Advisory Committee on Biotechnology and 21st Century Agriculture (AC21)

Eighteenth Plenary Meeting

Washington, D.C.

Draft Meeting Summary
On March 5-6, 2008, the United States Department of Agriculture (USDA) convened the eighteenth plenary meeting of the Advisory Committee on Biotechnology and 21st Century Agriculture (AC21).  The meeting objectives were:

· Introduce new members of the AC21, as well as thank departing members for their service;
· Officially present a consensus paper to the Office of the Secretary, USDA, responding to the question, “What issues should USDA consider regarding coexistence among diverse agricultural systems in a dynamic, evolving, and complex marketplace?”
· Provide an update to the AC21 on USDA’s efforts to ensure a smooth marketplace transition for cloned livestock animals in the marketplace; and,
· Begin discussions related to potential USDA regulatory roles for transgenic animals.
The AC21 includes representatives of industry, state and federal government, nongovernmental organizations, and academia.  The following AC21 members were in attendance:  Dr. Patricia Layton, Dr. Daryl Buss, Dr. Guy Cardineau, Mr. Leon Corzine, Ms. Carol Tucker-Foreman, Dr. Randal Giroux, Mr. Steven Hensley, Dr. Gregory Jaffe, Dr. Jamie Jonker, Dr. Steven Leath, Dr. Margaret Mellon, Dr. James Robl, Mr. Bradley Shurdut, Mr. Jerome Slocum, Dr. Alison Van Eenennaam, and Ms. Stephanie Whalen.  Dr. Patricia Layton chaired the meeting.  Dr. Michael Schechtman attended as Executive Secretary and Designated Federal Official for the AC21.  Ex officio members Dr. Marcia Holden, a research biologist at the National Institute for Standards and Technology, Hon. Adrian Polanski, Secretary of Agriculture for the State of Kansas, and Mr. Paul Saxton, U.S. Department of State, and also attended.  Ms. Cynthia Sulton of HW&W and Ms. Abby Dilly and Ms. Debbie Lee 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 three new members of the Committee, and the public in attendance to the sixteenth meeting of the AC21.  He briefly introduced Dr. Patricia Layton, AC21 Chair, and facilitators Ms. Abby Dilley and Ms. Debbie Lee of the consulting firm RESOLVE and Ms. Cynthia Sulton of the consulting firm HW&W.

Dr. Schechtman welcomed back to the Committee members whose terms expired but had been reappointed by the Secretary of Agriculture:  Dr. Daryl Buss, Mr. Leon Corzine, Dr. Randy Giroux, Dr. Margaret Mellon, Mr. Brad Shurdut, Mr. Jerry Slocum, and Ms. Carol Tucker Foreman.  He also acknowledged the members who have left the Committee:  Dr. Michael Dykes, Mr. Bowen Flowers, Ms. Sarah Geisert, Mr. Duane Grant, Dr. Nicholas Kalaitzandonakes, and Dr. Steven Pueppke.  He expressed gratitude for all their contributions and their service to U.S. agriculture.  

Dr. Schechtman noted that ex officio member Dinah Bear from the President’s Council on Environmental Quality has retired, and that the Food and Drug Administration (FDA) will nominate someone with animal expertise to replace ex officio member Kathleen Jones.

Dr. Schechtman indicated that AC21 member Ms. Nancy Bryson, listed on the agenda to make a presentation, was unable to attend the meeting.

Dr. Schechtman then reviewed the meeting objectives (listed above).  He indicated that the AC21 will be presenting to the Office of the Secretary their completed paper on coexistence.  He also noted that the Committee will begin new work addressing specific biotechnology-related issues identified by the Secretary.  Dr. Schechtman pointed out that background and meeting documents, previously distributed to AC21 members and subject to discussion or reference during the course of the Committee’s deliberations, were available to members the public present at the meeting: 

· A revised AC21 Charter;

· The AC21 Bylaws and Operating Procedures;

· A package of biographical sketches of all of the current AC21 members, including new members;

