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P R O C E E D I N G S
DR. SCHECHTMAN:  Welcome and good morning.  This is the eighteenth meeting of the U.S. Department of Agriculture's Advisory Committee on Biotechnology and 21st Century Agriculture or AC21.  My name is Michael Schechtman and I'm the Executive Secretary and Designated Federal Official for the AC21.  

Welcome everyone.  I hope that members didn't have trouble getting into town in the bad weather last night.  To my left is the AC21 Chair, Dr. Patricia Layton, who's also Chair of the Department of Forestry and Natural Resources at Clemson University.  She'll be providing remarks in a few minutes.  To my left and right are our facilitators, Ms. Abby Dilley and Ms. Debbie Lee from the organization RESOLVE and Ms. Cynthia Sulton from the organization HW&W who are our partners in helping us make the advisory committee process work.

We have around the table members of this advisory committee and several ex officio members of the committee representing other federal agencies and the State Departments of Agriculture and others should be joining us as well over the course of this meeting.

We will have some additional USDA visitors to this meeting as well.  I'm pleased to note that later this morning we will have the USDA Chief of Staff, Mr. Dale Moore, here to receive the report on coexistence you have completed and to express his thanks to you.  

We will also have here today Under Secretary for Marketing and Regulatory Programs, Bruce Knight, who will provide the committee some updates on the market transition effort USDA is undertaking following up on the U.S. Food and Drug Administration's publication of its final risk regarding the safety of food products and cloned animals.  

In addition, later this morning we will have the opportunity to introduce to you Michael Gregoire who is the new Deputy Administrator for Biotechnology Regulatory Services from USDA's APHIS, the Animal and Plant Health Inspection Service.  

For those of you who are new to this committee or are in the audience and are unfamiliar with this, among the great many other things that APHIS is responsible for is regulatory oversight on the part of USDA over transgenic organisms, including plants.  Mr. Gregoire replaces Rebecca Bech who has moved on to become APHIS' new Deputy Administrator for Plant Protection and Quarantine.  He has been in his new position for just about exactly two months.

Michael will give the committee a few brief updates on some APHIS activities.  In addition, Jeremy Stump, Senior Advisor to the Secretary on a number of topics, including biotechnology, will be here later today or tomorrow to listen in.

I'd like to welcome three new committee members to the AC21.  Steven Hensley from the USA Rice Federation, Steven Leath from the University of North Carolina, and Jamie Jonker from the National Milk Producers Federation.  We'll repeat these introductions tomorrow because our three new members learned of their appointments only very recently and only one is able to join us today.  So, welcome.  Dr. Leath and Dr. Jonker had prior commitments for today, as I said, so will be joining us tomorrow.  

As well, I'll welcome back to the committee a number of members whose terms expired and who have been reappointed to the committee by the Secretary of Agriculture.  Daryl Buss, Leon Corzine, Randy Giroux, Margaret Mellon, Brad Shurdut, Jerry Slocum, and Carol Tucker-Foreman.  You will all have a chance to introduce yourselves in a little while as was the members who were not up for reappointment and who are still on the committee.

Several members have left the committee as well:  Bowen Flowers, Michael Dykes, Sarah Geisert, Duane Grant, Nicholas Kalaitzandonakes, and Steven Pueppke.  Our Chair, Patricia Layton, has some additional words for them in a few minutes.  I'll express my great gratitude for all of their contributions and their service to U.S. agriculture.

Additionally, Russell Kremer, Michael Engler, and Fuller Bazer will not be here this time and Nancy Bryson, who is on the agenda for a presentation today will not be able to do that and may or may not be able to join us tomorrow.  We've had many more scheduling conflicts by members than we anticipated for this meeting, but we will move ahead and we'll talk about we'll fill that time as we go along on the agenda.  

For completeness, I'll mention that one of our ex officio members, Dinah Bear, from the President's Council on Environmental Qualities has retired and, in addition, the ex officio member from the Food and Drug Administration, Kathleen Jones, is in the process of being replaced on this committee with someone with animal expertise.  So, we will not have an official FDA representative at this meeting but I'm hopeful that we'll have one for the next meeting.

We'll, as usual, have a very full agenda so we ask that when the meeting is in session conversations need to be limited to those between members.  The public will be invited to participate by providing comments to the committee and USDA this afternoon between 3:30 and 4:45 and I note that we do have a few signed up for this meeting.

For members of the public who request to speak during the public comment period, I will need hard and electronic copies of your remarks.  We will be preparing the Minutes of this meeting and a transcript of the meeting will also be available within around six weeks or so.  We hope to get the Minutes and all the announcements on the Web.  

The AC21 has a web link to the overall USDA website.  It can be reached through USDA's biotech portal at www.usda.gov by clicking on “Agriculture,” then clicking on “Biotechnology,” and then clicking on the committee's name.  For any members of the press who may be in attendance you're welcome to speak to whomever you wish during the break of this meeting and before or after the meeting itself.  We ask that you not conduct interviews or request comments from members while the AC21 is actually in session.

I and the AC21 Chair will be available for questions and comments at the end of each day of the meeting.  I would also like to echo what Dr. Layton said and request that all members of the AC21 as well as all members of the audience and the press, should any be here, please shut your cell phones, beepers, and Blackberries while in this room.  They interfere with the recording of the meeting and we need to have an accurate transcript.  

Bathrooms are located on either side of the patio space just across this room.  For information of members of the public, let me indicate that the AC21 has two distinct charges from the Secretary of Agriculture in its charter.  First, examining the long-term impact of biotechnology on agriculture and the work of USDA which the AC21 has interpreted to mean over the next five to ten years and the second one, addressing pressing, specific biotechnology-related issues again defined by the Secretary.

The committee has already completed significant pieces of work related to these charges and the three previous AC21 consensus reports are available for the public.  We have one more report to add to the collection of consensus reports today.  That report is already on the table.  

Over the next two days we have several objectives for the committee.  First, introduce new members to the AC21 as well as thank departing members for their service, a process obviously we already started and we'll return to in a few minutes; to officially present to the Office of the Secretary, actually the Chief of Staff, Dale Moore, AC21's latest consensus paper responding to the question, “What issues should USDA consider regarding coexistence among diverse agricultural systems in a dynamic, evolving, and complex marketplace?”
And, of course, take a few minutes to commemorate your achievements; to provide an update to the AC21 on USDA's efforts to ensure smooth marketplace transition for livestock animals in the marketplace, on the agenda for 10:20 this morning--even recognizing that the subject may be outside the committee's formal charge per se it's still of interest to this committee; and, finally, to begin discussions related to potential USDA regulatory role in the oversight of transgenic animals.

I'll have more to say about the topic in a little while.  Just outside the door there is a table with meeting documents, background documents on it.  Please take only one copy.  For this meeting, we have a series of documents.

There are background documents which include the AC21 Committee charter, AC21 Bylaws and Operating Procedures, a package of biographical sketches of all the current AC21 members, old and new, and the Draft Meeting Summary for the seventeenth AC21, which was held on November 28th and 29th, 2007.  There is a press release and some Q&A's regarding one unapproved corn variety that was recently discovered at extremely low levels in a few varieties of corn seed.  Mr. Gregoire, when he gets here, will speak to that in a little while.

Finally, we also have as background for the public the three earlier reports that were developed by consensus in 2005 and 2006 out on the table.  Specifically, for this meeting we have several documents.  First, the Provisional Agenda for this meeting; second, the new consensus report you've signed off on; third, fourth, and fifth, some excerpted chapters taken from several reports developed by the former Pew Initiative on Food and Biotechnology, one relating to potential regulation of transgenic animals in general, a second to regulation of transgenic fish, and a third to regulation of transgenic insects.

All were reproduced with permission of Pew.  The full report is accessible on the internet.  Sixth and seventh, we have a draft document describing in general terms the animal-related activities that are undertaken by the various agencies and separate table summarizing those activities very briefly and broadly.  And, eighth and finally, a handful of slides from a presentation on regulatory authorities around the government for transgenic animals given at the last meeting by Mr. Fred Degnan.  

Please note on the agenda for this meeting that there are breaks scheduled morning and afternoon.  For members of the public who wish coffee, coffee is available in a restaurant down one floor.  Also on the agenda, let me note again that we're planning for a period of one and a quarter hours for public comment from 3:30 to 4:45 p.m.  We want to be responsive to the public and see as the meeting progresses how we need to structure that time.  If there are only a few commenters we will find other uses for that time as always.

So, again, members of the public, if you wish to make a comment and you've not done so already, please be sure you've signed up on the door so we can plan that time.  I'll save my other remarks about your work on transgenic animals for a little bit later and let me instead turn to our Chair, Dr. Patricia Layton, for her words of welcome and thoughts and for her introduction of the newest committee members as well and for the go-around for the members who are here.

DR. LAYTON:  Thank you.

DR. SCHECHTMAN:  Good morning.

DR. LAYTON:  Good morning, everyone, and welcome to the eighteenth meeting.

DR. SCHECHTMAN:  One second.  I'm told that we're having interference from somebody's Blackberry or cell phone.  Please check to make sure that all of your devices are off.

MS. DILLEY:  And if you're using a laptop it's really difficult if you're on the internet connection.  That also creates bad -- so please don't check your email on line because it really creates a problem for the person who is trying to transcribe this.

DR. SCHECHTMAN:  And we get some remarkable mis-transcriptions when there is static.  


(Discussion off the record)

DR. SCHECHTMAN:  Okay.  Sorry, Pat.  Sorry for the interruption.

DR. LAYTON:  That's okay.  Welcome and good morning.  It's hard to believe that this is our eighteenth time together for some of us, the longer-term members of the committee, forever it seems like. 

MS. DILLEY:  You mean that in a good sense.

DR. LAYTON:  I mean that in a good sense.  I was thinking about how working on documents of the type that we have worked on in the past with a variety of individuals around the table who represent different viewpoints has just been a remarkable experience.  It's been, for me, personally, a very broadening experience.  I have met and see diverse viewpoints that I had no idea existed and I think that others around the table have probably learned things that they didn't know by being on this committee.

I find that my experience on this committee has been very, very valuable to me and my look at the world and with that, I would welcome our newest member and hope that you, in your tenure on the committee, because I don't think the other two are here yet, will find that it is as broadening and knowledge-enhancing as we have found it.

You know, when I ask, why did you pick me to be on the committee and they said, well, we figured if you could chair a faculty committee you could handle this and I have to tell you, you all are a lot easier than faculty.  So, I really appreciate all of the work.

I think it's remarkable that we have three full documents on the table that took an awful lot of effort and work and I think that we have a charge today that's going to be, we have about three more meetings to get something done, and it will take all of our skills and work to make sure that we get something to the Secretary in that time period because I think our charter for the committee ends in February of 2009.  So, that's the timeframe we're working under to try to get that out because who knows what will happen to the committee at that point in time.  

It's not automatic that it would be rechartered.  So, I think that we're going to have to really come together and figure out what we're going to do, figure out, that's a southern thing, and determine what we can accomplish and not accomplish over the next few meetings and try to get as much done for the Secretary as we can.  

I know that many of us, Daryl especially, has been waiting for animals for eighteen meetings.  It's here.  And, so, we're very excited today to be able to -- Daryl slept through all those corn meetings -- and me, too, because we haven't talked trees.  But, I think all in all, this has been an absolutely wonderful experience and I'm very happy and I'm really sorry that Secretary Schafer could not be here today.  I think he would be very proud of us.  I'm sure the Secretaries have been very proud of the work that we've done and the documents that we've produced.

I hope that he enjoys the one that we're about to give him.  Steven, we usually allow the new members to tell us a little bit about themselves, so would love it if you would give us an introduction to you and what you hope to accomplish or bring to the table as a member of the committee and we are very happy to have you.

And then I'll ask everyone else, we'll simply go around the room, and give their name and affiliation.  Steve.

MR. HENSLEY:  My name is Steve Hensley.  I'm currently Senior Director of Regulatory Affairs, USA Rice Federation.  For those of you who are familiar with this federation we represent farmers, millers, merchants, and others in the United States rice industry.  As an industry, we decided very carefully and after lengthy discussion to not go the GM route.  Of course, you may also know that was taken out of our hands back in 2006 to the detriment of our markets.

Personally, I own and operate a livestock farm out in Virginia.  I live on it, work there all the time, take no vacations, standard small farming practice, so, I'm very interested in where we're going to go with this livestock issue personally.  In the rice industry, we obviously will have some decisions to make.  We've been looking over some of the products from this committee in the past and decided that it would be helpful if we could have a seat at the table.  So, thank you.

DR. LAYTON:  And, again, my name is Pat Layton, and I'd like now to go around the table.  We've already been introduced at the head table, so, Guy, if you will start, and just give your name and affiliation so Steve can figure out who we all are.

DR. CARDINEAU:  I'm Dr. Guy Cardineau.  I'm on the faculty of Arizona State University, Biodesign Institute and College of Law.

MR. JAFFE:  I'm Greg Jaffe.  I'm Director of the Biotechnology Project at the Center for Science in the Public Interest.

MS. VAN EENENNAAM:  I'm Alison Van Eenennaam from UC, Davis.  I'm a Cooperative Extension Specialist in the Animal Science Department.

MS. WHELAN:  Stephanie Whelan from Hawaii Agriculture Research Center.

MS. DILLEY:  Could you all speak up just a little bit because people in the audience can't hear very well.

DR. SCHECHTMAN:  And we can't either.

DR. MELLON:  I'm Margaret Mellon.  I'm the Director of the Food and Environment Program at Union of Concerned Scientists.

DR. SHURDUT:  Brad Shurdut, Dow Agrosciences and I head up Government and Regulatory Affairs.

DR. ROBL:  Jim Robl, President/Chief Scientific Officer for Hematech.

DR. SAXTON:  I'm Paul Saxton, Director of the Office of Agriculture, Biotechnology, and Trade Policy at the Department of State.

MR. GIROUX:   Randy Giroux with Cargill, Inc. and I serve as our Global Science Regulatory Leader.

DR. BUSS:  Daryl Buss.  I'm dean of the School of Veterinary Medicine at the University of Wisconsin, Madison.

MR. CORZINE:  Leon Corzine.  I'm a full time farmer in Assumption, Illinois which is in the center of the State of Illinois and past president of the National Corn Growers Association.

MR. SLOCUM:  I'm Jerry Slocum.  I'm from northwest Mississippi and I'm not a rice farmer. I raise corn and soybeans and soft red winter wheat and we own a chain of four country grain elevators.

DR. SCHECHTMAN:  Thank you all for those introductions.  We'll give them again tomorrow when we have the other new members here at the committee as well.  I know that on the agenda now we are scheduled to have a visit from our Chief of Staff for USDA, Dale Moore.  He hasn't been seen yet so why don't we go through --

MS. DILLEY:  Just in terms of looking at the agenda for the two days, Michael has already laid out the objectives, the overall objectives, and we have them on the draft agenda, the green sheet that was posted out there.  I just wanted to say a couple of things about the agenda.  

Obviously, this morning is dedicated to -- most of the morning is dedicated to the report and having a conversation about that from the Chief of Staff or other members in the audience from USDA about the report, just hear a little bit more about what it contains.

And then we have several updates following that, as Michael has already mentioned.  And then we start -- the vast majority of the meeting is dedicated to getting our arms around our particular charge for transgenic animals on paper that we can work with.   It's on the agenda actually on the second page.  

And as we -- for those of you who are new to this process at the beginning, those of you who are better at this, it takes us a while to really get our arms around our charge, partly because there's a lot of different ways you can interpret some of those words.  It's also just back and forth in terms of an iterative process to figure out how to develop a work plan and sorting through, first of all, as has already been mentioned, we have two to three meetings to complete this charge.

So, I think we need to be brutally realistic -- is that the right terminology -- as to what we can accomplish and then time, given our charge, and then just how we want to best structure getting through a work plan to meet our charge as best we can in the time we have.  And, so, sorting through some of the terminology in the pieces and how that affects our work and whether we want to perform that work and what information we might need beyond this meeting and how we can best provide that information.

Often we have presentations but there are other mechanisms that we've used in the past, either through documents or conference call, or, some other ways of exchanging information or conversations and then sorting through some of the other pieces of our charge.

Obviously with this one we have a fairly open piece on the transgenic animals so one of the things we first need to do is figure out what animals are we talking about and what are we taking off the table, not that they're not important, but again, we have a limited amount of time to meet our charge.  So, how do we get our hands around this charge in order to be able to sort out our work plan and do it in the time that we have?

So, that process begins at 11:45.  We have an hour designated for that, as Michael has already mentioned.  Nancy Bryson, unfortunately, can't provide a presentation.  She had committed to providing information to the committee that we decided would be helpful and important.  So, she took on to do that.  She just couldn't -- her day job interfered with doing that on the time frame that we had for this meeting.

So, in addition to her providing some material I'm sure there are other things that we'll identify that we need to have in order to meet our charge.  We do have some materials.  As Michael has already referenced, we have reports that were sent out to committee members in advance of the meeting, but, then also Michael's put together some documents, general type of activity, USDA activities that are related to animal agriculture, a non-comprehensive description, but, I think will help supplement.

We also have Fred Degnan's overview and the meeting summary from the last one so that's reference materials and that's why we need a bigger table so there's a lot of materials to refer to while we're going through our conversation.  And I just want to make sure that when you do break that you gather those materials.  You don't need to do it now because Dale just stuck his head in and I'm sure he'll be back here shortly so we can go back to our original agenda.

But, just to give an introduction and then we'll have the public comment to it and then tomorrow is really going to be dedicated to getting our arms around the charge and setting up the work plan and figuring out what we need to do between now and the next meeting in order to really get a full jump start on our charge.  

So, that's what we have for the next two days and I just wanted to see if there were any questions to the overall agenda before we shift gears here.  Any questions?  Okay.  Then I thank you.  

DR. SCHECHTMAN:  I'm very pleased to welcome Dale Moore, Chief of Staff for USDA.  What I'm going to do is turn the meeting over to our committee chair and I guess we can say that we have a little presentation and remarks to describe what we're going to give you.

