever before.  
He stated that consumers are hungry for food and health information and are increasingly aware of the connection between food and health.  However, they are barraged with confusing and sometimes conflicting information.  They also have huge trust issues with consumer packaged goods companies, retailers, and government with regard to the safety of the food supply system.

Mr. Lempert stated that he expects to see a dramatic increase in the demand for minimally processed foods (particularly if there continues to be a shortage of organic food), fresh foods, foods with simpler lists of ingredients, and allergy-specific foods.  He noted a recent AC Nielson/SPINS survey that showed that 45 percent of consumers eat natural foods for “overall good health.”  He also pointed out that while average supermarket sales are up by 1.6 percent, sales of healthy, natural products (such as, low sugar, whole grains, no trans-fats, probiotics, organic) are up by 13 percent.  
Mr. Lempert then made several points about consumers themselves:  the average American says that they feel about ten years younger than they actually are; there are more older people in the country than ever before; the older set of “Baby Boomers” (50+) have double the incidence of chronic diseases as the younger set (in their 40s); and due to natural progression, body fat increases with age.  

Mr. Lempert reviewed several highlights from a recent survey he conducted.  The survey showed that the most important factors for consumers at retail are product freshness, brand, price, health claims, preservatives/additives, and whether a product is organic.  He also noted that 82 percent of people were more concerned about their family’s health this year than a year ago.  Sixty-six percent are reading the complete list of ingredients.
Mr. Lempert concluded by emphasizing that technology is allowing the consumer to take more control over their shopping experience.  Consumers can now compare ingredients and prices, scan ingredients for food allergies and compliance with their nutritional profile, and get a DNA analysis of predisposition to certain diseases.  He used his supermarket in the virtual world of “Second Life” as an example of how consumers can use technology.
In response to the Committee’s questions, Mr. Lempert made the following points:

· The government should not legislate against trans-fats, for example, but rather should limit the release of scientific information that is not really scientific.  Government also needs to help create a level playing field with regard to health claims, because consumers can not be expected to understand the differences in the logos companies put on their products.
· From a food safety standpoint, the FDA and USDA need more funding for food inspections.  It is not acceptable to send form letters to people who are in violation of the statutes.  The government should also put tags on every cow.
· For the children of "Baby Boomers”, food and health are secondary to taste.

· There are groups of consumers who do not want foods made with high fructose corn syrup.  
· Some private organizations have had a powerful impact in shaping the food system, because they are good at communicating their issues.  Some trade associations and companies are less effective in communicating with consumers.  The government, even with bullet-proof science about the importance of eating fruits and vegetables, has been ineffective communicating this to consumers.  They need to communicate with more clarity and consistency.
· With regard to GE food, all such products should be labeled to give consumers a choice and to elicit trust.  If GE products give real benefit to consumers, they will buy it.  
· Some, but not all, of the information on the “Second Life” site comes from government sources. 
VI.
Public Comment

There were no comments from members of the public.
VII.
Discussion of Work Plan and Next Steps
The AC21 discussed and agreed to the following next steps:
1) Facilitators and Michael Schechtman will produce a new draft of the paper on coexistence based upon discussions held during the March 26th and 27th meeting.

a. New draft will be circulated by Monday, April 16th.
b. Committee members will have until Friday, April 27th to provide comments.
2) Based on the comments, additional next steps will be determined, such as a conference call, or another circulated draft, or other options pursued in order to further develop the paper
VIII.
Conclusion
Dr. Schechtman thanked Committee members for their work during the meeting and adjourned the meeting at 3:30 p.m.
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