· The draft meeting summary prepared from the seventeenth AC21 meeting, held on November 28-29, 2007;
· A USDA press release and some Questions and Answers regarding one unapproved corn variety that was recently discovered at extremely low levels in a few varieties of corn seed; and 

· The three earlier reports developed by consensus in 2005 and 2006.
Documents specific to this meeting include:

· The provisional agenda for this meeting;

· The new consensus report on coexistence the AC21 has signed off on;

· Excerpted chapters taken from several reports developed by the former Pew Initiative on Food and Biotechnology relating to potential regulation of transgenic animals in general, to transgenic fish, and to transgenic insects;

· A draft document describing in general terms the animal-related activities undertaken by various USDA agencies and a table summarizing those activities very broadly; and

· A handout of slides from the presentation on regulatory authorities for transgenic animals given at the last meeting by Fred Degnan.

Dr. Layton welcomed the members of the Committee, remarking that her experience with the AC21 has been extremely valuable.  Noting that the Committee would be receiving their new charge at this meeting, Dr. Layton informed the AC21 that they would only have two or three meetings to complete the charge because the Committee’s charter ends in February 2009.  She asked the group to really work together to determine what can be accomplished, and to try to get as much done as possible.  She then asked the three new Committee members to introduce themselves:

Mr. Steven Hensley is the Senior Director of Regulatory Affairs at the USA Rice Federation, where he manages biotechnology and regulatory issues for U.S. rice producers, millers, and merchants.  He also owns and operates a livestock farm in Virginia.

Dr. Jamie Jonker is the Director of Regulatory Affairs for the National Milk Producers Federation, a trade association representing milk cooperatives and their dairy farmers.  He also serves on the U.S. Animal Health Association Board of Directors, and the National Farm Animal Identification Registry Advisory Committee.

Dr. Steven Leath is presently Vice President for Research at North Caroline State University, having previously served as the associate dean for research and director of the North Carolina Agricultural Research Service.  He is a plant biologist by trade and worked as a scientist for USDA’s Agricultural Research Service for 16 years.  He also runs a beef cattle operation and a Christmas tree farm.

II. 
Review of November Meeting Minutes and Agenda Outline

Ms. Sulton referred the Committee to the draft meeting summary of the seventeenth AC21 meeting held on November 28-29, 2007.  She asked that any comments on the summary be provided within the next ten days so that the meeting summary could be finalized and posted on the USDA AC21 website.

Ms. Dilley reviewed the meeting agenda and noted that the vast majority of the meeting was dedicated to discussion about the new charge on transgenic animals.  She reiterated the 2 to 3 meeting time constraint the AC21 would be working under for this charge.

III.
Presentation of Paper to the Office of the Secretary, USDA

On March 5, 2008, AC21 Chair Pat Layton presented the Committee’s report, “What issues should USDA consider regarding coexistence among diverse agricultural systems in a dynamic, evolving, and complex marketplace?” to USDA Chief of Staff Dale Moore.  She noted that the report was a consensus document and, as such, does not attempt to detail the range of viewpoints different members have on various aspects of the topic.  She explained that the paper includes the Committee’s consensus view that coexistence among conventional, organic, and genetically engineered (GE) crops is currently happening in the United States and that continuing to encourage coexistence is a worthwhile goal.  She also mentioned that the paper included the AC21’s collective thinking regarding factors fostering, as well as challenging, coexistence now and in the future.  Five other Committee members then described to Mr. Moore the process the AC21 undertook to complete the paper and the paper’s general themes.

Mr. Moore accepted the report and, on behalf of Secretary Schafer, thanked the Committee for their work.  He noted the timeliness of the topic as this is an issue currently being raised in the Farm Bill debate, especially in terms of the Department’s maintaining a level playing field in supporting the different systems of agricultural production.  He commended the Committee for recognizing the responsibility placed on USDA to support all three agricultural systems.  He also mentioned other coexistence issues, such as the importance of adequate infrastructure to deal with customer demand and trade.