DR. LAYTON:  Okay.  Welcome back.  You've been with us before and so you've met most of the members we don't need to run around the room to refresh your memory.  We're joined by a new member, Steve Hensley with the Rice Federation so with that, we will not take up our time with that.  

We're very pleased today to present with you the consensus paper as a combination of the effort on the charge given to us originally by Secretary Johanns and the question you asked us then was, “What issues should USDA consider regarding coexistence among diverse agricultural systems in a dynamic, evolving, and complex marketplace?”
MR. MOORE:  I didn't write that.

DR. LAYTON:  It didn't sound like you at all.  Which we were just discussing took us a long time to determine what that really meant and we're hoping that this one doesn't, the next one doesn't.  This paper represents our fourth consensus document that we've developed as a committee.

The other three documents address previous charges and they include “Global Traceability and Labeling Requirements for Agricultural Biotechnology-Derived Products: Impacts and Implications.”  That was concluded in May of 2005, along with another report, “Preparing for the Future,” a document outlining three possible future scenarios considered as a discussion tool for anticipating and preparing for the 21st Century, and then, more recently, “Opportunities and Challenges in Agricultural Biotechnology: The Decade Ahead,” which was submitted to you all in May of 2006 and it identified a number of topics of importance for the members of the committee.

The committee received its most recent charge in August of 2006 and we have vigorously discussed this charge over five sessions and a few conference calls and we've really given this topic a lot of attention and consideration.  As you know, coexistence is a subject not only important here in the United States, but, at national, regional, state, local levels.  It has a lot of attention globally.

We focused on the domestic arena for purposes of this paper and we had defined coexistence as the concurrent cultivation of conventional, organic, and genetically engineered crops consistent with the underling consumer preferences, choices, and we've defined conventional, genetically engineered, and organic.  Organic is defined by the USDA and their standards so we define those in the paper so that there's no question about what we're talking about.

As with all of our documents, and particularly with this one, as it's so brief, the comprehensive and informative dialogue the committee has conducted in fulfilling its charge is not all captured.  The paper has been developed through a consensus process and, therefore, does not attempt to detail the range of viewpoints, although you'll hear one in a few minutes about the range of viewpoints we had on this topic.

What you'll see in this paper is how we have been able to identify and articulate a common reflection on the topic, including our consensus views that currently coexistence is, in fact, happening relatively well here in the United States and continuing to encourage coexistence is a worthwhile goal.

We also put forth our collective thinking regarding factors fostering and challenging coexistence now and in the future.  We hope our paper will be of assistance to USDA in continuing to support coexistence.  

I'd like to now turn to a few of our committee members to provide additional information on the paper and to give you their perspective on the committee's deliberations.  Then you have time and we have time we'd like to turn over our discussion to all members and answer any of your questions or questions from others from USDA who might be here with you today.

So, we'll hear from Greg Jaffe, Brad Shurdut, Leon Corzine, and Mardi Mellon, and Randy Giroux, and I'd like to have Randy Giroux set the context of how we developed this paper.

MR. GIROUX:  Thank you, Pat.  As mentioned, the committee has presented three other consensus documents.  Many of the topics addressed in those other reports are relevant to this report today because they include such topics as identity preservation, tracing and testing, affects of asynchronous product approvals, and the commercialization of events without major market approvals, local moratoria on the planting of GE crops and varieties in the U.S., government policy related to the adventitious presence or low-level presence of GE materials and the ability of the overall federal regulatory system to address consumer concerns.

These topics bear mentioning because we decided not to repeat all those previous discussions and instead reference these other documents, which I'm sure you've read at this time.  Reviewing the other documents, Dale, will help fill in the broader concepts of this paper and the overall topic of coexistence and as we've discussed here in the committee.

In addition to building on those previous deliberations over several meetings, I believe 18 meetings at this point, we also benefitted from a number of presentations from a broad array of stakeholders which provides different aspects of coexistence and really, in my opinion, helped round out the value of this committee.  We found growers who were able to produce and exercise coexistence on their particular farms for GE and/or conventional crops; representatives from the seed trade industry, the grain and processing industries, and members of the organic growing community as well.

As well, we had a number of exceptional experts on consumer preferences and how those preferences are expressed and responded to in the marketplace and how the law addresses those market imperfections and USDA's efforts to support organic production in the United States.

These presentations and our associated deliberations spanned a wide range of ideas, perspectives, and questions as we grappled with developing our approach to this paper on coexistence and meeting the charge and entailed our determining first, as Pat has mentioned, what does the term coexistence mean to all the members of the committee and how can we define that.

Secondly, what is the general status of coexistence domestically here in the U.S. and why is it the way it is, and, thirdly, what factors affect coexistence either positively or negatively here in the United States.  This paper then followed this general outline and Greg will help us now present the key concepts around which consensus was built by this committee.

MR. JAFFE:  Thank you, Randy.  Yeah, I think that when we tried to get around coexistence I think that one of the things that we learned was that while coexistence seemed to be a very big issue internationally, a big hurdle as to whether we can have coexistence or not, what we found out was that, you know, coexistence among the three categories of crops is something that was happening in the U.S., although some people have different views as to how well that's happening.  

We did think it was happening and that was based on some interesting facts that came to light to the committee.  One was that the U.S. is the largest producer of GE crops in the world.  Secondly, the U.S. is one of the largest producers of organic crops in the world.  Third, the U.S. is one of the largest exporters of conventionally grown, identity preserved, non-GE crops in the world, and, fourth, as Randy said, we had farmers come and speak who did all of those, some or all of those different production methods and on the same farm.

So, all those facts showed us that coexistence was happening here in the United States and wasn't as big a deal as in other countries.  So, it appeared that the U.S. supports the coexistence of these different areas.  Now, I think different AC21 members have different views about how well coexistence is working.  We all agreed that fostering coexistence is an important and worthwhile goal and the report, therefore, sets out where we think we're doing a good job fostering coexistence or we think there might be challenges going forward.

Now, I'll turn it over to Mardi to talk about some of those different views about both the world today and tomorrow.

DR. MELLON:  Thank you.  As Greg said, I think the committee overall agreed that coexistence was ongoing and happening in the U.S. but there was a divergence of views on how well it's happening, whether it's happening well enough and basically no additional attention is needed.  And there was a divergence between how well coexistence was going and we explored various aspects of that in some detail.

We did try to recognize that where you've got different production systems operating together, that you're going to, in many cases, limit the choices that farmers have in terms of what they can grow and the markets they can serve and the kind of products that they can turn out.

We also recognized that for consumers, they, too, as a result of -- I'm trying to -- of the fact that on the farm people are trying to make regionally or on the same farm are trying to make coexistence work and their choices are going to be harder for them to find products that don't have GMO's in them if that's what they're looking for.

And we also talked about the fact that proximity of the different production systems can sometimes cause problems between farmers.  We-- folks can find out because they're downwind of the neighbors that they're selling a product that they never would have sold if they had a choice. 

Now, we also, you know, talked, heard from farmers both on the committee and off that many times the farmer-to- farmer issues, you know, can be worked out in ways that they have been -- really that are longstanding mechanisms for that, but, nonetheless, they persist.

So, I guess, you know, we did note that the success of coexistence does depend on continuing to have the three modes of production, organic, and identity preserved, and GE and that the government will continue to support all three and I think that there's a general agreement that that support should continue and be ongoing and that the prosperity of all of them is what we're searching for.

MR. CORZINE:  Well, what we've learned and what I think is absolutely imperative that we recognize and build on the factors enabling coexistence as we look to the future in meeting the needs of a growing population around the world.  And some of our thoughts on the factors enabling coexistence that we learned were, one, the cooperation and market orientation of all stakeholders, legal and regulatory framework that has enabled different markets to develop without interfering on their ability of participants in the food and feed supply chain to establish their own standards and procedures; the development and ability of identity preservation systems and accepted test methods to meet market-based thresholds for adventitious presence, appropriate for specific applications and needs; the commercial agreements, contracts based on clear, verifiable, and achievable specifications are working out there for the most part; expert knowledge in crop production management skills at the farm level enabling the co-production of the different types of systems.  A lot of times they're structured next to one another or side by side.

Expert knowledge in crop production management skills that do go ahead and promote the comparatively small size organic and identity preserved non-GE acreages in relation to GE acreages it's allowed easier accommodation of the production needs of organic, IP, non-GE production systems in with the commodity production and some customers and retail consumers to pay a premium for the differentiated food products, organic, non-GE, and other specialty products in the marketplace.

I'll turn it over to Brad Shurdut.

DR. SHURDUT:  Thanks a lot.  And as you know there's always a little flip side there from a diverse perspective and we've also identified as a committee some other factors that potentially inhibit coexistence or may inhibit coexistence in the future.  I want to briefly touch upon a couple of things that I think stand out as part of that discussion.

Clearly the issue of adventitious presence, in terms of choice and choice of technology that if there's adventitious presence there's always that potential that it would potentially limit other production measures that may be employed.

I'll give you a good example.  Although the organic standard, as you know, is performance-based, clearly there are a number of folks in the organic market that contract for zero tolerance.  If you contract for zero tolerance and there's AP, potentially it could limit your ability to move forward in organics.  So, that's one of the problems with AP.

The other -- a couple of other factors is as we diversify into biotechnology, right now we're very limited into the biotechnology, is a commodity crop oriented and on the organic side you have vegetables and different crops but as it diversifies, especially in the biotech area, it could potentially have an impact and stress of infrastructure and our support and our storage infrastructure and transportation.

So, as we grow, I know folks around the table here that are in the sort of delivery part from the folks we've heard from that, you know, clearly in the future if we don't modernize as we move forward clears that opportunity. It could be very costly to keep them separate going forward so that was one thought.

In addition, we obviously know that, you know, this whole supply and demand and the customer can have a significant impact on coexistence.  We've seen some examples in the past in terms of experiments, whether it be a McDonald's and having the non-GM potato, or, the whole discussion we had a couple of years back on wheat, but clearly the market and the end user and the customer dictates what they want and that obviously does have an effect back on the supply chain in terms of those crops that are grown to meet the demand of the supplier.

In addition, I think we need to think about what happens if there's a potential expansion of crops.  Again, as I mentioned, diversification of crops.  I think we're fortunate that we're able to manage very well today coexistence because we have commodity crops that are biotech and we really have the non-commodity crop, the niche crop, vegetables that are non-GE, so, it's easy to channel to IP, to separate.

But, as you have that sort of convergence in the future where you may have more GE vegetables, et cetera, there's the possibility that it could have a potential impact on the whole food system.

And then lastly, being a tech provider certainly you'd have some discussion regarding the future availability of a diverse seed supply.  From a company perspective, clearly we try to inform a market with supply and demand.  There's a demand for a particular seed, you know, certainly, you know, we will supply it and with the movement to biotech there's that perception that over time there's going to be less seed available for some of these other uses, a good strong hybrid approach with biotech, or whether it's demand, and potentially less vigorous hybrids for the uses.

Again, so, that's a perception and a discussion that we had that we need to make the availability of a diverse seed supply to facilitate and enable coexistence going forth.

So, what that one, back to Pat to wrap up.

DR. LAYTON:  Okay.  So, our members felt that there was a need for the continued coexistence of and support for all three production systems here in the United States.  We believe that USDA should continue to support those factors to enable coexistence among identify-preserved, conventional, organic, and GE production.  

We believe USDA needs to take note of the potential factors inhibiting coexistence and to consider actions it might take to further foster or identify coexistence among different agricultural production systems. It was a real learning experience for us to discuss these issues.  I think we all learned a lot about coexistence.

MR. MOORE:  Just among yourselves.

DR. LAYTON:  Just among ourselves and -- and about other things that go along with that.  I particularly enjoyed the infrastructure discussion.  Just for me personally, it was an eye opening discussion about infrastructure.  And, so, with that we turn the report over to you and to the Secretary for your use and consideration by USDA.  

MR. MOORE:  Thank you all very much.  You all did very well by the way.  I'm proud of you.  And on behalf of the Secretary and the Deputy, I apologize that neither of them were available to be here this morning, so, once again, I thank you all because of the fact that I get to be here and receive this report, I'm not upstairs, you know, working on parking places and other kinds of things coming across my desk.

But, the conversation that I was listening with kind of a fascination of the kinds of details that you all were bringing in and, it's kind of in no particular order, but, I want to go through some of these.  For example, you know, Brad, talking about the inhibitor.  Something that I hadn't really stopped to think about, but, I mean, just in one commodity alone.

When we went through, you know, this rice event, the Liberty Link, one of the challenges we had that, you know, being a Kansas guy, and, you know, there's a grain elevator, you know, every half mile out there somewhere.  You can figure, you know, all those different genes, you can sort all the different stuff out in the rice industry that's not the way, you know, the commodity flows and if you start getting a number of these different events popping up, they just become part of the customer's desire or more specifically the customer resistance to buy on that front, then the infrastructure to deal with that.

We're dealing with the different commodities that nonetheless impacts each of us on the fuel side.  You know, those times we hear a lot of different factors go into it, but, when there's less diversity among the various fuel blends that are used all over the country you don't think it moves through the pipeline to here, but, as certain seasons come along meaning, you know, standards are in place and all the different recipes doesn't necessarily require more fuel but it requires a whole lot more mixing bowls to keep everything separate and stored right too.

We've also got the issue with, you know, the bio, not just the bio, the renewable fuels coming through, but, you know, you can make that just about anywhere.  The critical factor inhibitor there is transportation.  How do you get it from, you know, southwest Kansas to over to Pine Green and Galveston, for example?

One of the things that I heard over and over too that I am pleased with and also recognize, it does put a responsibility on all of us here at the department who is supporting all three systems and I know in the Farm Bill debate even now there's some wrestling with that more specifically focused on organic, how do we ensure that the crop insurance coverages meet the needs of organic producers, but, at the same time there's a farm program, you know, keeping the playing field just on those programs as level as possible.

But, I also think that, I'm saying this very carefully, that the typical ag need that's immersed in the Farm Bill debate tends to think in terms of Title I types of issues when, in fact, I suspect, particularly the fruits and vegetables side of the equation, that even, you know, the points about, you know, farmers and their expertise and their ability to respond, there's got to be the research.

There's going to be issues like we've got -- you know -- we've got a very robust organic standards, you know, that are laid down in law, you know, improving, you know, the flow of the approval process, I'm not going to use the same terminology, but basically not working to get something approved here in the United States and then going out and start trying to convince China, Japan, Europe, whomever, that this is really neat stuff, you guys need to sign off.

Each one of those little hiccups are, you know, causes -- at the least it causes a little bit of breath-holding to make sure we don't, you know, have a trade gate shut down and, at most, you know, even the crews know very well, it takes an inordinate period of time to get a gate back open once it has slammed shut in some part of the world.

I think one of the areas that there's probably an X factor, and, Mardi, you mentioned a couple of these, and I'm curious if you all were listening and talking to the producers did you find any particular part of the country, region of the country, where the coexistence was probably more happily coexisting, to use a technical term, than perhaps or others or where it was perhaps a little more systemic may be another way.

DR. SCHECHTMAN:  We coexist around this table very well.

MR. MOORE:  I just was curious.  I know because it ties right into the issues raised by a couple of you on demands which you found some producers that were using all three systems.

I would hazard a guess, just based on years of doing this, that those guys and gals are probably not necessarily defining themselves typically as farmers.  They are business managers and taking it to the nth degree.

 

Because simply keeping all of these systems straight and your management straight and your neighbors happy, you know, is in and of itself a full time job which means they probably got other persons to run the tractor and combines and stuff because they're in the office full time managing things.

One anecdote.  This goes back to my days on the Hill, is that in Garden City, Kansas a guy named Lee, he started a small ethanol operation.  He had a feedlot.  He had a grain farming operation and he also got into aquaculture.  And we took a group of members of Congress and staff out to view this operation because it was basically a virtually integrated type of operation that the ethanol production, the bio products from that, the DDGs went in to the cattle feed.  Some of the corn he raised went into the ethanol.  A lot of it went into the feed market because he would source corn from other sources.

The aquaculture used the heat from the ethanol process, you know, to keep catfish warm in the wintertime because it's not the warmest place, even in southwest Kansas, but all of this was the type of operation that was extremely impressive and kind of made you go, wow.

And I turned around and asked Lee, I'm curious, what happens when you die.  Lee and I knew each other well enough that he didn't take it personally, but in fact, I'm looking at this operation, it looks like if you die, your family is going to have to hire about, you know, six lab coats and two MBA's to keep all of this straight.  

And, so, that kind of, you know, education and training would seem to me to be another component that is not often thought about in terms of what the department or our partners in the land grant system and you all around this table, you know, either through your organizations or through your individual companies can contribute to that kind of range of management expertise and training as we move forward.

I do want to thank you all for your very hard work.  It is fascinating that while we were wrestling with the Farm Bill that even in a non-partisan fashion trying to get coexistence just on things like the number itself before we even get to some of the policy discussions has been a challenge.

I would love to -- if you all have any questions for us because I know we've got some things that are queuing up and especially I see Marlene peeking through the door here.  But, Michael, I don't know if you have anything to add--I did read your talking points by the way.  Again, what you all were saying, and, again, I'm looking forward to meeting with the Secretary and his Deputy and I'd like to give you a heads up or one of you, that Ed, as he prefers to be called, so he asked that I call him Ed, Mr. Secretary, you might want to sit down and let me kind of get your schedule back in order and have you guys continue and I'll go through this in some detail with him on some of these details.

DR. LAYTON:  Our committee would stand ready to support the Secretary as needed.

MR. MOORE:  Well, you already have done that.

MS. DILLEY:  Well, you asked one question about different regions and I don't know if people want to respond to that.  I wish Secretary Polansky was here because he probably would have something.

MR. MOORE:  I mean, Adrian, I hope he's having fun because I'm talking about this, but, you know, there is a large project going on in the Junction City area, Geary County, which I remember getting the call saying they wanted to grow rice in Geary County.   There's a lot of parts of the country that I'm not as familiar with in Kansas and it's just that rice in Geary County seemed kind of odd to me.