Mr. Moore noted that, for individual farmers who practice coexistence on their farms, it is a management issue to keep the different systems separate and their neighbors happy.  He voiced the opinion that education and training were often overlooked components in fostering coexistence.  He asked the AC21 if, during the course of working on the paper, it had found any particular regions of the country where coexistence was occurring to a greater extent than others.  In response, one Committee member highlighted the papaya industry in Hawaii as an example.  Because of a virus which nearly destroyed the industry, GE papayas were developed to resist the virus, and currently about 50% of the current papaya crop is GE.  At the same time, the industry has preserved the Japanese papaya market, which is completely non-GE.

Mr. Moore also asked the Committee for specific examples of where coexistence was working.  He told the AC21 that, if those examples were advertised, farmers who were thinking of entering a particular market would know what was needed to manage the different systems on individual farms and to work with their neighbors.  He also acknowledged one member’s suggestion that USDA collect more information on the current status of organic farmers and markets.

One member voiced the opinion that coexistence works as well as it does in the United States because of individuals’ healthy respect for their neighbors and willingness to communicate and work through issues.  This member added that without clear and open dialogue, coexistence does not work.

IV.
Update on FDA Animal Cloning Risk Assessment and USDA Transition Activities

Dr. Schechtman welcomed USDA Undersecretary for Marketing and Regulatory Programs Bruce Knight.  Undersecretary Knight briefed the AC21 on USDA’s activities to achieve a smooth transition of cloned animals into the marketplace following FDA’s completion of its risk assessment on cloned animals and their offspring.

Undersecretary Knight informed the Committee that cloning is not considered biotechnology because it does not involve any genetic modification.  He noted that plants have been cloned for decades and that researchers have been cloning livestock since 1996.  He told the AC21 that, while FDA has been involved in the scientific oversight of cloning, USDA has responsibility over marketing oversight.

Undersecretary Knight provided the Committee with some background; explaining that, since June 2001, the three cloning technology providers in the U.S., at the request of FDA, have implemented a voluntary moratorium on cloned animals and their offspring entering the food supply chain until the agency can complete its risk assessment.  In the meantime, the companies have created a supply chain management system to identify animals produced by cloning and to track these animals throughout their lifetimes.  Undersecretary Knight informed the AC21 that, in December 2006, FDA issued a preliminary finding that meat and milk from cloned animals had no food safety concerns; similar findings have also come out of the National Academy of Sciences and the European Food Safety Authority.  He informed the Committee that on January 15, 2008 the FDA released its final assessment, in which it concluded that meat and milk from cloned cattle, swine, and goats, and their offspring, were safe for consumption.  He mentioned that the agency lacked sufficient information to make a specific determination on cloned sheep.  He also noted that the fact that meat from the offspring of cloned animals is indistinguishable from meat from conventional animals led to FDA’s determination that the former is safe.  Undersecretary Knight told the AC21 that during the period of transition, the technology companies were encouraged to continue their moratorium on cloned animals, though the sexually reproduced offspring of the clones are not being asked to be held under a moratorium.

Undersecretary Knight laid out what he saw as USDA’s role; i.e., to work closely with industry to ensure an orderly transition period and to work with interest groups, processors, and retailers both domestically and internationally on the acceptance of meat and milk from clones and their offspring in the marketplace..  

He also mentioned that the National Organic Program (NOP) has issued a statement declaring cloning incompatible with the Organic Standards.  Further, it has recommended that “animal cloning technology” be added to the definition of excluded methods.  The NOP will need to address a recommendation for exclusion of the progeny of cloned animals.  He noted that there is no legal requirement for labeling because there is no safety issue involved.  He suggested that the organic label may be sufficient to meet consumer demand for non-cloned products.

Undersecretary Knight then informed the Committee that USDA was developing a transition plan for controlled entry into the marketplace of products from cloned animals, using FDA’s findings that these products are safe and indistinguishable from products from conventional livestock as guiding principles.  He invited members to have a dialogue with the Secretary’s office on how to do so.  He listed the following as actions the USDA is carrying out or would like to carry out:

· Reaching out to all stakeholder groups, domestic and international, to ensure their concerns, interests, thoughts, and suggestions have been heard fully;

· Ensuring that those same stakeholder groups have access to the best possible information in a transparent manner to make their own informed decisions;

· Having a frank and candid discussion about the distinctions between clones and their conventionally-bred offspring;

· Working with the three technology providers to ensure that the supply chain management system is as robust as possible;

· Responding in a coordinated and helpful way to any voluntary marketing programs that may develop; and

· Reporting to Congress on the domestic and international implications of these efforts.

In response to AC21 members’ questions, Undersecretary Knight made the following points:

· The transition period is designed to allow domestic and international marketplaces time to determine the implications of cloned animals for society and trade.

· The supply chain management system developed by the technology companies was designed to channel products out of markets that do not want it, not to prohibit their entrance into the marketplace.

· Under the supply chain management system, each cloned animal would be assigned a permanent ID so that particular animals can be identified and segregated.  The buyer of the cloned animal would pay the company a deposit, more than the animal’s salvage value, which would be returned at the end of the animal’s productive life upon proof that the animal was properly channeled (i.e., either destroyed or channeled into a market that would accept it).

· Although the transition period is meant to be months rather than years, the actual length of timeframe will depend on the transition plan and how much time will be necessary for consultation with domestic interest groups and foreign regulators.

· USDA would be very interested in having a dialogue with the university sector and whether it would want to be party to the supply chain system.

· USDA is currently doing a baseline assessment on what other countries have done with respect to cloning and marketplace acceptance of cloned animals.  It has so far not seen any individual countries that have made affirmative labeling decisions; the U.S. is at the forefront of that debate.

· USDA has for use in case of disease outbreaks a verifiable traceback system, the National Animal Identification System (NAIS).  Today, because of how meat and milk are handled, a supply chain management system is technically manageable at an affordable price.  The NAIS is one place to pull expertise and experience for a supply chain system for cloned animals.

· The dairy industry has been very concerned about market acceptance.  A few dairy cows have been cloned for their superior genetics, not for commercial milk production.  However, dairies with cloned cows have been using the milk from the clones to feed the dairy calves; so it is neither going to waste nor entering the food supply.

· Today, there is virtually no surplus in any commodity.  The U.S. is increasingly an exporter of milk and milk products.

One AC21 member emphasized the importance of having a forum for ethical discussions regarding cloning, and for these discussions to feed into policymaking.  
V.
USDA-APHIS Regulatory Updates and Discussion

Undersecretary Knight introduced Michael Gregoire, the new Deputy Administrator for Biotechnology Regulatory Services (BRS) at the Animal and Plant Health Inspection Service (APHIS).  He noted that Mr. Gregoire comes to his position not as an expert in biotechnology, but as an outstanding manager.

Mr. Gregoire provided the AC21 information on regulatory changes at APHIS and an update on BQMS.  He first reminded the Committee of the Coordinated Framework involving USDA, the Environmental Protection Agency, and the Food and Drug Administration (FDA), under which agricultural biotechnology is regulated in the United States.  He noted that APHIS’s regulations are focused on preventing a plant pest problem in the country.  

He then informed the AC21 that APHIS is currently revising its GE regulations, which were written about 21 years ago.  Mr. Gregoire noted that since then, there have been a number of changes in the industry and technology and the agency’s statutory authorities have changed and been consolidated under the Plant Protection Act.  He explained that APHIS developed and promulgated a programmatic Environmental Impact Statement (EIS) that was published for public comment last July; the public had been invited to comment on the EIS generally and on 10 specific issues.  Mr. Gregoire said that the goal was to have proposed regulations published this year.

Following his briefing on the APHIS regulatory changes, Mr. Gregoire then updated the Committee on the Biotechnology Quality Management System (BQMS).  The AC21 had been previously briefed on the BQMS by Mr. Tom Sim, Director for the Regulatory Operations Division of BRS, and Ms. Rebecca Bech, then Deputy Administrator for BRS.  Mr. Gregoire told the Committee that since the November 2007 AC21 meeting, APHIS has consulted with other federal agencies about their experiences and is now planning on developing draft guidelines.  He noted that once those guidelines are developed, APHIS will hold workshops and focus groups, currently planned to take place in the spring or summer, to obtain additional feedback.  Mr. Gregoire added that a position within BRS has been established to focus on this effort full-time.