You know, but, I also got to thinking about some of the issues that the industry is facing that would make sense, you know, to grow rice in a region where it's traditionally not there I think particularly because this variety is not your traditional GE crop.

But, a lot of the biotech crops that are out there are apparently pest management central right now and what is discussed as these commodities start expanding or other product lines, the commodity is not being raised principally for the commodity but the release of product, has got nutritional changes or pharmaceutical input value of whether that is the best particular crop.  That brings on a whole another set of issues in terms of the coexistence.  

MS. DILLEY:  Stephanie, did you have a comment?

MS. WHELAN:  Yes.  I'd just like to address the question that was asked and to give an example of the papaya industry and why -- which is a specialty crop and in that particular case it was, you know, the death of the industry because of a virus.   And there are a whole bunch of small farmers.  There is some processors working with the small farmers, and so, it does work.  I think now about 50 percent of the papaya is genetically modified and 50 percent is not.

They have preserved the Japan market.  They've been able to get papaya to the Japan market that's not fixed and get them what they wanted.  So, whether there's a crisis, definitely it can work and Hawaii is an example of that with the papaya and you should know that that can happen.

MR. MOORE:  You reminded me of something when you mentioned papaya in Japan is that sometimes sorting out this coexistence in terms of customer preference, particularly on the international front, it's not a simple thing.  Well, we know that country X prefers no GM crops, commodities, or, products because Japan comes to mind as a country that seems to have a fairly dramatic need for corn.

So, when we have a corn event working with Japan to make sure, A, that they're aware, and, B, that we have processes to assure them of what is coming their direction, when you compare that to sometimes the challenges are something else that would seem to be in the same category where, you know, the need is not only all the way down to the ground, but, they've added about 14 layers to make it clear, so, sometimes trying to discern what is a consumer preference for, you know, that versus what -- again, this is international, not domestic -- but, what is essentially a non-tariff trade barrier that is protecting, you know, commodity on the home front.

And, you know, papaya, again, not something we grow too much of in Kansas, but Governor Lingle had brought that up a few years back and expressing sincere and earnest hope that we weren't going to forget to help her industry.

MS. DILLEY:  Leon.

MR. CORZINE:  Dale, you bring up a good point that growing rice in Kansas really speaks to the diversity and the opportunity that we really have and really nowhere else in the world does.  There are parts of Illinois now that are growing some tobacco.  Who would have thought that, right?  

MR. MOORE:  For a variety of reasons.

MR. CORZINE:  Yeah.  Yes, that's exactly right.  And what we learned is that there are places in the country where coexistence works.  And, in my part of the world, in Central Illinois, I have an organic neighbor that we're literally side by side and, you know, because of our climate and the way his operation works and mine it is a pollination issue, of course.  

But, the difference, the temporal difference as far as when he plants and when I plant, we're able to do that.  Some of the systems we're able to use, we've been using anyway because there are specialty crops like white corn, all of our soybeans are seed production so we have to segregate those, all of those kind, a lot of those things.  We learn from -- we had presenters, I thought was interesting, from California as well as Illinois and how there were, not just in our commodities but in the specialty crops as far as fruits and vegetables and how they make all that work, and that's how we got on the coexistence issue, I mean, the infrastructure issue.

Because what we can do and especially going clear back into the 60's you'd get into like on-farm storage, what you can do, and then the systems, how you do make that work flowing all the way through the system and keeping it segregated and identity for preserving that product.  So, a real informational and educational part for me as well outside of my own small world.

Also, I'd just like, if you could, thank the Secretary for his attendance at the Corn Soy Wheat Classic.  It's very important having him there and see firsthand a lot of the -- we had a really good trade show with a lot of the new technologies that are coming forward to help us in agriculture to be, to now help fuel the world.

MS. DILLEY:  Mardi.

DR. MELLON:  Well, I guess I would just say that we really didn't hear enough from enough parts of the country, you know, kind of get a sense of where, you know, how these issues, the kind of texture of the issues across the country.  It was a very anecdotal.  Even though we listened for days and days and days you ended up, out of necessity really, having that kind of, you know, highlights of what's going in the different places.

But it was really very impressive.  From my perspective, though, it does underline the fact that as the USDA steps up the support again, one of the things it needs to do is have a lot more information about organic, where the farmers are, what their markets are, that kind of you know, infrastructure, data infrastructure, support, is only now kind of being built for organic and it will help the department kind of have its pulse on, you know, its finger on the pulse of some of these issues.

But, would certainly say that based on the people I know that, you know, the Northeast and New York and California are places where if you were to walk in there and say coexistence is working you're going to get a lot of people standing up and screaming.  They're not going to be smiling.

MR. MOORE:  I do get enough of that already.

DR. MELLON:  So, we don't know, but, it's good to know that -- I mean, I think it's great that the Department is going to -- you know, it wants to know and it's going to be in a position to find out as we go forward.

MR. MOORE:  You just clicked on a light bulb.  There's something I'm not quite sure how, particularly on the organic side, I believe it was Caren and her crew, but it occurred to me too that in some of these areas, and if you all got info on this too, it would be helpful, even if it's an example or two, you know, like you were talking about working with your neighbor and how you worked that, but some examples of where it's working right.

Because, to a certain degree, I think that there's an advantage, and, again, USDA can play a role, but you know, the whole continuum has a role in this and taking those, you know, best management practices or sort of, you know, system kind of coexistence examples out there and getting them radared up high enough so that when folks are looking around and thinking about going into organics or thinking about raising GE crops or, you know, conventional, I've got both kinds of neighbors, what do I need to do, what are good examples of how neighbors have worked together to make sure that the regions of the country, you know, with, you know, the Adrians of the world and the Stevens of the world on down to the last man.

The other part that you mentioned is a good idea.  On the organic information is something that, I think we've seen just the exponential growth in the organic industry over the past few years.  Particularly in certain commodities there isn't enough critical mass, I guess, of production that, you know, some of our conventional market reporting-types of things start picking up on these.

One of the things that we're always looking to figure out, how to put more market information out there so everybody is aware of what is going on.  The challenge sometimes is like you all just mentioned, coming up with enough protection of the sort of proprietary type data so that, you know, if Michael and I are competing against each other on the organic market, we can't look at the USDA data to figure out I know what he's getting for his commodities and crops so I can charge a nickel less and, you know, beat him to the punch.

We're also seeing it in crop insurance.  I think in crop insurance our big challenge is seeded, again, in certain commodities that have grown in enough volume where the actuarials can give us some information and kind of pull the numbers down in terms of premium costs, et cetera.  But, on particularly the smaller, the more niche the market, we can have crop insurance coverage for an organic product, but if it's, you know, one county in the country that raises that product, the challenge of getting an actuarial found premium is most likely to be exorbitant relative to the risk of what you're trying to offset.

And I know we're going to be discussing some of that in the farm bill, at least in the back rooms, of how we might address that.  

DR. MELLON:  One more remark which is that we do have one member of the committee who is from Missouri and is not an organic farmer at all but does represent a growing, I think sector of agriculture that wants to kind of find its niche outside of GMO's and is also looking for support.  I mean, I think I want to, on his behalf, kind of want to reinforce the notion that there are three sectors.  There is a kind of called “identity-preserved” which is a little too narrow, GE, and then organic.  

But, all three are jostling for and I think deserve support from the department.

MS. DILLEY:  Jerry.

MR. SLOCUM:  I'd like to echo what Leon said about the Secretary's visit to the Classic.  The largest one, they had 4,400 growers.


(Discussion off the record)

MR. SLOCUM:  But, it was a thrill to have him there.  These are exciting times in our country, but, as you well know these are challenging times.  It seems to me that through our coexistence discussion of the reason it works in this country to the extent that it does is because by and large we have a pretty healthy respect for our neighbors and for their rights, for their property, and I think that's a critical, critical part of making coexistence work.

And I think the other really critical part is the willingness to communicate between those neighbors all the way back to the providers of the technology because without that clear and open and honest dialogue, you know, coexistence doesn't work.  So, I would applaud this Secretary's predecessors for convening a group like this where most of the interests of the industry, from consumers to the tech providers, is represented here so we can have an open and honest dialogue and actually come to some agreement on some of these items.

And it's an eye-opening experience for a number of us to realize that it did work because there's a healthy respect and the willingness to communicate and work through.

MR. MOORE:  I appreciate those comments towards the Secretary and since you've said it, I don't meant this to be a flat-out comment but, sometimes a big chunk of the solution on coexistence again, as you note, where you all selectively avoid the government getting too involved, neighbors working with neighbors is a lot more efficient sometimes than -- I just lost my thought there.  Marlene poked her head in the door.  

Does anybody have any counsel or advice?


(Discussion off the record)

DR. LAYTON:  We really thank you very much for being here with us today.

MR. MOORE:  And great work by the way.

DR. LAYTON:  And please let the Secretary know that if he would like to speak with members of the group at any time, let him know that we'll be happy to try to take care of that.

MR. MOORE:  I know that he's going to and we'll get that scheduled ASAP.

DR. LAYTON:  Great.  Would we like to take our break?  Yes.

DR. SCHECHTMAN:  We'll take our break now.


(Whereupon, a brief recess was taken)

DR. LAYTON:  Let me remind you to turn off and especially guests who have just joined us please turn off all cell phones, Blackberries, and other electronic equipment.  Unfortunately, while as wonderful and as addictive as these instruments are, they are not -- they don't coexist well with our electronic system for taking down our transcript, for creating our transcript.  So, therefore, we cannot allow it.

So, even while computers can interfere and that's why I'm sorry if you need your computer, that's great, but if you would just turn off your wireless system also.  Welcome back for our next portion of this section and I would like to ask Cindy Sulton to please read from our agenda by giving us summaries of our last meeting.

MS. SULTON:  Thank you, Pat.  I'd like to draw your attention to the Draft Meeting Summary that was on the table out front from our seventeenth plenary meeting which was conducted back in November 28-29, 2007.  And just briefly to summarize within the summary.  

We convened to complete the substantive work on the coexistence report which was presented this morning.  The second objective of that meeting was to discuss a new biotech quality management system as proposed by USDA's Animal and Plant Health Inspection Service agent and also to consider some initial presentations on transgenic animals.

After our welcome committee update and statements of meeting objectives and a review of the agenda and outline and Minutes, we had remarks from the Office of the Secretary followed by discussion-- and those remarks given by Mr. Dale Moore to the staff focused a little bit about what's before USDA with regard to ensuring the public of the efficacy and safety of transgenic animal technology as well as the USDA Advance Notice of Proposed Rulemaking on transgenic animals which is making its way through the process by the Federal Administrative Procedures Act.

Mr. Moore advised us that USDA is looking forward to the committee's comments on how regulatory authority should be apportioned among various federal and state agencies and the implications of having transgenic livestock animals for non-food use.

He also spoke to us about the proposed Farm Bill with the inclusion in it for technical assistance and resources to gather data and help us address various and small markets.  Again, this was followed by discussion and questions to the Chief of Staff that were answered.

We then went on to spend the bulk of the meeting working on the draft, then-draft paper on coexistence.  We came to some consensus on that report with some direction to the staff on how to edit and prepare it for final approval.  We agreed that the four members of the committee who were absent from that meeting would be contacted and updated and, of course, that was later done.

In addition to that, we moved forward with the objective related to the Animal and Plant Inspection Service's Biotechnology Quality Management System.  Rebecca Bech, who was Deputy Administrator for Biotechnology Regulatory Services, put before the committee three questions.

What incentives could be developed to increase participation by industry and academia?; what information about the program should be developed in an outreach strategy?; how might such a system be used internationally?
In addition to her presentation we had Tom Sim, who is the Director of Biotechnology Regulatory Services also of APHIS and he provided us an overview of the proposed Biotechnology Quality Management System, BQMS.  This, of course, was followed by a great deal of discussion as well as advice from committee members about this two-level approach.

We then had presentations by Dr. Fuller Bazer and Dr. James Robl on science and development in transgenic animal engineering and assisted reproductive technology.  That presentation was followed by one by Fred Degnan from the law firm of King & Spaulding on the current status of regulation for transgenic animals and the foods derived from them.

We had another presentation from Dr. Michael Engler on new animal technologies and animal producers and a presentation from Dr. Michael Fernandez who was formerly the Executive Director for the Pew Initiative on Food and Biotechnology.  That presentation was on consumer reaction to products and animal technology.  And the final presentation was from Dr. Paul Thompson from Michigan State University who discussed the ethical issues around animals using modern reproductive technologies.

We had a public comment period but there were no commenters so we continued our work and our discussion on the work plan and the final steps for finalizing the paper on coexistence.  The meeting was then called to conclusion.

Any comments on the summary; any modifications, changes, corrections?  If you do not have any right now I ask that you get them to Michael within the next week to ten days, Michael?

DR. SCHECHTMAN:  Yes.

MS. SULTON:  And then we'll finalize the summary and post it on the website.  Thank you.

DR. SCHECHTMAN:  Thank you very much, Cindy.  Before I go onto the next item on our agenda I should just mention to folks and to the audience as well that the paper on coexistence that was just transferred to the Chief of Staff should be posted on the committee's website around noon today so it should be a downloadable paper that can be accessed through the USDA's website, the location of which I described earlier.

And with perfect timing, I'm now really very pleased to welcome, and I hope your flight in last night was not stressful, Under Secretary Bruce Knight, Under Secretary for Marketing and Regulatory Programs, who is going to talk to the committee briefly about USDA activities to achieve a smooth transition following the FDA's completion of its risk assessment on the safety of meat and other food products from cloned animals.

DR. KNIGHT:  Good morning.  It's a pleasure to be here with you all this morning.  I've been asked to come and talk to you today on an issue that, ironically enough, isn't within your purview though much of the American public when they think of cloning they think of it as biotechnology and logically assume that it is within the purview of this area.

But, I also recognize that if there is a good sounding board for me to go to for advice and counsel on this topic within the standing authorities within USDA, this is a good one for me to at least give an update and if anybody wants to discuss one-on-one afterwards with me or at any given time I'm very open to meeting with you or the group you represent on where we're headed on some of this issue and what we can do and where USDA may be involved.

For those of you that don't follow the cloning issue as closely as some of you around the table, let me stress again that is not biotechnology and while it's not biotechnology it is an advanced technology and as an advanced technology is going through many of the rites of passage, if you will, that any new or change like biotechnology has gone through and we've seen many of those things.

It's not biotechnology because quite simply cloning doesn't involve any genetic modifications.  It's nothing more than creating twins that are separated by a spatial difference.  While the animal cloned may start their life journey in the laboratory, their embryos then are planted or implanted and then born in a normal and usual way.  

What a lot of folks started to learn is that cloning itself is not new technology by any means.  We've been cloning plants for decades.  The only difference is we've made that as vegetative propagation for eons.  So, most bananas, apples, grapes, pears, peaches, all are basically the result of cloning.  

Researchers themselves, as it pertains to livestock, and that's the focus of the dialogue we have today, we've been cloning livestock since 1996.  In many ways this is one more step in the assisted reproductive technology.  This technology though moves beyond artificial insemination, embryo transfer, and in vitro fertilization.

The recent development, and what's the primary focus have been going on now, most recent developments in the private sectors.  In the United States there are three companies that are today commercial providers of cloning technology.  USDA has not been involved in the scientific oversight of cloning.  That's the FDA's role.  However, since the science and the determination from FDA, the marketing oversight, if you will, of the transition time has landed solidly with USDA and has landed on my doorstep as marketing and regulatory programming.

So, we're now in that process of how to move forward in what we're targeting as a transition in the marketplace of birth, animal cloned, and their offspring into the marketplace.  Let me give a little of the background for those of you who aren't following this as closely as to what's transpired and where we're going and I'll be blessedly brief for those of you that follow more closely.

In June of 2001 FDA posted on its website a request that animal clones and their offspring be kept out of the food supply until the agency has had a chance to really evaluate whether cloning posed a risk to consumers.  The technology providers, those companies that I spoke of earlier, responded to that request and implemented that voluntary moratorium.

They have since that time put together a supply chain management system to identify the animals that had been produced through cloning so that those animals could be accurately tracked through their lifetime.  The tech providers, those same companies, made it clear to the producers who were purchasing animal clones that neither the clone nor their offspring would be going into the food supply until FDA made an official determination on whether or not the meat and milk was safe to eat.

In December of 2006 FDA issued a preliminary finding that meat and milk from animal clones caused no food safety concerns after having reviewed some hundred scientific studies conducted over several generations of those animals.

The National Academy of Sciences also issued two earlier reports concluding that those same animal clones were safe to eat.  On January 11th of 2008 the European Food Safety Authority released its own draft scientific opinion which came to very similar conclusions.  

The other thing I would note as we go through is to understand how global this perspective is.  From what we've been able to identify, animals are being cloned today for either agricultural or research use and purposes in many countries.  The ones that we've been able to identify are Argentina, Australia, Brazil, Canada, Chile, China, France, Germany, Japan, New Zealand, South Korea, and the United Kingdom.  So, that takes us to this year.  

On January 15th of this year FDA announced its final assessment of those clones concluding that meat and milk from cloned cattle, swine, and goat and the offspring of these species traditionally consumed as food were safe to eat and that it was as safe to eat as conventionally bred animals.

I would note that they lacked sufficient information to make a specific decision on clones from sheep but did make the determination that the meat of all offspring, including sheep, cannot be distinguished from meat of conventionally bred animals.  Therefore, all products of offspring are determined to be safe.

That brings us now to where does USDA fit in this role and what is the work that we're doing.  In mid-January I was invited to participate in the FDA's news brief that was given on the risk assessment.  At that time, we stated USDA's support for the FDA finding.  We also announced, however, at that time that USDA would now work with stakeholders, many of which you all represent, to ensure a smooth and seamless transition into the marketplace for the products from cloning.