Mr. Gregoire then informed the AC21 on APHIS’ push for strengthened environmental analyses.  He said the agency has faced numerous challenges to its regulatory decisions based on National Environmental Protection Act (NEPA) grounds.  In response, APHIS is working to strengthen the BRS unit’s NEPA analysis with a more thorough documentation of the decision process and analysis and an Endangered Species Act consultation.  Mr. Gregoire also listed additional supplemental permit conditions, additional training for staff, and the hiring of additional staff as implemented measures.

Finally, Mr. Gregoire briefly reported on Dow Corn Event 32, in which Dow Agricultural Sciences detected low levels of regulated GE corn (event 32) in a few commercial GE corn seed lines in January 2008.  FDA, EPA and USDA issued a joint statement on the event on February 22 concluding there were no public health, food or feed safety, nor environmental concerns.  Mr. Gregoire noted that this event had the same genetic construct as another investigated event from 2005.

(NOTE: Mr. Gregoire’s PowerPoint presentation will be 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 on the right, then on the Committee name and the March 5-6, 2006 meeting.)

In answer to questions from the Committee, Mr. Gregoire made the following points:

· An Advance Notice of Proposed Rulemaking (ANPR) regarding transgenic animals, on which the AC21 had been briefed at the November meeting, is currently in review.  USDA is discussing with FDA the regulatory authority regarding transgenic animals, what regulatory gaps may exist, and how those gaps might be filled by USDA.  Mr. Gregoire did not know when the ANPR will be released.

· Regarding Event 32, Dow had reported to BRS that they believed the incident occurred in a test plot where several varieties of corn were grown.  APHIS and EPA are still in the process of investigating.  USDA verified the test methodology used by Dow for detecting Event 32 but is not at this time testing the corn seed itself, although it could at a later time if requested by a trading partner.

AC21 members offered the following views or clarifications with respect to Dow Event 32:

· One member believed the food products should not be used in pharmaceuticals, given the frequent occurrence of contamination events.
· USDA should require testing methodologies and conduct testing for new events.
· The only difference between event 32 and the previously 2005 event was the insertion location of the gene.

One member offered the view that the BQMS would be difficult to implement in universities and noted the importance of bringing academia into the program to prevent market loss because of contamination events.

VI. 
New Charge: Transgenic Animals

Dr. Schechtman introduced the new charge for the Committee’s consideration: 

At the previous AC21 meeting, members learned that using existing regulatory authority, FDA could regulate some or all transgenic animals using either the ‘food’ approach analogous to its approach for transgenic plant-derived foods, or regulating the transgenic modifications as ‘new animal drugs’.  Under either approach, what are the appropriate regulatory roles for USDA for these animals?

Dr. Schechtman reminded AC21 members that, at the November meeting, they heard six presentations covering a range of subjects about transgenic animals to provide background and context, including:

· Background science and scientific developments;

· Status of U.S. regulatory work in the area;

· Producer reactions to new technologies;

· Downstream reactions at the consumer level; and

· Social and ethical issues around animal technologies.

(NOTE: These PowerPoint presentations will be 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 on the right, then on the Committee name and the November 28-29, 2008 Seventeenth Plenary meeting.)

Dr. Schechtman noted that the Department chose that the AC21 further discuss an area that the Committee had identified in its third paper, i.e., the lack of clarity regarding the federal regulatory system for transgenic animals.  He asked the Committee the following questions:

· How should USDA move forward based on its statutory authorities if FDA opts for either one of the two potential courses: regulating transgenic animals using the “food” approach, or regulating them as “new animal drugs”?

· How should USDA complement rather than duplicate FDA’s efforts?

· What additional safety assurance or support for consumers or the marketplace can USDA usefully provide?

He emphasized that the AC21 was not being asked to weigh in on FDA’s chosen course of action as that is outside the Committee’s mandate.  He also stated that any advice from the Committee would not be construed as any sort of implicit recommendation or endorsement of any FDA action.

In preparation of the discussion on transgenic animals, Dr. Schechtman briefed the AC21 on USDA’s activities relating to animals in general.  Referencing the one-page chart included in the meeting materials, he listed various roles the department fills in that area. 

VII.
Review and Discussion of New Committee Charge

(Note:  The AC21 members discussed their charge on transgenic animals 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 AC21 agreed on the following parameters as critical to shaping its work plan for the new charge:

· Completing its work in 2-3 full Committee meetings;

· Conducting its work concomitantly with an active ongoing discussion of the regulation of transgenic animals within the federal government, across multiple agencies, recognizing that proposed policy may or may not be made public and available to the Committee during its deliberations; and

· Recognizing that transgenic animals that potentially could fall within USDA’s purview (for example, cattle producing therapeutic compounds, transgenic fish raised in aquaculture, etc.) are being developed for commercialization.

In considering the scope for the AC21’s deliberations, members agreed that the Committee should:

· Focus on a subset of the whole range of potential transgenic animals, specifically food animals genetically engineered for food and non-food uses;

· Discuss both regulatory and commercialization or marketing issues associated with transgenic food animals for food and non-food uses; and

· Only consider recommendations relating to USDA’s potential roles.
During their discussions, members noted the following as potential elements of an ideal Federal oversight system for transgenic animals:

· A meaningful forum where the discussion of ethical issues related to transgenic animals (for both food and non-food uses) can take place and the decisions of which would matter in terms of regulatory decision making on the technology;
· Transparent public participation;

· Dialogue between the regulators and those developing the transgenic animal to start as early as possible before the commercialization stage;
· A tracking system for the transgenic animals with both positive and negative labeling; 

· Education of stakeholders, a responsibility that should be shared by the product sponsor and USDA and that should include a discussion of the benefits to the producer, supplier, consumer, society, and environment;
· Assessment of potential impact on international markets; and
· Evaluation of alternatives (such as timeline to achieve the trait via traditional breeding).
(There was no attempt at the meeting, however, to come to formal consensus on this list.)   

One member referenced workshop proceedings released by The Pew Initiative on Food and Biotechnology in December 2005 from two workshops held earlier that year, entitled Exploring the Regulatory and Commercialization Issues Related to Genetically Engineered Animals.  (Note: The proceedings can be accessed online at http://www.pewtrusts.org/news_room_detail.aspx?id=36788.)  Beginning on page 62 of the proceedings, there is a list of “Attributes and Components of an Ideal Regulatory System” brainstormed by the workshop participants, as well as some issues to consider beginning on page 67.  The member suggested using these lists as a starting point for the AC21’s own deliberations on an ideal regulatory system for transgenic animals.
One committee member offered the suggestion that the committee not focus in its report on the specific regulatory authorities that apply to USDA and the legal distinctions between USDA and FDA authorities, but rather consider the core competencies that reside within the Federal government and within USDA specifically, and how those competencies might form the basis for an appropriate regulatory system for transgenic animals.  A number of committee members offered support for this approach.

In their discussion, AC21 members noted areas for further consideration under the broader topic of marketing:

· Consumer choice (including labeling);
· Procurement and consumer branding issues relating to the supply chain and marketability;
· Trade; and
· Channeling and segregation.
Committee members identified the following as principles that should be included in a regulatory roadmap:

· Benefits analysis;
· Food safety determination;
· Animal health and welfare;
· Environmental impact evaluation;
· Public participation; and
· Transparency and clarity of roadmap.
During their considerations of the scope, individual AC21 members made the following additional points:

· The final product of the Committee should not be an issues paper.

· The Committee should focus on the development and commercialization phases, rather than research and pre-development phases.

· Other than fish, there are not a lot of other transgenic animals in development right now.  This could be because there is no clear regulatory framework for transgenic animals.  However, the AC21 should not exclude from their deliberations transgenic animals that are currently being developed, such as fish and shrimp.

· With regards to transgenic animals, among the main issues for consumers and the public are trade and market concerns.  The Committee should therefore look at the marketing and commercial concerns that will be raised in the context of transgenic animals, which are under the purview of USDA.