We encouraged those same three companies, the technology providers that are in the United States today, to maintain their voluntary moratorium on sending milk and meats from animal clones into the food supply during this transition time.  Further, we promised to implement the report language that was contained in the 2008 Omnibus Appropriations Bill suggesting that USDA study domestic agriculture and international trade economic implications of commercializing milk and meat from animal clones.

USDA has already initiated that work.  So, let me share with you a little bit about where things stand and then talk about some of the transition efforts that may be there and if we have time field a few questions.

Today, the best estimates are about 600 animal clones in the United States.  Most of those, the vast preponderance of those are beef animals.  It's unlikely that many of those will be headed to any semblance of meat or milk channels any time soon, if they ever are.  They're very expensive to produce.  Most of the estimates come in at, you know, $17-25,000 a head, that range.  

These animals are really intended for use as breeding stock or particular niche market and this is about transmitting exceptional genetics onto more offspring.  However, as I mentioned, the voluntary moratorium for the clones in the food supply is continuing.  The sexually reproduced offspring of those clones, we're not asking that that continue.  So, the meat and milk from offspring, because of the determinations from FDA, we're not asking that they be held under that same voluntary moratorium.  We've allowed that to be lifted.

The USDA role that we see now is to really work closely with folks in the industry about an orderly transition period.  And we expect to work with interest groups, processors, retailers, both domestically and internationally, in what it takes to find and work through that as folks wrestle with the decisions they want to make on the acceptance of meat and milk from clones and their offspring in the marketplace.

Before I go into a little bit more of what the USDA will be doing over the next few months, let me mention briefly one important segment to understand on this and that is the National Organic Program and where organics fit into the picture.  Last year, on January 31, the National Organic Program issued on its website a statement that cloning was incompatible with the Organic Food Production Act and would be prohibited under the National Organic Program regulations.

Following that announcement, last March the National Organic Standards Board recommended that NOP add the term “animal cloning technology” to the definition of excluded methods and in turn update other sections and rules to ensure that all generations of progeny of cloned animals will also be excluded.

One of the issues that is going to be needed to be addressed now again with cloning is whether the products from cloned animals or their offspring should be labeled as such.  As we've gone through this I've had a number of folks say and they want to know about labeling on these things and I've told folks that the Organic Program, if you're concerned about this, is in place to purchase products that are known to not contain meat or milk from clones.

In light of that 2007 recommendation the National Organic Standards Board Livestock Committee, in light of our recommendation, we now have the Ag Marketing Service that regulate the Organic Program is working on an Advance Notice of Proposed Rulemaking to resolve the underlying questions that are out there.  Clearly, one of the biggest underlying questions that will have to be addressed is if the organic community does not want offspring included how do you effectuate that rule; how do you actually move forward with that and how do you put that into place.

That rulemaking will move through fairly quickly in order to provide clarity in the marketplace as well as a legitimate alternative to folks that are concerned about these products.  Now, let me talk a little bit about what USDA has in the works as we're moving forward.

As we were gearing up for the FDA announcement we also started bringing together all the folks throughout the USDA family, senior leadership, key staff in all the respective agencies together to start building a transition document or transition plan that could set a game plan for this effort.

Now, as we're taking these steps one of the things that we have is guiding principles is that the real basis of the FDA finding that these products are safe and that they are in fact indistinguishable from products from conventionally bred livestock.

And so, while this transition effort is not final, let me share with you the broad concept that I think that would be appropriate for you and let me stress that during this time period I really, really enjoyed the opportunity to have dialogue with many of you around this table and others and I've already had it with some of you about what might be logical things to be there.

Our overarching goal of the plan is to effectuate a smooth and seamless transition.  To do that, I'm looking for good strategy.  How do we reach out to all stakeholders to ensure that we have heard fully their concern, their interest, their thoughts and suggestions?  We also want to make sure that those same stakeholder groups have access to the best possible information to be able to make their own informed decision about the prospects on this technology.

What's clear to me is that there's also a need to have a very frank and candid discussion about the distinctions that are out there between cloned, which remain under the voluntary moratorium, and their offspring that are bred in the conventional manner which are no longer under the moratorium.

Further, we will be working very closely in an appropriate arms-length manner with the three companies that are out there to ensure that the supply chain management system they have, has as much robustness and rigor as possible so that the marketplace will be comfortable with that.  If we move forward on this, if we receive voluntary labeling programs or marketing claim requests, we want to be able to respond in a coordinated, helpful response.

The other thing, as I mentioned earlier, we will be following through with our commitment to give a report to Congress as requested on the domestic and international implications of these efforts.  So, as we move forward we'll be working with stakeholders both here and abroad sharing information with them, listening closely to their interests, and their concerns.

We are continuing with outreach to our counterparts around the globe as well as the attachés from our customers here in D.C.  We want to make sure that we respond promptly to any of their questions and as we're doing this, we'll continue to make sure that all the interested parties have access to that basic underlying FDA information and access to their findings that they have determined the meat and milk to be safe, much the same as the findings coming from the National Academy of Sciences and the European Food Safety Authority.

That safety issue that FDA has to wrestle with is first and foremost the basis for that initial determination. As we move forward on the USDA side we will be continuing that outreach with stakeholders on all sides of the issue, providing information on the USDA website making sure that our professionals domestically and international have access to the information as we provide information in a very transparent manner.

The other item that we'll be really working very closely on and working very adamantly on is working with the technologies to facilitate that voluntary moratorium.  We need to have levels of robustness that really makes that very logical and we'll be weighing how to move in all likelihood from that voluntary moratorium to the supply chain management system and evaluating whether or not that will be adequate for many of the marketing systems that are out there.

The other issue that we'll need to address in this transition plan is, in fact, labeling.  FDA has made it clear that there is no safety issue involved.  Therefore, there is very clearly no legal requirement to label the product that's cloned.  Also, we have to recognize that there is no scientific way to determine whether the meat or milk came from a cloned or cloned offspring or traditionally produced animals.

However, should there be an interest in labeling I truly think that the organic, maybe some of the other programs such as “naturally-raised” claims that AMS oversees may be sufficient to meet those market demand as a proper and prudent way of doing that.

So, in closing, we welcome your input, we welcome the public's input on how to move forward in this transition effort.  With you all's work on biotechnology you have a wealth of experience on what can at times be emotional and controversial issues.  You have a wealth of experience on how to manage change as a result from technology.  So, I seek your guidance.  

We want to do this in a very up front, straightforward manner, and I'm looking for input from you all and others as we move forward on this.  I recognize this is not in the formal purview of this committee so there may be some of these things that we need to have a discussion separate and distinct from this, but I want you to know that my door is very open and I seek your input on how to move forward.

With that, I'll take any questions that folks may have.

DR. LAYTON:  Can I ask a clarifying point?

DR. KNIGHT:  Yes.

DR. LAYTON:  The question, because I'm not up on organic, did you indicate that in the organic world no progeny of a cloned animal could be -- would be used under that and was there a limit on the number of generations or does it have to be tracked until the end of time?

DR. KNIGHT:  The recommendation from the National Organic Standards Board, which is in some ways similar to this, it's advisory, was to have no progeny.  So, now through the Advance Notice of Proposed Rulemaking that we'll be doing I will be operating from that recommendation going out to the public asking how do you effectuate that; how do we do that.

And one of the key questions I've got is five years, 5,000 generations, how do you move forward on that and do that.  Now, we have to take that and actually transition it into regulation if that would be desirable.

DR. LAYTON:  That's real interesting.

DR. KNIGHT:  Yes, it is.

MR. SULTON:  Greg.  I'm sorry, Greg, then Alison.

MR. JAFFE:  Thank you very much for the presentation and for the update.  I really appreciate that.  And I appreciate USDA getting involved in this issue.  I guess my question involves the distinction between clones and their offspring.  I know you made a good attempt to talk about both of those here today and I know that's a large part of what you're trying to do, but I'm just grappling with what are we transitioning?  

I know the overall project here is transition and my question is, what are we transitioning?  What I hear you saying is that there's still a voluntary moratorium for the clones themselves.  There are 600 of those out there.  There are three companies.  They have set up a supply management chain and my understanding is that the goal of the supply management chain is that they'll never allow these animals in the food supply to ensure that they get them back and they're dealt with some other way if they don't go in the food supply.

So, in that case, to me it sounds like we're not transitioning to have clones in the food supply.  We're transitioning to make sure that they don't come in the food supply.  So, if that's not correct, if the eventual goal is to put the clones in the food supply through the transition that would be a clarification that would be helpful to me.

The second thing is for the offspring, my understanding is there isn't a voluntary moratorium.  The supply management system chain doesn't address those at all. There's no attempt to track those animals, or not prevent them from being in the food supply.  They could be in tomorrow, although I'm sure they're not tomorrow, but, they could be any time.

And, so, my question is, is your program, the transition of your program attempting to address the transition of the offspring into the food supply in addition to the transition of the clones?  Again, I'm not sure what the transition of the clones is to and then the question is, is your program working with the transition of the offspring and what is the goal there?  Is it to bring them into the food supply and so forth?

DR. KNIGHT:  Okay.  Let me part your question into about maybe two or three questions that may assist you.  As you have looked at the debate and dialogue that swirls around the advent of the new technology, you all have seen it in biotechnology, you know, several generations before saw it on automobiles, before that on the advent of trains and transportation, there's a great deal of how does this fit, what are the implications for society, what are the implications for trade and those kinds of things?
This is what the transition period is about, it's giving folks time to do that, especially as it pertains to the regulatory bodies in other countries.  Because many countries, their risk assessment key off of the initial risk assessment that FDA does and so they need time to look at the FDA efforts just as the marketplace, just as many of you are interested that are gathered in this room, need time to look at that and address that and that's what a lot of that transition is about, is giving the marketplace domestically and internationally time to look at this and make a good, solid informed decision as to what's next, allowing folks to have these debates that will occur.

Clones, offspring, labeling, each of those things. I'm taking a hard look at the supply chain system to see how, you know, how to improve on it and make sure that it's got the rigor on it.  Now, as the industry developed that supply chain system, that supply chain system, my understanding, the industry developed it to channel the product out of markets that do not want it, not necessarily to prohibit cloned meat or milk from ever entering the marketplace.  

Under a moratorium, no cloned meat or milk is supposed to be in the marketplace.  But, that supply chain system is designed to allow it to move in as the industry designed it.  Now, the jury's out.  Are there markets that will accept it or not?  That's the kind of thing that needs to be worked out.  But don't make the assumption that what the industry designed in the supply chain system was to prohibit the clones permanently, it's if there was a market for cloned meat or milk product from a clone.

DR. ROBL:  Could you give us a few more details on the supply chain management system, how it works, because it seems like that's a key to the factor, and the second question is, when would you consider the transition complete?  

In other words, what are you trying to achieve to say that, okay, we've done this, it's done, and now let's move on?

DR. KNIGHT:  Some of the detailed questions on the supply chain system may be best left to the companies and the folks who have done it, were looking at any aspects of it.  But, from overall, what they have built or constructed in the supply chain system is if a producer comes to a technology provider wanting to utilize their cloning services, a contract, as part of that contract they will agree to have a permanent identification in those animals so that those animals can be segregated.

The other thing that that producer when contracting for that cloning technology that producer also put aside a deposit for that and they do not get that deposit, and I can't recall off the top of my head, maybe it's $1,000, but, it's more than the salvage guy for any animal, that deposit gets set aside and they don't get it back until the end of that animal's productive life they can show that that animal was properly channeled, destroyed, or into a market where it could be accepted.

And, so, it's got identification and it's got a deposit and refund as a means of providing assurance of the channeling mechanism out there for that clone as it moves forward.  We'll be doing work with those companies.  I've got a host of faith from the Ag Marketing Service guys that are used to doing supply chain management systems, verification, audits, those sorts of things.  We'll be looking at that system to make sure that it has the robustness to be able to respond to those needs.

But, that's the supply chain management system in a very brief nutshell.  The length of time on this transition.  My objective is for this to be something that we do in months, not years, but the definition of the length of time on the transition is really going to be a result of the work product as we deal with regulators in other countries, as we deal with the interest groups here in the United States on many of these things.

And, so, I don't have a more precise, specific time frame at this time.

DR. LAYTON:  So the supply chain tracking is only on the cloned materials or on the progeny?

DR. KNIGHT:  No.

DR. LAYTON:  Only on the cloned materials?

DR. KNIGHT:  Yes.

MS. SULTON:  Alison.

MS. VAN EENENNAAM:  I'm Alison VanEenennaam from UC, Davis, and you've spoken about the three technology providers.  I would also, you know, suggest there's a number of universities who also have cloned progeny to a point, at least two in California that I'm aware of that, you know, I read something like 22,000 pounds of milk go out today and I guess we're still supporting a voluntary moratorium for something that the FDA has declared as safe and we haven't put that milk in the food supply but I'm not exactly sure whether we can or not, and so --

DR. KNIGHT:  Please don't.

MS. VAN EENENNAAM:  Okay.  So, I guess you might want to include a little bit more in your technology provider definition.

DR. KNIGHT:  I would be very interested in having the dialogue with the university sector of whether they would find the supply chain system as one that they would want to be party to or not.  Now, many of our -- there's been a point made that our research protocols that surround much of the work that has much of this, the milk being dumped or the animal being disposed of today, but this is one of the emerging issues that's out there that we've got to deal with with the research community.

What are the appropriate stewardship and management practices as we go through this transition period?  So, I'm very, very anxious to have that conversation.

MS. VAN EENENNAAM:  The other point I wanted to raise is you had alluded to the fact that there are cloned bananas in the food supply but what you didn't discuss is the fact that there are several thousand cloned animals in the food supply also from embryo splits and nuclear -- embryonic nuclear transfer of clones and their progeny that are in the food supply and have been in the last 20 years or so.

And I've read and I've seen definitions of a clone and it's not clear to me that they are -- that their definition is such that they're only talking about the somatic kind of cloning, which seems to be the one prohibited.  All the other types of cloning are okay.  And I think it could be read to include some of the clones that are currently in production and if they want to have that particular rule go into law they might be on some shaky ground.

DR. KNIGHT:  It is a -- you know, to me, in retro, the whole dialogue here is a fascinating one.  The discussion that we'll have in the organic community and in many of the other marketing communities is going to be equally, how do you define this?  Because, and yet, what is very important to keep in mind is with the Organic Program, the Organic Program is a process or a program and, you know, as such, the organic community provides recommendations to USDA on how to define the process of organic.

And, so, the initial reaction has been, no to clones.  Now comes the much -- how do you practically construct a rule and a process that is repeatable, verifiable, and auditable.  And that means we've got to look at it, is it just one type of cloning technology, is it others, how many generations if there's offspring and we'll set the dialogue up.

MS. SULTON:  Mardi.

DR. MELLON:  I guess I would just have a comment that if USDA has accepted the kind of hot potato of animal cloning I think it is important and has at least one of the objectives of transition I think it's important to have an understanding of what people -- what kind of concerns people have about cloning and understand this is certainly not what's been recommended and the notion of, you know, consumption, food consumption safety.

So, to the extent that, you know, one would think that somehow the FDA's risk assessment would resolve the issues surrounding cloning, I mean, it's certainly something that I think needs to be satisfied.  People have a broad sense and concerns about cloning that it didn't address at all.  I mean, and I think that those -- one of our fundamental problems or challenges is to come up with some sort of fora where the full range of issues could somehow be discussed, if, in fact, this is what one is looking for.

But we need to talk about animal suffering, you know, there are dismal rates of success that are associated with the technology, with the relationship to cloning which kind of goes to Alison's question.  There are certain kinds of cloning that have different implications for how they might be used in humans and others and that's part of the debate.

I think people are looking at why we're cloning.  I mean, what are the benefits of cloning and whether now is the right time to go ahead with it, but, this kind of notion that they're not seeing benefits that folks can see associated with going ahead with it, again, needs discussion.

And the question is, “where will that discussion take place?” and I just -- you know -- I just counsel anybody who is interested in the acceptance issue that food safety is part of it, but, boy, it is not the whole thing.  

And then my second question is more to the timing of the end of the transition.  It seems to me that it is important to know how the rest of the world is going to regard cloning and, in particular, whether they're going to require affirmative labels.

And I'm wondering just within the two or three month time frame that you kind of, you know, said the USDA is going to be looking at the economic ramifications of having clones in the food supply whether, you know, that will be long enough for you to kind of tell whether there's going to be a regime of affirmative labeling in major trade parts.

DR. KNIGHT:  Well, first off, I appreciate very much your counsel and advice on that and I'm really anxious as to -- I recognize there's a need for this dialogue with the public, with the interest community about the technology, the acceptance, whatever the appropriate side bars that are there.  

While I have a number of regulatory authorities, I do not have clear regulatory authority on this issue so what I have mostly is the ability to engage folks like this with a public dialogue, listen to folks, evaluate those things, provide recommendations in terms of the industry, and I don't say that meaning I'm looking for regulatory authority this year, but I do know that if I've learned anything from the last ten, fifteen, twenty years on the biotechnology debate is that there is a need to have this informed multi-layered, multi-faceted discussion about how does this technology move forward and what is the appropriate means whereby that moves forward?
And, so, I'm anxious to hear from you all on how to do that.

DR. MELLON:  For example, you have a structured kind of ethical review of technology, the results of which will be funneled into the decision-making.

DR. KNIGHT:  And the U.S. system doesn't have that in the same way.  You know, there's clearly a marketplace decision to be made here as well.

DR. MELLON:  But, that's what's so fascinating and I think about cloning is that all of this, you know, is brought together, the market implications, the kind of institutional challenges.  I mean, to me, it's one of the most fundamental things we're facing is that we don't have places to talk about all the issues that bring people to be concerned about this technology or, as you said, other advanced technologies and so we end up with these very distorted debates that are often focused too much on safety and not enough on the rest of the issues.

But I think time has looked for those closest, those fora, as something that the cloning has forced us to do because it remains a very low focused debate, yet I would say the effects of this is going to be a big, big hurdle.

DR. KNIGHT:  Yeah.  You had a second part to your question.  We went down our discussion path and I lost the 

-- jog my memory on the question.