· Food safety is under the purview of FDA.

· The acceptability of transgenic animals for consumers will hinge on their ethical concerns, and how they are addressed will ultimately determine if there is a market for products from those animals or not.

· It is possible that before the end of the AC21 deliberations on this topic, an Advance Notice of Proposed Rulemaking will be published by USDA and could change the nature of the Committee’s discussion.

· Ethical decisions regarding policy are typically made at the high level political arena, not at the agency level.  One member argued that when talking about a regulatory system, ethics should be separate. Another member pointed out that any ethical discussions should take place before development, so that producers will not end up with a product that cannot be marketed. 
· Consumers can make their own ethical decisions but they have to be provided with meaningful choices, which may be achieved via good labeling.  One member cautioned against too much labeling because, after a certain point, the consumer stops reading them. Labeling is just one tool of many to facilitate consumer choice.

· Animals are fundamentally different than plants; people will have stronger non-regulatory issues associated with transgenic animals.  Therefore, USDA will have to deal with transgenic animals differently than transgenic plants.

· The biotechnology and pharmaceutical companies utilizing transgenic animals will be expected to have a high level of corporate responsibility.  Any transgenic pharmaceutical animal will need approval from FDA before it could be shifted into the food supply, a costly process for the company.  There is a very high incentive for these companies to keep non-food-use transgenic animals out of the food supply.
· For international trade, USDA has to agree with international scientific standards through which safety issues can be resolved; this also entails a certain level of oversight in order to make foreign governments and domestic and international consumers more comfortable.
· Heretofore, there has not been a need for mandatory government oversight of the overall supply chain for agricultural biotechnology, because biotechnology-derived products that have completed all regulatory requirements have been deemed to be legal in commerce.  If there is a need for an animal identification system, then the government can play a role in certification.

· More government oversight would lead to a higher level of consumer trust in the food system.  There needs to be some government role in mandating channeling and segregation.
· A completely opaque, non-challengeable food safety assessment without any labeling or a government tracking system that would allow people to avoid the product would not work.

During the discussion, the following questions were raised:

· What is USDA’s role in the commercialization stage?

· If cloning was being done in conjunction with transgenic animals, would there be different issues?
· What are the gaps in the current regulatory system?  Could these be effectively identified by considering hypothetical scenarios that considered attempts to get around the system? 
· Given the industry aversion to negative labeling for recombinant bovine somatotropin (rBST), would it be feasible to have negative labeling for clones and transgenics?

· How will the progeny of transgenic animals be treated?  What if the progeny do not express or do not have the transgene?

· Might segregation and channeling be the mechanisms for the government to ensure that transgenic food animals not intended for food uses do not enter the food supply?

· Who will be responsible for setting up and controlling the tracking system for transgenic animals in general and pharmaceutical transgenic animals in particular?  Would this be a role USDA could take on?
· How would new transgenic animals and products developed in other countries be approved for import in the United States?  What is the current approval process for imported transgenic plants?  What role does USDA play?
AC21 members requested the following information:

· Descriptions of different models for ethical decision-making that are used around the world and taken into consideration during regulatory rulemaking (e.g., outputs from the European Group on Ethics in Science and New Technologies)

· Examples of what USDA has done in the past or is currently working on to bring new products to market that have more visibility and may not necessarily be accepted by consumers

· Additional information on USDA’s actual authorities with respect to animals in general, identifying the specific authority and the agency involved; and the financial resources spent on each activity, and including
· USDA’s enabling statues

· USDA’s role in tracking and segregating animals

· Where USDA would have mandatory authority to track transgenic animals

· Participation of other agencies (i.e., FDA, National Marine Fisheries Service)

· USDA’s role regarding animal health and welfare

· Import regulations for live animals, genetic stock (i.e., embryos, semen), and finished or harvested animal products, and the role USDA plays in the import process

· FDA’s current regulatory authority and its limitations

· International models for tracking and segregating animals, whether voluntary, mandatory or via certification

VII.
Public Comment

Four members of the public provided comments to the Committee. 