DR. MELLON:  I think evaluating the economic ramifications of putting, really it's the unlabeled clones and cloned progeny into the food supply.  So that the rest of the world is going to perceive us as having a milk and a meat supply that is likely to have cloned products in it but they're not going to be labeled and it can't be -- you know, they're not going to be distinguishable and if those folks have their own affirmative labeling requirements, that's going to become a trade issue.

And I just want to know how long are we going to have to wait to see whether other countries develop those affirmative labeling regimes and I don't think it'll, certainly not in the case of Europe, I don't think we're going to know within the next two or three months.  We'll have to wait a lot longer.

DR. KNIGHT:  We're working with -- because of the extensive nature of our network around the globe with the various markets we're working to do that basic, that baseline assessment.  Which countries have clones, what's the regulatory parameters on that market acceptance, and then starting to look at do they have requirements on labeling each of those things.

DR. MELLON:  What is your current thought, that there will be a lot of affirmative labeling requirements proposed on clones or not?

DR. KNIGHT:  All of this is very, very sketchy and very preliminary.  We are not seeing where folks have made that -- where individual countries have made a regulatory decision to require labels.  We are at the forefront of that here today in the United States.

MS. SULTON:  Paul, do you have a follow up on that point?

DR. SAXTON:  Yeah.  I can't -- I'm Paul Saxton from the State Department.  I can't agree strong enough with what Margaret is saying.  I think you need to spend  considerable amount of time talking with our European and other foreign partners on trade and partners on this because we cannot let ourselves get in a situation a couple of months or a year or more down the line and find out that we have allowed a product to go on the market that will not be accepted in Europe, will not be accepted in other countries, and will cause a problem which we won't be able to solve which will be able to prove to their satisfaction that this product does not contain cloned animals in it or the milk is not cloned milk, et cetera.

The Europeans will go absolutely berserk.  I mean, unless we work this out with them so that it meets their satisfaction.  I mean, we see this.  Labeling is going to come whether we like it or not on biotech products.  I mean, you know, we've been fighting a rear guard action on this for the longest time and I can just see that it's going to happen.

DR. KNIGHT:  Did you have a question, Paul?

DR. SAXTON:  No.  I just wanted to say that --

DR. KNIGHT:  Okay.  And you might want to talk to the USTR and FAS on some of the work that's going on.  It's more than adequately covered.

MS. SULTON:  Randy.

MR. GIROUX:  Thanks very much and thanks, Bruce, for your time.  I think it best provides us as groups with significant insight as to where USDA is going and I do applaud the practical decision made to not include any discussion around the moratorium on progeny of cloned animals.  I think that is -- and the number of issues that you discussed in the food transition of this technology is in coming to grips with clones versus the offspring because from a very practical perspective dealing with the tracking of 600 cloned animals and channeling those appropriately out of the market versus the ten million head of cattle or 65 million hogs that currently exist in the United States is a very different discussion.

And with the absence of a national I.D. program which would enable us to track those animals accurately in the supply chain I think distinguishing between clones and cloned progeny is a discussion we have to have not only from a marketing perspective but also from a practical perspective in the industry and the ability to provide that type I think it leads directly into the discussion of labeling, which is another issue I think USDA needs to deal with.

I appreciate that the Department's going to take both of those issues head-on because from a labeling perspective and with the absence of methods that are verifiable, accurate, and able to track those particular products in the marketplace, I think it will provide significant challenges to the industry, not only our industry, but, as well the organic industry if they do take on the challenge of tracking milk, meat, and eggs from cloned animals.  I really don't see eggs in the future.

I think it will be a significant challenge for them to set up supply chains that will allow them to accurately verifiably be able to determine whether that is a product of a clone or not.  And so, I think you're in for a significant amount of work inside of USDA and I think we're going to have a lot of discussion as we debate around this particular issue and I think it's healthy for us.

But, and, so, my question is, you know, do we see a significant amount of resources being dedicated from the USDA to helping us resolve this issue in the near future?

DR. KNIGHT:  First off, I appreciate your statement on the separation of the decision of cloning and offspring.  Let me mention a little bit about the National Animal Act.  Because of the investment and the work that's been done on the National Animal I.D. System and being able to build a rigorous, repeatable, verifiable system and from the experience that AMS now had over the last several decades with organic, naturally raised, now grass-fed beef, age verified programs for sending beef under 28 months to Japan, in the supply chain system such as what the providers have come forward with, it's technologically doable at an affordable price today which would not have been possible ten years ago.

It would have been challenging five years ago.  But, it's very, very doable today and because of the way we handle meat and milk, it's different than a commodity like grain it's also a technically manageable effort, especially when you're dealing with that.

So, there are certain things here and lessons learned from that that make it very possible.  With animal I.D. we've got a proven, correct record system already established, numbering systems, authorities, protocols, including the parameters of how to work on those things that make many of these things doable.

I mention that because that also responds then to your questions on the resources as you move forward.  That's the coordination effort that we've got going on right now within USDA.  The Foreign Ag Service work with a country-by-country dialogue and they've been fantastic on that.  The CSREES ARS work on the research effort, including some of the program standards, but, also the efforts that are going on there.  I've got the AMS process verification work and we're able to do that.

So, I don't have a line item for cloning but I have a wealth of places to pull the expertise and the efforts and so I don't see either a human or a financial resource constraint on this at this time.

MS. SULTON:  Jim.

DR. ROBL:  You have a conflict and a lot of challenges ahead of you.  The question I have is, how do you, as you're trying to look at this implementation process, I assume, for the transition, how do you keep that from becoming a second approval process effectively?

In other words, at some point you say we've completed the transition and now we're okay to move forward or we're not.  How does that work?

DR. KNIGHT:  This is -- I anticipate this challenge coming in the future, not unlike the challenges that you all have wrestled with on biotechnology when it comes to the marketed events, you know, and that's one of those, I don't know how you say it, you know it when you see it, I guess, and when you wrestle that down.

You know, the corn industry deals with that on is it approved here, is it approved in an Asian market versus the European market?  The European market is closed for the corn industry and biotechnology.  The Asian market is open, you proceed with it, it's accepted.

I think as we go through that you may see that same sort of thing develop with livestock and other things and cloning, you know.  I'd love to sell more meat and milk into Europe than we do today, but, you know, that's very much a closed market under current protocol.

MS. SULTON:  Guy.

DR. CARDINEAU:  I just want to say that I agree with Randy's assessment about the conditional view on clone versus progeny animals.  It's not really my area of expertise so my understanding from Dolly is that we heard about shortened telomeres and potential for impacting age and so forth, but, that her progeny, as far as I can recall, all have absolutely normal structures and chromosomes and so forth so it's not an issue.

But the question I wanted to ask really relates to the division of meat and milk.  We already produce so much milk that we already have other ways to address milk.  For instance, bovine somatotropin.

How many of these animals are actually being produced for milk as opposed to being produced for meat?  Alison mentioned something, 20,000 gallons of milk.  It seems to me, I can see that target being meat production using bull semen and you want to replicate a bull for some purpose for breeding.  Is the focus mostly on meat production or how many cows are being done for milk production?  I'm just really curious.

DR. KNIGHT:  I asked the same questions of the dairy sector.  Quite frankly, the dairy industry is one that has been most concerned about market acceptance because as we all know there's a great deal of public interest on what goes into milk, what goes into milk products.

The handful of dairy cows that had been cloned are totally being cloned not for milk production, but for vastly superior genetics of that particular cow and a desire to continue her genetics and then as a livestock breeder myself, I mean, these cattle -- it's extraordinarily difficult to replicate a cow through multiple generations and so I see the interest in doing that and being able to do that.

On the dairy scene, to have cloned cows, what they are doing is they are using that milk for feeding their dairy calves that they're growing out on those dairies so in that case they're not dumping it.  It's not going into the food supply, it's going into the calf.  So, there's a very practical way for them to manage the channeling of that product, but, it's not for milk production.

DR. LAYTON:  Let me jump in.  I know that you have another appointment and we have only three minutes so if we have a really critical question that we can do in three minutes I would be happy to take that one.  I think you can, but, we really do need to get him out of here.  

MS. TUCKER-FOREMAN:  Going back as early as 2002 there were articles in The Washington Post and other newspapers about cloned milk being ready to go on the market right now and the fact that the dairies were very interested in marketing it.  So, that was milk from the cloned animals and not from their offspring.  So, that does seem to indicate that we're either to market milk from cloned animals.  I got a bigger question.

We are plagued and have been for 50 years with surplus milk.  Why is it in the public interest to promote the production of more milk especially since the government is required to purchase any surplus?  It's six million dollars, six billion dollars to the American taxpayer in the last five years between 1999 and 2004.

DR. KNIGHT:  We're certainly in a different climate today.  There's virtually no surplus in almost any commodity whether it's grains or meat or milk.  The U.S. is now increasingly an exporter of milk and milk products and as the economies have kicked in around the globe more and more folks as they move up the food chain they're purchasing more of that so they're not in those old surplus days today.

I mean, the world has really changed very quickly in the last --

MS. TUCKER-FOREMAN:  You're confident that's not going to change that?

DR. KNIGHT:  I have learned in my career here not to make those predictions.   

MS. TUCKER-FOREMAN:  Would you be willing to support ending the dairy price support program?

DR. KNIGHT:  We better stay on a safe topic.

DR. MELLON:  Why are we doing this?  It's a major unanswered question.  What benefits are there, to whom are they going to go?  I just went to the AAA, listened to the people from Europe talk about why they want to clone.  The only reason they want to clone, according to the few folks on that panel, is to facilitate genetic engineering.  It's a threshold technology for genetic engineering.  You can't really expect to go ahead with genetic engineering without cloning and that's why it's important and they talk about all the things that could be going for genetic engineering.

None of us there was apparently interested or felt a need to move superior traits into the food supply more quickly.  And, so, there are questions out there about why we're doing it that are part of this debate.

DR. LAYTON:  Forty seconds.

MR. CORZINE:  A quick follow up is I'm really glad these questions come up because we really do have that issue and you're well aware of it today and in your analysis and working in your transition effort are you going to have a way to include the food supply issue and maybe lack thereof if we don't let some of the new technology come forward and maybe specifically in this question now of needing help?

MS. DILLEY:  You're talking about food security, food supplies?

MR. CORZINE:  Yes and not just security in the U.S. but also the ability, like you mentioned, we're close to a shortage of milk in the U.S. today because we're exporting a lot to China and a lot of other places.

DR. LAYTON:  Okay.  

MS. DILLEY:  And Carol and Mardi's questions, I think we've about run -- going back to the floor issue again on how do you -- given that the regulatory questions don't really get to that, are there ways to get to some of those topics?

DR. LAYTON:  Thank you very much.

DR. KNIGHT:  Thank you.  

DR. LAYTON:  And we appreciate your time with us today.

DR. KNIGHT:  Okay.  You're about ready to get introduced to the new Deputy Administrator for Biotechnology and Regulatory Services, Mike Gregoire, who works for me and this is a fresh face for many of you.  I'll let you do the formal introduction, whichever one of you is going to do this, but, Mike comes to this position not as the resident expert on biotechnology, but as an outstanding manager.

And, when Cindy Smith, who many of you knew, moved up from BRS and eventually became the chief of APHIS we created a series of vacancies as a result of that and with her experience it became very apparent to me that the best thing we could possibly do is put a really solid manager in at BRS to be able to take over the management of that particular agency.

So, I encourage you all to get to know him, work him over hard, make sure he understands fully your views and opinions as you work on them.  Thank you very much.

DR. LAYTON:  Thank you, Bruce.  I appreciate your being here.

MR. GREGOIRE:  While those sheets are going around Bruce said my name is Michael Gregoire and I'm the new Deputy Administrator for the Biotechnology Regulatory Services in APHIS.  I was appointed to this position on January 6, 2008 so just about two months on the job.  That experience has been like drinking water from a fire hose.  I've spent a lot of time meeting with stakeholders and employees, getting a handle on what the issues are and the priorities.

And, so, I just want to give you some updates today on some of the key things that we're working on.  With me today is John Turner, who is at the corner of the table there.  John is the Director of our Policy Division in BRS and has been with the unit for some time so if you get into details I may ask for John's assistance.

Okay.  Everyone should have the slides now.  And the order the presentation goes, you know, from left to right and then top to bottom.  I'm sorry, it goes top to bottom and then over to the right, top to bottom again.  Thank you.

First of all, I just wanted to mention, especially for any new members of the committee, that USDA's role in the regulation of agricultural biotechnology is done as part of a Coordinated Framework along with the EPA and the FDA.

And APHIS' regulations are really focused on ensuring that we're not introducing a plant pest problem into the U.S. so we regulate the importation, the interstate movement, and the environmental release of genetically engineered crop that has the potential to be plant-pest problem.

There are a number of new biotech applications that we are seeing come before us or request for permits and I've listed some of those here.  Seeing applications for, it seems like, ethanol production, pharmaceutical uses for things like insulin and preventing tooth decay, the use of poplar trees as a way of dealing with toxic waste.

These are some of the kinds of new applications that we are seeing come before us for consideration.  My first day on the job, Under Secretary Knight told me that my top priority was to work on getting new regulations published that cover our plant pest act authorities in the agency.  So, I want to talk about that for a little bit this morning.

Our current regulations, our original regulations were actually promulgated about 21 years ago and there have been a number of changes in the industry and technology over that period of time and the agency has gained a lot of experience over that time that prompted us to look at rewriting our plant regulations.  

Also, during that time our statutory authorities have changed, have been consolidated under the Plant Protection Act and our original regulations were written under old statutory authority.  So, all those things came into play in terms of the decision to move forward with new plant regulations in APHIS.

To start that process we developed and promulgated the draft programmatic Environmental Impact Statement that was published for public comment last July.  And that process allows for widespread public input into the decision-making process on the programmatic Environmental Impact Statement and the premise on that will inform the regulation writing that we are now in the process of doing.

We received over 23,000 comments on the Environmental Impact Statement.  Many of the comments were very general in nature.  Some said that the regulations should be stricter.  Other comments said that the regulations are too strict and should be relaxed.  And then there were many comments that were made on specific issues that were identified in the Environmental Impact Statement in which the public was invited to comment on specifically.

There were ten such issues and they're listed in the next couple of slides here.  I wasn't planning to go through each and every one of those, but, just touch on a couple.  The scope of the regulations is an issue that goes to the new statutory authority that we have and whether our regulations should encompass not just plant pests but also noxious weeds and biological control agents.  The public was invited to comment on that.

Another issue was risk-based permitting which was a concept of replacing the current notification and permit process with a risk-based tiered permitting process.  So, that was another one of the issues where we invited public comment.  

So, there were ten of these in all.  We got comments on each and every one of these areas and, again, these are things that are forming the rulemaking process that we're into now.  

Our next step is to finish drafting and clear and then publish the proposed regulations for public comment.  The goal is to publish regulations this year.  We have a good deal of work yet ahead of us to work with our -- both within the Department and outside of the Department that will review and provide comments to us on those regulations as well as part of that process is consulting with the FDA and the EPA in the development of the regulations.

After that process is completed the proposed regulations will be published for public comment.  Another area that I wanted to touch on today is the Biotechnology Quality Management System.  As I think most of you know, this was announced by APHIS last September when the subject of discussion of this group in November of last year so I don't want to rehash the presentations you got at that meeting.

I just did want to let you know that I read the transcript of the discussion on this subject at that meeting; understand what the concerns are of such issues is the cost, transparency, the impact on university researchers and so on, and those things will help inform and guide the development of this as we move forward.

Since that meeting in November in which it was discussed with the group here, we have been talking to other federal agencies that have a similar sort of system in place to understand how they've done that, what they've learned from their experience that would benefit us as we develop our program and move forward with that.

We will be taking that guidance and developing some draft guidelines and then holding some workshops or focus group sessions to invite folks to give us some pretty intensive sort of feedback discussions around the draft document that we're developing, those sessions taking place during the spring and the summer months.

We also have established a position in the BRS organization of APHIS that will be focused full-time on this effort and interviews are being done now for that position.  Up until now we have had folks working on this sort of as a collateral duty and responsibility.  So, we'll have a focused resource working on this and we've got some money included in the present budget for fiscal '09 for this as well, a second position.

Another issue that we are wrestling with and are focused on and that is our compliance with the National Environmental Policy Act.  We've had numerous challenges to our regulatory decisions in BRS based on NEPA grounds, that is, our compliance with the NEPA statute, and some of those cases are listed here.  And, so, we've been taking a number of steps to strengthen our NEPA analysis in the BRS unit by being more thorough in our documentation of our decisions and analysis relative to the NEPA statute along with the Endangered Species Act consultations.

We've put in place additional supplemental permit conditions, providing more training to staff.  We have additional staff requests in the present fiscal ‘09 budget to then strengthen our NEPA compliance activities so that they're thorough, they're rigorous, and so that they will withstand scrutiny.

The last thing I wanted to mention and then open the floor for questions or comments is that on February 22nd we issued a joint statement with FDA and EPA about a n2w corn event 32.  We announced that we had been notified by Dow Agrosciences that they had detected trace levels of a regulated event, a regulated GE event, in some of their hybrid genetically engineered corn seed lines. 

That announcement stated that the three agencies had concluded that there were no food, seed safety, plant, pest, or, environmental concerns.  That conclusion was based on scientific analysis that was done in APHIS and the EPA.  This particular event has the same genetic construct as an event that we had evaluated and deregulated back in 2005 and was covered by an existing tolerance exemption of the EPA, which is their food safety call, produced the same protein.

Dow had secured all the affected seeds so that it won't be planted in 2008.  APHIS and EPA are conducting an investigation to determine if there were any violations of our or EPA's regulations in this situation.  Again, the presence of this was at very low levels, three seeds per thousand in the affected seed and there were just 53,000 acres planted in 2007 out of a total U.S. corn crop of over 93 million acres.

So, the level at which this developed, it was negligible.  At this point there are discussions with trading partners around this.  None of our export markets have been cut off as a result of this.  We have shared our analysis and EPA's with regulatory officials in the countries that have asked for that and technical suggestions are ongoing at this point about the trade ramifications and possibility for a call for testing and alike.

So, with that, Michael, is a brief snapshot of some key issues in areas that we're focused on and I'd be happy to open the floor at this point for questions or comments that folks might have.

MS. VAN EENENNAAM:  At the last meeting we were advised of a notice of advance rulemaking regarding transgenic animals I believe at the time.  Can you just give us an update on what's going on with that and where that stands?

MR. GREGOIRE:  It's currently in review in USDA.  I think there's a good deal more on your agenda to talk about just that subject.  We have also and are in discussions with the FDA about what authorities they have for regulating transgenic animals, what their options are, and what gaps there might be in their system that we would be concerned about and would want to somehow cover, have a role with in USDA.

So, I think the discussion here which follows this immediately will talk about and solicit your input on what USDA's role should be in the regulation of transgenic animals which is in effect what the ANPR asks.

MR. JAFFE:  Do you know when that will come out?

MR. GREGOIRE:  I don't have a prediction at this point.  Hopefully soon.

DR. MELLON:  With respect to event 32, do you know how this contamination occurred?

MR. GREGOIRE:  Dow reported to us that they believe it occurred in a test plot where two varieties of corn were grown.  I would say also though that we had initiated an investigation so we're still doing a process of examining that to see and confirm what occurred.

DR. MELLON:  Certainly one only comment that if these things keep happening over and over and over again it certainly strengthens my belief that it would be, you know, far wiser to not use food crops to produce pharmaceuticals and industrial compounds.  It really doesn't seem that there is a system in place that can prevent these things from happening.  You probably could have predicted I would have said that.

My other questions is did the Department measure and actually go and test our corn exports to see whether this event is present or did you just calculate what you think it ought to be as a result of how much was planted? 

Because if it occurred, you know, in a test plot I'm not sure.  I would like to see -- I would like to know that you all are testing for it in the corn seed rather than estimating just how much you think should be there.

MR. GREGOIRE:  We have verified, or USDA has verified this test methodology, but this is not at this point testing although there are discussions again with trading partners, some of whom could call for testing.

DR. MELLON:  I guess that would just lead to another predictable comment that the USDA ought to require that everyone who tests in the open air in the U.S., GE events, provides you all with primer.  You ought to be able to test to answer these questions and not depend on the companies, you know, or providing you with these results tests if they want it.

MS. DILLEY:  Just real quickly.  The internet seems to be on right now so if you are on the internet please get off so we can pick up on the transcript and then, Brad, do you want to talk to this specifically and then Guy.

DR. SHURDUT:  Yeah, I'll talk.  And then I'll offer a little bit of a specific question about the date of the event or anything.  I assume it will be available within the next two days so feel free.  But, just in terms of, first just address what you said.  What you said makes sense that in this case here it could have been a related, protein-related event on a specific methodology and clearly only the companies will have that.

But, upon finding the issue here, the testing methods are made immediately available, not just to the USDA but also to our global trading partners so it's going to be hard to, since we all do a lot of events, to proactively give us that, but upon an indication that's an issue that can be made readily available at any time on this case.

The other thing too about the calculations and the affected seed is on this one we did track it.  We were able because it was clearly out of place and we tracked it down to two affected hybrids and then we tracked it out to all the affected inbreds and then we tracked it back to the affected hybrids and of that we were able to track it.  

It affected three commercial lines of 100 for our rootworm product which is, as you know, probably the biotech product.  So, it was with that data and, as Michael said, the investigators are apparently of looking at that data again to sort of leave out or confirm it, but, it was clearly precise, given, you know, the inventory and being able to track it back and forth through those seed lines.

MS. DILLEY:  And that's when you felt pretty confident of you didn't need to test so much.  Mardi brought her question of well, when do you and are you in a position to be able to do that?
DR. SHURDUT:  I think, and maybe there are others, but in terms of the testing here clearly, you know, I'm assuming that there will be some testing instituted at some level, but the bottom line is Dow Agro has done some other testing and as we thought it's been non-detectable, but, again, this has not been Dow Agro-initiated testing per se in the field.  Other than testing, all our sister lines, you want to make sure that we had the underlying isolated so we test it out in terms of hybrids structured to confirm our analysis.

MS. DILLEY:  Guy and then Randy.

DR. CARDINEAU:  Brad may have answered my question.  I was sort of curious about the comment that 22 and 32 were sister lines.  I'm fairly familiar with the Herculex group of products and I was one of the inventors on the gene, the gene constructs, but, there are two key proteins in there and a sizable marker.

Is the difference in the event the location in the genome because otherwise the peak is not going to tell you very much unless you have primers that are located on the actual corn.

DR. SHURDUT:  That's an entirely different protein, no additional genetic material.  The only difference is location.

DR. CARDINEAU:  Okay.  So, the sister -- I mean, from a scientific basis the position of the EPA and FDA and USDA on it is essentially identical other than insertion location so it's a non-event event really from my perspective.

DR. LAYTON:  So, it's just where it went into the corn gene.

DR. CARDINEAU:  Genome.

DR. LAYTON:  Genome.  Thank you.  

MS. DILLEY:  Randy.

DR. LAYTON:  Into the chromosome.

MR. GIROUX:  Thanks very much.  I'd like to follow up on the comment that you made, Michael, about the BQMS program.  And when you referenced that you had read the transcript, summarized that the issue was really the cost of implementing that program which would readily be in academic institutions, and I do remember we had quite a big debate about that in the transcript and you will remember the elegant comments of my -- probably Jerry Slocum made, that of the academics, who talked about the difficulty in implementing such a program and the cost would increase.

From my perspective the real issue in U.S. agriculture is access to markets and were demonstrated with event 32 where we have a very sophisticated company with fairly sophisticated ways to manage the technology.  Universities are not in that same place.  

And the value of the BQMS program is the way those universities become invested in the open field testing of transgenic products, and the cost of implementing this program clearly pales in comparison to both costs and loss of market for U.S. agriculture when these events come to light.

In fact, I think if I was a -- and I was curious that in your summary of our discussion of BQMS you did not mention the critical importance of this program to start to implement some standard operating procedures or improve the criteria for that testing of those crops in academic institutions.

That is critical to the outcome of this program and I'd like to comment that how important that aspect is and whether or not when USDA weighs this program there is the cost of doing it and then there's the cost of doing nothing and what's the perspective on that is the question?

MR. GREGOIRE:  Well, this is an important program. It's a high priority for me.  I confess to not spend as much time on this particular program than some of the other things I've been involved with in my first few months on this job.  But, I can tell you it's a high priority for the Administration to get this program in place and we have every intention of doing just that and to build into the development of that program the key facts we're getting from this group and others that we're talking to.

So, I hope I didn't come across as not being important or not being a primary area focus for us because that's not the case.

MS. DILLEY:  Any other quick questions?  We covered quite a lot in a short period of time.  

DR. SCHECHTMAN:  Welcome to our forum.  

MR. GREGOIRE:  Thank you.  

DR. SCHECHTMAN:  Okay.  Now it's time for the AC21 to begin to focus its formal discussions on animal biotechnology.  Let me start this discussion by apologizing to committee members on how late we were in getting you information about the department's intentions in this area.  The subject has been a moving target and there's been a number of things going on internally that have delayed final decisions about how this committee wants to proceed.

I hope that you've all had a chance to reflect on the agenda we distributed and to consider the background documents for which I sent links to you last week.  Those documents are now the handouts that I mentioned earlier from the computer course.

At the last AC21 meeting, prior to providing the committee with a specific charge related to transgenic animals committee members were offered a series of five or six presentations covering a range of subjects: background science and scientific development; status of regulatory work in the area; producer reactions to new technologies; downstream reaction at the consumer levels; and social and ethical issues around animal technology.

And, again, this was done to begin the process of having a substantive shift in what the committee was working on towards these topics and provide that sort of context and background setting similar to what we've done on the plant side.

Our hope was that there would be a pretty wide range of dialogue on the topics in the absence of a focused charge last time and I think that was borne out.  For this meeting the Department considered several different areas for your work but ultimately decided to open up discussions specifically on a main area that was identified earlier by this committee in its third report as one of the issues brought to the Secretary of Agriculture for his attention looking into the future, namely the lack of clarity regarding the federal regulatory system for transgenic animals.

There are ongoing discussions that have been alluded to a couple of times thus far in this meeting, ongoing discussions in this area within the Executive Branch and I think we all recognize that elucidating a clear and scientifically well-founded policy is the significant priority.   Assuring the safety of transgenic animals and their products derived from them and/or appropriate use obviously is the key focus.

We had promised to provide you a clear, concise project or project for you to work on rather than a broad open-ended one and I have to say that I feel that the one that we've given you is a fairly substantial one, again, despite those promises.  

Let me speak to the specific charge we're presenting you with.  It's on the agenda and the text reads as follows:  “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 food or regulating the transgenic modifications as New Animal Drugs. Under either approach what are the appropriate regulatory roles for USDA to these animals?”  And Michael Gregoire mentioned that this is the subject of ANPR as well.  At the last meeting, Fred Degnan, FDA's former Associate Chief Counsel for Foods, spoke to the Committee in some detail, a pretty heroic effort since he barely had a voice due to the bug that he had, about the two general courses FDA might take in regulating transgenic animals based on their existing authorities under existing statutes.

And he spoke in more abbreviated terms about the range of authorities that USDA could invoke besides regulatory authority over at least some transgenic animals.  So, we're asking you to go beyond Mr. Degnan's excellent presentation and address the following.

Assuming that FDA adopts either one of the two proposed courses, how should USDA move forward based on is statutory authority?  How would we complement rather than duplicate FDA's efforts?  What additional safety assurance or support for consumers in the marketplace can we usefully provide?  

Let me emphasize that what we're asking this committee not, let me repeat, not to weigh in on FDA's course of action.  That's outside this committee's mandate though the two courses of action by FDA would like to have different implications for USDA.  We hope that you will be able to focus on USDA's potential part in this overall process.

We also hope that your focus will be on transgenic animals and not on critiques of USDA's animal programs at large specifically because that would be outside the mandate of this committee and would, in fact, fall more properly on other USDA advisory committees.  We would also want to be very explicit that we do not intend to construe any advice that you may give us on USDA options as any sort of implicit recommendation or endorsement of any actions on the part of FDA.  We are asking you about our part of the project.

We would be happy with any disclaimer of that sort should you wish to provide them in your discussion.  We had intended at this meeting to provide additional legal background to a more detailed presentation on the potentially relevant statutory authority of USDA.

Early this afternoon, according to the agenda that you all received, that presentation was to have been given by an AC21 member, Nancy Bryson, who, as you know, was formerly General Counsel for USDA and is an expert on these matters.  Nancy has had some urgent work come up at the last minute and she's had to send her regrets regarding her presentation.  She will, however, provide a document in writing to the committee within a few weeks and I'm sure that will be helpful to your discussion.

We are going to be adjusting the agenda based on this change and we will have more time obviously for discussions in Nancy's time slot this afternoon though I'm afraid that some of the discussions now are going to need to be somewhat more general than they otherwise might have been.  

What I would like to do to provide you at that time instead and very briefly is a summary description of all of the USDA activities that relate to animals and help provide some of the big picture for the department.  Now, I've mentioned to this committee previously as has USDA Chief of Staff and as have other officials that USDA has been developing an Advance Notice of Proposed Rulemaking related to this area which would seek public input on relevant questions prior to regulatory rulemaking for the regulation of transgenic animals.

That effort is still moving forward.  The ANPR is not yet ready for publication but in any case the USDA wants your input as the process continues.  A few words about what USDA expects from you on this project.  Because this Committee is a diversely constituted committee and because of the success you've demonstrated in developing all of the consensus reports that you've prepared thus far we think that the AC21 can potentially offer USDA unique insights on these complex issues.

We also recognize that what we are asking you to accomplish is a very significant undertaking in a relatively short time.  For those new to advisory committees and the public, let me reiterate something that was said earlier which is that the charter of this committee expires in February 2009 and would need to be extended and renewed under whatever new Administration comes in at that time in order for the Committee to have a life past next February.

There are no guarantees, obviously, at this point. The Committee has been a successful and productive one and I've spoken of the valuable analysis you've done thus far.  Those reports in general that you produced so far have not provided detailed recommendations to USDA.  In this instance, we are looking to you for a recommendation.

USDA would like to get some concrete recommendations from you on this topic in the time remaining under the current Charter and we are anxious to help and that you are able to do that.  But, let me say at the outset that even if you do not complete the task in time the public is going to pay close attention to the dialogue you have on this subject over the coming months.  

Indeed if you choose to make recommendations that are not detailed regulatory recommendations but are at the 50,000 foot level, so to speak, that role can probably be okay with us as well and might be as much as we can hope for.

Another point regarding the scope of this exercise.  In the previous meeting we had indicated to you that we would focus on transgenic livestock and you'll note that the question that we've posed to you today is considerably broader so it's conceivably beyond livestock to insects, for example, or other animals.  We would leave it to this committee to decide whether you wish to restrict the focus of these discussions to livestock animals, totally up to you, bearing in mind that farm-raised fish may be considered livestock, or range even more widely.

I would note, though, that Committee members on reading the background materials that were sent around, I don't think could have failed to notice that while issues surrounding the regulation of transgenic livestock are complex, those surrounding transgenic insects may be, if anything, even more complex.  So, with that comment, I think I'll stop and open up the floor for questions and discussion.

MS. DILLEY:  So just a couple of things, a little rehashing of Michael's presentation, but we need to assume that there are two to three more meetings.  They want our unique insights and recommendations, if possible.  We need to make some decisions about how to meet that goal and have a work plan that sets us on a course to do that.  We need to decide what animals we're talking about, whether it's livestock or how broad we were defining that scope.

And then this is all within the context of obviously ongoing internal conversations within the Administration.  There may or may not be an ANPR release during the course of our conversations which will -- this conversation will tune into that.  We don't know exactly how because that's still a target as well but it helps form that process.  So, that kind of shapes the context in which we're holding these discussions.

And we need to, I think, considering what Michael said, that we have two to three meetings and we need to be finished by then, not expect an extension.  That may happen, but, I would not assume that going into our setting up a work plan certainly.  This is all a new Administration.

So, with that, trying to pin down some of the key pieces and issues that we need to grapple with in order to really set our -- get our arms around our charge.  We need to open it up and talk about what are some of the questions that you all have and what we need to take on to be able to pin down our charge.  So, with that, we'll do that.

Alison?

MS. VAN EENENNAAM:  Okay.  I'll start it off.  I'll say I'll start it off with fun.  I guess, what year was this report put out?  

DR. SCHECHTMAN:  I think it was 2002.

MS. VAN EENENNAAM:  Okay.  And I just -- is there any more work done on this in terms of -- the charge has been given, kind of the FDA is going to be doing something, what's USDA's additional role?  The bugs document was kind of like we're not even sure we have a charge here.  Is that still true and so is it kind of a different entity to the ones where the FDA kind of like prime authority under whichever way it goes and the USDA has kind of a supplemental role and does that as such make it really a very different base in addition to the fact that it's used it? 

DR. SCHECHTMAN:  I think it would be in fact a very different conversation.  My reading of the report on transgenic insects is that there are lots of authorities that are out there.  The only folks that have put regulations in place that address a subset of insects at this point is USDA and APHIS that deals with insects that may be potentially plant pests and those are covered under 7 CFR Part 340.

But, it is, in fact, which are the regulations -- which is the place where all of the regulations for biotech plants are as well.  But, it is -- it would, in fact, be a very different subject, very different in character from the discussion on the other animals.

But, there are many authorities that purport, outlined that are potentially in charge, but, I couldn't say that there is a great deal more record of government things that have been happening since then apart from being able to give you an update on specifically the kinds of field trials that have been approved in the United States, the kind that are under review.  That is something that we could provide you a more updated set of information on for the next meeting if you decide to go in that direction.

MS. DILLEY:  Jim and then Carol and then Guy.

DR. ROBL:  Considering that they are really two different entities that you have how you look at it under one category those animals that would be used for food consumption, production of food, insects would probably not come under that same category, it seems to me that one way or the other we ought to really separate those into two different discussions.

DR. SCHECHTMAN:  Are you talking about food animals and non-food animals?  Because there certainly are plenty of food animals that may be used for non-food uses.

DR. ROBL:  Well, you may even separate it a level further into those that are non-food animals.  Again, I think it has to do with where they go in terms of regulatory authority is to put those that would be -- for example, you know, I don't know where Glowfish® fits in all of this, but you know, or other kinds of transgenic, like transgenic cats.  There are a subset of these things that are kind of odd someplace else.

From my perspective, if you divide those up into categories, the committee, because we have a short period of time, we might only choose one of those categories to move forward.  In terms of weighing what you might do on the one hand there's a fair number of regulations in place for food components.  My guess is, these other components is very little and, therefore, you might look at that end of it.

On the other hand, there might be more interest in trying to focus on the food applications and you get a picture painted around that before tackling these other areas.

MS. DILLEY:  You certainly lay out the options and I think that's what the committee needs to decide.  That's one way to parse it out.  Carol and then Guy.

MS. TUCKER-FOREMAN:  I think I may have missed something at the last meeting because I don't have any recollection of anybody saying that FDA could regulate some or all transgenic animals using these as a food approach and now we go to this approach for transgenic plant-derived foods.

I do recall rather extensive discussion of it regulating transgenic modifications as to animal drugs.  I went through the draft of the committee meeting, the summary of the committee meeting, and I haven't seen any reference to it there.  I don't find any reference to it in Fred Degnan's comments so who did provide that statement?

MS. DILLEY:  Okay.  So I imagine, I mean, following that up, you're looking for whether we're going to evaluate or spend time on both of those, is that really a viable -- yeah?