A. Matthew Rales, Weston A. Price Foundation, commented on AC21’s paper on coexistence.  Mr. Rales informed the Committee that the Weston A. Price Foundation’s goal is to provide the American people with “nutrient–dense” food, the choice to choose their food and their farmers, and to secure for farmers the ability to choose to produce and sell their food locally.  He added that those at the Foundation believe in an inalienable right to have access to food eaten by our great-grandparents and that there are differences in food depending on how it is raised.  Mr. Rales asserted that labeling the agricultural marketplace as “diverse, dynamic, and complex” is misleading because it does not take into consideration farmers who farm under nature’s principles and who are not recognized by USDA as viable alternatives.  He asked for the freedom to engage and exercise the right of real food commerce without institutional interference.
B. Joel Salatin, of Polyface Farm and representing the National Independent Consumers and Farmers Association (NICFA), also provided comment on AC21’s paper on coexistence.  Mr. Salatin said that the NICFA strives to promote and preserve unregulated direct farmer-to-consumer trade that fosters availability of locally grown or whole produced food crops.  According to Mr. Salatin, USDA favors industrial agriculture, which has resulted in human health problems such as Bovine Spongiform Encephalopathy, E. coli, and avian influenza.  He argued that unregulated farmer-to-consumer trade will yield a vibrant, diverse agricultural and food reality.  Further, those who wish to should be able to opt out of the global industrial-agricultural food complex.
C. Jaydee Hanson, a policy analyst at the Center for Food Safety, commented on FDA’s risk assessment on cloned animals and safety concerns with cloning transgenic animals.  Mr. Hanson voiced concerns about the implied assumption that there will not be problems with cloning transgenic animals.  He did not think that there was adequate research about the transgenic aspects of the animals separate from the effects of cloning.  He cited studies that showed genetic errors are not necessarily fixed in the offspring of clones, as asserted by FDA.  He also argued for the need of more studies on the welfare of the progeny and the health and safety of the cloned animals themselves.  Mr. Hanson suggested that the AC21 look at how the risk assessment for clones was done, so that a reasonable assessment can be carried out for transgenics.
D. Nina Mak, American Anti-Vivisection Society, commented on USDA’s approach to cloned foods, citing reports from the European Food Safety Authority and the European Group of Ethics that concluded cloning adversely affected animal health and welfare.  She requested the government be careful how it communicates to the public about the cloning issue.  She noted that animal welfare, ethical, and other considerations apply to both cloned and transgenic animals, which will affect markets and trade.  Ms. Mak asserted that organic is not an acceptable solution for those who do not wish to eat cloned animals because it is not readily available in restaurants, supply is limited in grocery stores, and could be price-prohibitive.  She requested establishment of a framework to address consumer choice issues before transgenic animals are commercialized and produced.

VIII.
Discussion of Work Plan and Next Steps

The AC21 discussed and agreed to the following next steps:

1) Convene a work group to further frame the Committee’s charge.  The facilitators will put together a brief summary of our deliberations from the meeting so that the work group can use the information.  The facilitators will organize also a conference call for all Committee members to review, discuss, and refine a proposal from the work group.  Greg Jaffe, Alison Van Eenennaam, Jim Robl, Steven Leath, and Nancy Bryson will serve on the work group.

2) Provide information on three topics at or prior to the next meeting:

a. Legal analysis of USDA’s authorities on the range of topics identified by the Committee (it was noted that Nancy Bryson had agreed to provide such a written analysis to the committee before the next meeting);

b. Animal imports – what is done currently to inspect imported animals and animal products; and is there anything specifically done for imported transgenic animals and their products?; and,

c. Animal welfare – what are USDA’s authorities and how might they be applied to transgenic animals?

In addition, it was noted that more information about animal tracking systems for programs like “Grass-fed”, “natural” and other designations would be helpful.

3) Schedule the next 2-3 Committee plenary meetings.
IX.
Conclusion

Dr. Schechtman thanked the Committee members for their work during the meeting and adjourned the meeting at 2:45 pm on the second day.
� Some of the new members introduced themselves later in the meeting because they were unable to attend at the meeting’s start.
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