MS. TUCKER-FOREMAN:  I may have seen this discussed before as Fred Degnan did, the Agency has generally indicated that they would regulate as a new animal drug, but, the case studies indicated that that was where they would go, but, it also suggested, I believe it's in the Pew document, that the Agency might consider regulating them as food additives so if we're going to talk about two possibilities of FDA I think we have to talk about three and I think that it might be more useful to us if we're going to embark on this not to speculate how FDA might choose to regulate these things, but, say that it is clear that they have the authority to regulate transgenic animals and not presume to describe how they might do it.

MS. DILLEY:  Just to follow up on that, Carol.  So, rather than building the charge off of what FDA might do because it's problematic in terms of speculation, focus on USDA's role separate from that.  Is that what you're --

MS. TUCKER-FOREMAN:  You might say that FDA has authority to regulate some or all transgenic animals.  What is USDA's role?
MS. DILLEY:  All right.  Okay.  Guy.

DR. CARDINEAU:  In relation to Fred Degnan's presentation on the Animal Health Protection Act, he suggested ways that USDA might be involved in regulation of transgenic animals.

MS. DILLEY:  Right, and just because I know you're looking at his overview, what pages are you --

DR. CARDINEAU:  It's on page 3, the middle slide.

MS. DILLEY:  If you have copies of the slides that Fred had presented at the last meeting, it's on page 3.

DR. CARDINEAU:  It says AHPA is to regulate them, any article or pest, pest is in quotes, and the last one is recognize the potential to act as a harbor for these pests.

In relation to plants, USDA has been able to regulate transgenic plants because they've defined pests as to include any component of anything that might be considered pests.  So, if you use Agrobacteria, meaning a transformation, Agrobacteria transformation from a pathogen of plants even though we engineered them from non-pathogenic.  So, that was the conception of pests and a lot of the regulatory sequences that are used are derived from plant viruses or from genes from the cDNA and Agrobacterium so many of us, myself anyway, think that it's sort of stretching pests in order to accommodate USDA's regulation of these materials.

And one would ask if you used particle bombardment of a plant gene to certify a plant promoter is that really a regulated event under USDA because it's not a pest.  Well, I would say that for animals I don't know how you're going to figure out what the pests if you're going to use that same strategy.  You know, how are you transforming the animals unless you're using an animal virus as the vector to get genes in?  There's no pest, quote, involved in an analogous fashion the way USDA has used that in plants.

I'm not sure where it's going to fall under, the rigors of that Act.

MS. DILLEY:  Right.  So your question I think is one dimension of the conversation in terms of how do you use your current authority.

DR. CARDINEAU:  Well, the thing is early on you have to do is to -- when we heard Fred go through how he thinks USDA has regulatory authority to address these transgenic animals and, so, I think one of the first things we need to do is to figure out which acts we actually may have some authority on or where USDA may have some authority.

Because I personally don't think there's authority under this based upon using the plants as the analogy.

MS. DILLEY:  That's right.  That's part of the analysis is to say what authority does USDA have, under which act, how does that apply to transgenic animals and do you have a direct link to make that connection as you did on the plant side to get a fit as well for animals?  That would be part of that analysis in answering that question or flushing that out a little bit more.

That is part of the analysis that we would need to do and that's one dimension of it.  Greg, I don't know if you want to tip it off of that or you feel you have a question.

MR. JAFFE:  Well, a more general thing.  I mean, when I got this charge I was sort of fascinated by it because I've known members of the Committee who have been on since the beginning and this is very different than the other type of charges that we've gotten so it's contradictory to the information that was provided by the Secretary about our charges, other charges, but, I won't go into that.

Given that as it is --

MS. DILLEY:  So we can just use our own imagination as fascinating as an interpretation.

MR. JAFFE:  Once I looked at this charge it's a very legal kind of charge and I'm a lawyer and so I can clearly look at that in that legal background and my initial reaction was I'm not sure we have those expertise to do that legal analysis that Guy was talking about and others may have been talking about as a committee.  I'm not even sure I have to do it, although I'm sure I could come up with some opinions.

And I guess I agree with Carol that I mean I look at how the federal government's going to regulate transgenic animals is somewhat of a black hole.  I mean, I don't think anybody knows whether it's FDA, USDA, or other agencies.  And this has not been something that all of a sudden is dropped upon us yesterday.

But, I mean, we go back to the 2001 case studies which FDA gave a little inclination of what they might do and I could point to a couple of other little documents here and there, but, FDA is not in the room today and my guess is they're not going to come and talk to us about what they think they can do regulatory-wise.

If they were going to tell us they would have written it down somewhere.  Similarly, we heard that the ANPR is not coming out of APHIS and one of the reasons we didn't get a charge last time was because it might have been coming out.  I mean, Cindy Smith said two years ago that they were hiring animal people and they were looking into this issue and I'm sure they have lots of lawyers at the General Counsel's office of both the USDA and FDA on these topics.

And, so, I think it's wrong for us to sort of go down that path and try to second guess all those internal discussions that have been going on and may have more expertise there about whether the Animal Health Protection Act, whether this is a plant pest, whether you can do that from that point of view, whether FDA should be doing this and what's the scope of that.  I think I can read the statutes and come up with listings and some other group can come up with that.

We could probably get some outside people to do that, but, I don't think we're going to get anybody from inside the government and not know what their thoughts have been and, so, somebody's sort of throwing a dart at a board and we can't see.  So, I don't think that's particularly productive, personally, that's something our Committee can do.

So, I thought about it, so, what could we do with this charge and it goes sort of -- I guess I agree with Carol.  Therefore, I don't think we can do a gap analysis because we're not sure what gaps are being filled by who, you know, and to sort of say two, three, four different scenarios at FDA and depending on what those are then how do USDA or FDA fill those gaps.  

To me, I'm not sure that would be a particularly valuable thing.  I think where we could have value is in a couple of ways.  One is we are different stakeholders here and I think we all would agree that there should be some federal role, regulatory role, for the federal government for transgenic animals.  I think we all have different issues and concerns that might be rated by those different applications of transgenic animals.

The one thing we could do as a committee in the limited time we have would be to sort of set forth what are those issues, what are the different issues raised by different stakeholders regarding transgenic animals, whether it's food safety, whether it's climate, environmental risks, whether it's marketing and trade type things, what are those issues that we think the federal government, collectively think the federal government needs to opine on or be involved in, engaged in in bringing transgenic animals to commercialization.

So we could add value there.  This is the host of issues that is important that the government get involved with in its regulatory role.  And the second one would be sort of -- and then what should that regulatory system look like, not opining on whether it should be FDA's system or USDA's system or FDA for this question and USDA for that question, but, what should that system look like; what are the issues it should address; what should it be involved with and I sort of look at those as sort of principles or characteristics or components, you know.

I think maybe we all could come to agreement that there shouldn't be overlap; that if one Agency is taking the lead on something a second Agency shouldn't also be opining on that at the same time; that there should be some level of transparency, maybe some level of public participation; that if more than one agency is working they should work together and we could talk about how they might work together or something like that.

But, it seems to me we could sort of set forth some principal components and characteristics of that regulatory system that we think would be valuable for the federal government to have and we might opine and say that it should be a single agency or something that's taking expert advice from another agency.  I'm not sure what we'd come up with, but, I think we probably could agree on certain things that would fit within this charge would sort of suggest, you know, which one agency compared to another agency. 

I'm not sure we could give the specifics.  You do this topic versus that topic, but, these are the topics that need to be covered, this is the way they should be covered in a regulatory system.

And the third comment I need to make is I guess I would hope that we would look at this charge in a broader regulatory role than just safety issues, but, also regulatory.  I mean, there are lots of roles that USDA could be playing and we've done that in the past, a research role, a promotion role, an education role, an extension role, a market -- we heard Bruce say something about market, trade and so forth role.

I think we would be wrong just to limit ourselves solely to safety issues, be it environmental or food safety, getting into animal welfare and other kinds of things.  Again, those are the issues that are raised by transgenic animals by different stakeholders and so that might make this charge a little easier to deal with.

Also, if we look at appropriate regulatory roles and define that in a broader sense than in a narrower sense.

MS. DILLEY:  And, Daryl, when you and I talked a little bit about this, the other piece of that and kind of the next piece of that in terms of a broader take on the regulatory role might also be where USDA has particular strength.

It wasn't necessarily determining what else USDA should do specifically and how to do it as opposed to FDA or other agencies, but, it was making at least some link to options because USDA has specifically -- you know -- they did a lot of animal welfare stuff and that may be their particular role, that kind of thing.

So, what I heard you just say was what are the different issues that are raised that need to be addressed in the federal government that plays some kind of a role and that role is more broadly interpreted if you look at regulatory than -- it's a broad range of topics.  It's not just the safety, food safety, and a animal welfare issue.  It's a broad range of things.

And then what should the regulatory system look like to encompass some of the concepts of the principles and then potentially how does USDA link to the committee formed at the USDA how USDA plays -- potentially plays some role in the overall system and in meeting some of those principles and the way you would frame that.

And Jim and I had also talked and you thought that -- I think it was very in sync with us in terms of how you get from a lab to the marketplace and there are obviously issues.  How you raise those issues in going down that path and that seems to me to match up with what Greg just laid out.

So, other comments, reactions to some of the various ideas that people put on the table?  Pat?

DR. LAYTON:  I think I have a question because I'm still not sure where this is going to fly is how are we going to define animal?  I think that USDA takes different roles on vertebrates than it does on invertebrates.  Certainly some invertebrates are well-known species of the food supply system.  Some are not.  And, so, I guess one of the questions, Greg, as you think about this, how broad is the word, animal?

You know, I guess I know there's a plant and animal kingdom but are we broad to that?   Are we going to try to stay in an area that's less broad than that?  And I don't really have a feel for this so that's kind of where I wanted to see what we were talking about.

MS. DILLEY:  Just so I understand, Pat.  Are you asking a different question than what Jim Robl asked in terms of which animals are we talking about?  

DR. LAYTON:  I think I'm asking that and I really don't know the answer to that.  I guess I'm supporting Jim's question.

MS. DILLEY:  What's on the table?
DR. LAYTON:  What's on the table and what's off and I was thinking in terms of Greg's comments because I think he did actually lay some things on and lay some things off, but, I just wondered if anybody else had thought about that so I didn't get any -- you know, I heard Jim's question though.

MS. DILLEY:  So, you'd like more information about that, more discussion around that.  Guy and then Carol.

DR. CARDINEAU:  I actually meant to raise a similar point because Alison asked a question about insects, do we consider insects animals?  That's a very reasonable question.  I mean, I'd like -- you talk about invertebrates, including shellfish, as animals, but I don't -- personally, I have a hard time considering insects as animals although I suppose they qualify.  So, and that's a reasonable question and how do you define the curve and what are the leaps and bounds of the charge that we're being asked to evaluate?

DR. SCHECHTMAN:  Well, if I can respond to that. I think we left it open to you to decide what size bite you wanted to take.  


(Discussion off the record)

DR. SCHECHTMAN:  But, I think the point was certainly made that you'd be really talking if you're talking about any of the details at all you'd be talking about two very different universes of discussion.  You know, I think we're entirely open to you all deciding what piece of this you want to talk about and if that doesn't include insects we will be okay with that.

MS. DILLEY:  Also, just another angle on that is it's not that the whole range is not important.  It's just that we realize we've got limited time so it may be that the committee decides to handle the very important.  I'm not sure we need to define that insects are an animal or not an animal, but the committee is taking on this and we're not taking on that because we just were constrained by time as opposed to we think we have to go through a priority setting process.

But, Carol and then Randy and then Mardi.

MS. TUCKER-FOREMAN:  Well, I really like Greg's suggestion there and it just seems to me that's consistent with the question that Jim made that if you're going to talk about the issues that are raised quite generally here, including non-food animals, is an interesting aspect of this because we've already had concerns about the Glowfish® that's out there and they're making kitty cats and other things and some of these are products strictly for pharmaceutical use and others for food.

That is an area where if we're going to talk very generally and thoroughly as Greg has laid out that we include those.  I agree that insects -- I like the suggestion here that we might say we're going to talk about this and we're not going to talk about those, but, we might want to have a presentation on insects and move on to animals before the committee actually makes that decision.

MS. DILLEY:  And that's also a possibility.  Randy and then Mardi.

MR. GIROUX:  Thanks.  I like what Carol said.  I like Greg's suggestion.  I've been on this committee long enough to at least envision well, so, I really like Greg's idea and so I'd like to endorse that from my perspective.

A little replicate though.  I do believe less is more when it comes to here.  We can have a really strong discussion, rigorous discussion about narrowing the scope.  You know, I'm actually taken back almost because when I look around the table at the number of consumer-oriented groups that we have around the table, the expertise we have here around the table, I anticipated that we were going to be focused on food animals or animals destined for food because I think people bring a very unique perspective for us in that particular area.

That's the area, of course, that I'm interested in, in food animals in the food supply chain or maybe the food supply chain we may under that scope be able to address animal pharmaceutical applications for animals, but, the idea, you know, I'm not enamored of the idea of discussing bugs and while I think Glowfish® are a great market for fishing, a great market for fish bait, I really don't see that as being something that this committee should be focusing on.

DR. LAYTON:  Mardi and then Alison.

DR. MELLON:  I find this a strange charge in that what do we want to talk about?  It seems to me that after all the discussion that we know has been going on inside the government about the framework issue which is trying to put together a set of -- a comprehensive set of regulations administered by different agencies that accomplishes an overall objective that we might -- maybe this is asking too much -- but that we might hope for the USDA to kind of perhaps vent some of their ideas, you know, with us.

I mean, they would bring to us, here's how we're going to -- you know -- here's how we're kind of thinking about the Plant Protection Act, the Animal Protection Act.  You know, as I understand it, you know, the standards, definition of tests would be allowed to do a lot more regulation, but, I would like to kind of -- I mean, maybe it's just too early and not possible.

But, in the ideal world I'd like to hear from them, you know, kind of how far along they are, what they're wrestling with, and see if, you know, we might provide a sounding board to that conversation, you know, and in Greg's language, trying to guess where they are and what they're testing, I don't know how to do that.

But, I guess my other, you know, larger issue is that, you know, if we go back to the notion of framework.  The challenge to the U.S. Government is to kind of update what it did in the mid 80's with respect to the products of genetic engineering or biotechnology and come up with this comprehensive framework.  That framework is basically falling apart.

It simply is not adequate to deal with the full range of products and the government having to do something about it.  I am of the view that the whole gambit of the 1980 framework which is that existing statutes can be twisted, turned, manipulated, distorted, in order to make them work is also an idea that's outdated.

So, I'm also worried about having off the table the notion that there some parts of this framework that would be so much -- I mean that would work.  People would simply take on the problems directly and try to come up with, you know, the kind of common sense regulatory approach that would address them rather than trying to look all over and twist all these statutes and see if we can kind of make them work again.

So, that's just the frustration.  Maybe it has to be off the table, but, it seems to me that is really, you know, where the rubber is going to meet the road in terms of our international acceptance.

MS. DILLEY:  So, there are two different pieces, I think what you're saying, Mardi.  One is -- I mean, you said a lot and I'm just focusing on two pieces of it.  One is, is there the possibility to have some -- and this is all part of developing a work plan -- but is it possible to have some presentations by USDA in terms of what their thinking is and at some point to get some reflections, some insight, and then reflection back from the committee.

And then the other piece is, I think it fits with Greg's notion of looking -- what are some of the principles of a framework?  And I'm sure part of that discussion is whether the current framework works or doesn't and that's part of the diverse perspective from around the table that we would most likely get.

But, it's based on potentially a framework of principles initially and then to have some of that discussion around that, so, I think that fits with what Greg had laid out, but, those are kind of two different aspects of it.

One is, I think in developing our work plan is where do you start with that conversation?  How do you organize it so it makes sense?  And I think that's where we really need to kind of pin down in this discussion.

Alison, did you want to jump in?

DR. SCHECHTMAN:  Let me just jump in a little and I certainly agree with you that in an ideal world we might be able to do that.  The process that USDA has been envisioning has been one where, in which we're a little bit earlier on the process.  You know, what we've talked about is an Advance Notice of Proposed Rulemaking.

Regardless of specifically what that Notice is going to say in detail, the idea is that this is a Notice that would tell people we're thinking about regulating in this area and we are going to ask you some or many questions so we would be soliciting before we would be ready to talk about specifically what we are thinking about doing; we would be wanting to get that input and that's the process that's going on.

And while, you know, the real world as well as I, while the process of discussing those things is going on, it's often challenging to have a lot of those discussions while we're not sure exactly what's happening.  They have all sorts of other implications.

I was also hoping that, you know, a broader perspective, you know, on what the kinds of things are that we might be thinking about will come to the committee when Nancy gives the committee some materials.  And, I don't know if she'll be delivering the presentation at the next meeting or not, but, she'll certainly be providing some more materials to the committee.

MS. DILLEY:  Alison and then Greg.

MS. VAN EENENNAAM:  I guess I would want to just look at this document that came out, and quite a few people in the room who are at this meeting, it's one regulatory and commercialization issue about genetically engineered animals that was done in 2005 and ask what about what we're proposing is going to be different to this.

Because there was a whole range of different viewpoints and a lot more animal experts and a lot of the issues that had been raised really well in here, I think, to determine the different perspectives and concerns and regulatory authorities and alike.

What's going to be different about what we're proposing than what's in here?  I look specifically to several people in the room that are, you know, part of that process and want to know what you think this committee could do differently to make it distinguishable, to build on it.

MS. DILLEY:  To build on that or supplement it. I think that's a good question.


(Discussion off the record)

MR. JAFFE:  In response to Mardi, you know, I worked in the government for many, many years and I just can't imagine the government is going to come and talk to us about what their thoughts are or FDA, what their thinking is.  I think that's just a reality as to the current stage and especially if they haven't come out with a framework and people know they've been working on it.

So, I think that was the reason that I don't think we should sit here and try to second guess what they're trying to do or do something that's not going to be a useful exercise.  What I thought was maybe it is -- I haven't looked at this document.  I also said a while ago, and that may be part of the picture between what we might do and what this document does is that is a consensus report where everybody is not coming to agreement on and that was just a summary of different views and what happened at the workshop.

But, I guess what I would envision would be sort of something that when they come out with that framework for animals and more specific for animals how do they know all these concerns of stakeholders and have they taken all these into account so that they're looking at it as a rollback of a group of stakeholders saying these are the issues that need to be addressed and this is the kind of system that has to address them and the government can look and sort of say did they achieve that for us.

If they do, then they've gotten the buy-in from this group that they have a good system in place.  If they haven't, it has to be done with one, two, three Agencies and that's where I think the value of what we would do is help them in that we could say to them this is how whatever you do is going to be measured by this group of stakeholders and these are the criteria and these are the issues that you got to make sure you cover and if you don't then that system is not going to be complete in this group's mind.

And that may have all the issues in it but it clearly doesn't provide that message in the end.  

MS. DILLEY:  Just to add onto that.  You mean to cover the broader than USDA, but USDA is a player in that.  It's used by the federal government.

MR. JAFFE:  Right.  Right.

MS. DILLEY:  Carol and then Mardi.  Sorry, Mardi.  Okay.  Go ahead.

DR. MELLON:  It does seem to me that if we come up with a list of what people want out of a regulatory system it's pretty predictable.  We've done it before, you know.  From our side we want transparency and participation and I could go on, and other people want flexibility, they want, you know, some proportion between risk and burden.  I mean, these are things that we kind of I think have listened to each other respectively enough, long enough, that we could probably come up with each other's list.

What I'm trying to -- when the rubber meets the road is when you have to, you know, actually compromise and, you know, everybody would agree, well, yes, you know, it's all these things.  What happens if it isn't?  I mean, look at the FDA's regulation on their drug laws and it’s completely non-transparent.

Does that mean that it's a non-starter?  Does that mean that that's enough of a price to pay for something that, you know, gives the agency a lot of authority in terms of review?  I mean, is that the kind of question we're going to address?  If not, I'm afraid we'll just get a list of very general, you know, attributes of regulatory systems, but, it won't move the ball forward in terms of either acceptable compromises are almost never made.

MS. DILLEY:  One part of the conversation potentially could be if those are the principles and those are very easily adopted in the conversation as well, what does that mean to really play those out?  It's just as you said.  And that around the table it's putting some perspectives on what was Under Secretary Knight's term, effectuate, is that it?  How can you effectuate that principle, I guess?  

DR. SCHECHTMAN:  I may be putting words in Greg's mouth, and I'm sure he'll let me know if I am here.  But my understanding was that the principle, that you spoke to some of the utility of the document, the principles were only one component of what you were talking about.  You were looking to what USDA does and what our strengths are, and conceivably, you know, with some additional legal input, you know, what we have any authority to do, at least at a 50,000 foot level to sort of look at that.

I mean, again, we appreciate the general idea of, you know, what should a complete regulatory system look like but we would -- I think we still do want to hear something that focuses in at least in part on USDA's role in all of this.

DR. MELLON:  What is the question?  Should USDA regulate insects?

MS. DILLEY:  Go ahead.

MS. TUCKER-FOREMAN:  You know, I think we did lay it out.  FDA doesn't have any transparency in the process it said it would be most likely to use.  It seems to me that we could do the three things that Greg has suggested and that we might get to the point where we would say what's your regulatory system look like.  Well, should it have overlap?  Should it have transparency?

And the final line of that chapter might be how the current statutory authorities don't allow for achieving the list of things that we've talked about here.  I doubt that we agree on how we might take that next step, but, it would be something, I think, if we said, you know, we think that an ideal system ought to do these things and USDA doesn't have any authority to do that right now.

But, that tells USDA something that they -- well, if we said this around this very diverse group that these things would be desirable in a regulatory system and USDA doesn't have authority to do those things right now that would be telling the USDA something that I don't think they know right now.

MS. DILLEY:  Well, it could be.  I mean, that touches our conversation.  You could first say, okay, we looked at this document and we think those principles and issues are pretty thorough but we've got a couple of more comments that we want to make on principles or issues that come up and then put, you obviously they have to have the bigger conversation about what animals are we talking about or not talking about.

But, then you could say, well, these are the principles and these are USDA's strengths and what they do and they either do or don't, can't meet some of those principles or can meet some of those principles and obviously it takes a more beyond the USDA but in order to talk about what's unique to USDA and what it can and can't do that's the conversation that the committee would have and that analysis is what would be the product, I think, of the group.

And I think that meets -- I mean, it may not be as detailed and we may not reach consensus on that in two or three meetings.  Call me crazy.  But, we would have at least had that good conversation and you want to capture that and have the discussion that sounds like what USDA is looking for around that heading it up that way.

MS. TUCKER-FOREMAN:  And we might actually discover that there were a couple of things that we agreed on.

MS. DILLEY:  Absolutely.  We might surprise ourselves and actually find out there are some things that we have agreement on and capture that, of course.  I mean, I think that starts to give us a sense of some of the things we need to talk about to really pin this down and it's about that time to break for lunch so you can mull this over and we'll take this over when we come back from lunch.  I think we're starting to look at ways in different dimensions of things we need to ask ourselves and hone in on what our charge is.

Michael, do you have any more comments before we break for lunch?


(Discussion off the record)


(Whereupon, a luncheon recess was taken at 12:46 p.m.)


A F T E R N O O N  S E S S I O N 2:08 p.m.

MS. DILLEY:  So we have about an hour before we take a short break and then come back for public comment and then depending on how many comments we have, an hour and fifteen minutes, we may or may not come back but we obviously have a lot to do if we do or don't come back this afternoon and then to the conversation and then also tomorrow.

So, I think starting with the charges we all recognize as trying to get our hands around, how we'll develop this, and some of the major things that we need to wrestle with is what we do know about our charge is we're interested in having the committee comment on USDA's role in regulating transgenic animals.  So, that is a lot broader so I'm trying to narrow that down into a management of charge and in two or three meetings; we've got a couple of things we need to look at.

One is, how do we get into the conversation about USDA's role, whether we look at statutory authorities, whether we look at broad principles, and then we look at various issues, and then how USDA relates to those principles and authorities.

We also need to wrestle with the question of what animals are we talking about and then, lastly, how we're going to define the regulatory part of the charge.  Are we talking broadly in terms of all the different things that USDA does, not just the food and safety or animal welfare pieces but also do they have a role in research, et cetera, et cetera?
Lots of different things that they do.  The marketing issues, trade issues.  So one piece that we thought, and this is one of the things that Nancy -- one piece that we need to get a little bit more informed about is what all USDA does to make that decision of how broad we want to look at what portions of USDA that we're talking about.

And, so, we thought we'd spend this particular time having Michael go through those papers to at least giving you a rundown of working from these two sheets, the general type of activity and the agencies within USDA involved and then you also have the more -- a little bit more text on that and the USDA activities related to animal agriculture as a backdrop to some of that conversation.

We'll need to come back and ask ourselves how do we want to parse that out, but, that was at least one thing that we got accomplished in the hour that we have before public comment.  And then we need to come back to some of these other issues and get into the scoping of how we're organizing our charge and then building our work plan.

But, with that, I'll turn this over to Michael to present some information from those documents and then we'll break for a public comment period and then we'll come back to the charge.

DR. SCHECHTMAN:  Okay.  Thank you, Abby.  As Abby indicated, what I'm going to do is to give you a brief description of the range of USDA's activities involving animals and agriculture.

I'm providing this description in the hopes that it's going to serve to broaden your perspectives and based on some of the information, some of the ideas that Greg has mentioned, that it may actually prove to be useful for the sort of broad discussion that we'll be talking about, and, also, frankly, because it wouldn't have been possible for me to provide the kind of legal presentation that Nancy Bryson would be giving in this slot.

Even on these matters it's likely that on individual pieces of this that there are people on this committee who are more expert than I am on those issues.  So, please consider this description and the accompanying documents as works in progress.  They should be labeled draft.  They were put together in one day.

If you have questions on the items I'm not familiar with we will get you answers either during this meeting or shortly thereafter.  I would note to the committee that a lot of what I'll be saying and, indeed, much of what is in the two documents about animal-related activities of USDA are things that were contained in a document provided to the original committee members at the inception of this committee.

We do have a number of new members on the committee and there is some more animal-specific information than there was in those original documents.  So, hopefully, it's still a useful update for everyone.  You should have these two documents.  One, a chart of activities.  These were both outside on the table and the other is somewhat longer but the text version.

USDA has a wide variety of activities related to animals.  If you look at the one page chart these activities include in a very schematic sense, without getting into details, jurisdictional description.  This long list.  And I'm just going to go through them in a bit more detail than there is on the one page.

First off, assuring that the nation's commercial supply of meat, poultry, and egg products is safe, wholesome, and correctly labeled and packaged through inspections, monitoring foreign inspection systems, standard setting, education, and product analysis.

Next.  Conducting or supporting research, either intramural within USDA or extramural, to address agricultural problems related to the production of livestock and animal products, to understand animal genetics and development, and to address animal health, animal well-being, biosecurity for animal production, and biotechnology risk assessment.

Third.  Guarding against the introduction or re-emergence of animal pests and diseases that could limit production and damage U.S. export markets.  Combating domestic animal diseases; taking emergency actions when necessary to address animal disease outbreaks; and conducting overseas adherence programs to address test issues for animal products imported into the United States before they get here.

Next.  Supporting the marketing of livestock, dairy, and poultry products through standardization, grading, and market news services, voluntary market agreements, and orders, market research and promotion programs.  

Next.  Purchasing commodities including animal products for federal food assistance programs.  Administering the National Organic Program which covers both plant and animal-derived product and accrediting certifying agencies for that program.  Promoting fair business practices and competitive environments to market livestock, meats and poultry, through oversight activities including monitoring programs, reviews, and investigations.

Seeking improved market access for U.S. products.  Helping to build new markets and to maintain the competitive position of U.S. products in the global marketplace.  Conduct a technical assistance program in other countries and carrying out Congressionally-mandated import/export programs.

Next.  Collecting global livestock production data and tracking relevant policies in other nations.  Working to resolve trade barriers based on sanitary measures.  Developing international scientific standards through which safety issues can be resolved and working with the Office of the U.S. Trade Representative in trade negotiations and agreements.  

Next.  Providing short- and medium-term financial support for agricultural exporters.  Ensuring through licensing and monitoring that veterinary biologics, animal vaccines, and related products are pure, potent, safe, and effective.  Supporting the care and humane treatment of animals used in research and exhibition sold in the wholesale pet trade and transported commercially.

Addressing problems created when wildlife cause damage to agricultural, urban, or natural resources for example, at airports.  Conducting economic and social science research relevant to the production and marketing of animals and animal products.  Regulating insects that are plant pests as well as transgenic insects that may be plant pests and regulating the import and introduction of insects and other organisms for the purpose of biological control.

And, finally, on this list, working with the U.S. Agency for International Development to administer food aid programs around the world.  

That's a long list, an extensive set of activities, and they were all described in a little bit more detail on some of the other materials that I provided.  I'm sure that I've left out the activities, but, I'd like to start and there's probably more information that I'm requested to gather with a little bit more time.  The list does provide an indication of the broad range within the department in nearly all aspects of animal agriculture and marketing.

Of course, remembering that the safety of food per se is still the responsibility of the Food and Drug Administration, I should mention since the topic of fish is potentially within your charge, so with respect to fish this list of activities includes research on fish, animal health, export certification, and animal damage control and other support of fish farming, though, again, the safety and the labeling of seafood is strictly the responsibility of FDA.

So, this was intended as a little bit of an introduction to some of the things that USDA is involved in on the animal side and hopefully this will be helpful to focus your discussions on transgenic animals and I will turn that discussion back to our facilitators.  

If there are any questions?

MS. DILLEY:  Just one of the general questions you may have of that.  I think the part of that forms the discussion about what do we want to think about, the language in the charge about the regulatory, the USDA, we could define that broadly, as Greg said earlier, or, narrowly, and it's a little bit, to use a pun, but chicken and egg because it really depends on what animals we decide are in and out of our discussion in terms of what role for USDA you want to take on.

So, I think taking a run at both of those conversations might make sense so that that kind of starts getting some -- developing some scope around our charge.  But, are there general questions just in terms of what Michael has laid out as to USDA's authority?  Again, part of the thinking is what is unique to USDA.  We're trying to provide some advice on transgenic animals specifically about USDA, but, how do we frame that discussion is part of what helps provide the background for that, making some of those decisions.

So, any further thinking you did over lunch or questions along those lines?  

So, animal welfare, is that an obvious area to the FDA, but, the question is, is that a core piece or do you want to look at there's also the marketing issue?  Obviously that's relevant to Under Secretary Knight who was talking about cloned animals and they probably serve that same role as transgenic animals.  So, is that an issue, a topic that we want to put on the table or too big?  To me, those are kind of like get our hands around them.

MR. GIROUX:  I'm not sure I understand the question.

MS. DILLEY:  The question is really the framing of the charge.  In my mind, we have the one piece we know for certain is we're giving advice to USDA.  So, how do we frame that advice?  How do we want to get to that point of being able to do some analysis specific to USDA?  And one way to do that is to look at their authority and say, okay, we're going to talk about animal welfare and marketing issues but we're not going to talk about, you know, pick whatever.

And then we're also going to talk about -- we're not going to talk about insects but we do want to talk about insects, or, we may not want to make that decision yet.  We'd like to have a presentation and then make that decision later on.  Those are kind of three chunks of topics that we need to get our arms around so that we can develop a work plan.

Have I talked enough?  You put your card up.

MR. GIROUX:  I guess I'm a little confused as to where we were before.  Like there are a number of people around the table endorse what I'll call the Greg gospel.  And, then the way I envision that is, if we went through the principles I thought I heard you say, let's look at the authorities and what issues you want to deal with.

I think we should figure out what are the issues and, you know, my thought over lunch was, well, let's go to the Pew report.  It has a number of issues already.  Why don't we put those out and decide whether they're in or out and then we also -- if they're not there, include additional ones and elaborate on that and then look at which ones does USDA have authority or not and then we have a debate on whether or not they should have authority or not.

We have a discussion or debate.  So, that's kind of -- and then -- but I don't know whether that comes down to whether we focus on fish or insects or animals in the food supply.

DR. LAYTON:  If I may, before Alison speaks, when we talk about the five to ten year plan we're really just talking about a bigger picture than that, not is something actually going to happen in five to ten years?

We look at animals, we look at plants, we look at what genes are directly in the strain that could possibly come out in five to ten years.  Do we just ignore that and what do we think?  

MR. JAFFE:  What should the government do tomorrow, not ten years from now.

DR. LAYTON:  Right.  I want to make sure we weren't talking --

DR. SCHECHTMAN:  The day after your report is finished.

MR. JAFFE:  Right.

DR. LAYTON:  Okay.  Good.  Then I'm comfortable.

DR. SCHECHTMAN:  Alison?

MS. VAN EENENNAAM:  I would like to offer up that we work on food animals and specifically food applications of food animals as our charge.  Not insects, but transgenic salmon, no pharmaceutical cattle, so just focus on the food aspects of food animals for agricultural application.  And for several reasons.  I think the insects is a really big charge and then pharmaceutical animals, that's really you're getting into the FDA regulatory arena there and those animals are not intended for the food supply and that's all about the pharmaceuticals being affected in humans or whatever they're treated for.

So, really I think what USDA's role in this is in agricultural applications of food animals which would include fish and that's where --

DR. LAYTON:  Shellfish?

MS. VAN EENENNAAM:  I don't know.

DR. LAYTON:  If you're raising shrimp in an aquaculture scenario, that's a food.

MS. VAN EENENNAAM:  I guess.  Okay.  And I guess I was thinking of like guarding against pest diseases and adjusting animal disease outbreaks.  I was thinking of the transgenic chicken that's resistant to bird flu as an example of something that would fit very well within the USDA's kind of purview with regard to the kind of disease outbreaks and where a food animal would have to go through FDA but then USDA's also got a very clear role to play at least in that aspect.

I don't know what people think of narrowing it down that far.

MS. TUCKER-FOREMAN:  Oh, well, I had a couple of points and let me respond first to Alison's point and then go to another point.  I'm like you.  Insects we can cross off, as far as I'm concerned.  That's my feeling right this minute.  I'd be reluctant not to consider the pharmaceutical application of animal agriculture or transgenic animals.  That's not like considering the pharmaceutical applications of plant biotechnology which we have been into.  That's been part of our consideration.

I think it raises issues of animal welfare just as the food and I think that this is going to be an area where USDA will get called on to make some decisions.  So, I'd like to include the pharmaceutical applications of animals, transgenic animals.

It may also be harder to draw those lines, harder than it would seeing it first, but, I want to --

MS. DILLEY:  Can I ask you a question?  Were you drawing some line there like pharma applications to food animals or were you dividing it from pharma applications whether or not --

MS. TUCKER-FOREMAN:  I'm not talking about --

DR. DILLEY:  You're not talking about lab animals.

MS. TUCKER-FOREMAN:  The -- but I am talking about when they're encouraged to grow transplant organs and such things.  I'm not sure, I can't remember if the Pew Report, it wasn't a report, it was a report on a conference, but, it didn't have -- included any conclusions or recommendations out of those two days.  I can't remember how much we got into the issue of marketing and ethical issues and animal welfare.  I think it was largely focused on safety.

And, as Greg suggested, we ought to look beyond the safety to research, market, and ethical issues, animal welfare issues and I would not like to structure a report in a way that ignored those because I think those are the issues.  And what I can't figure out in here is where is it that we're talking about what should a regulatory system look like.  Did we lose that somewhere?  

MS. DILLEY:  That could be a way of what issues -- you could also say, you know, we're looking at a more comprehensive -- does this cover all the issues that we want to have our regulatory system cover and if it doesn't then what do we need to add.  So I think it does get into that if we frame it that way.

So you're asking for a longer list of what issues, not from safety, but, also from marketing issues, --

MS. TUCKER-FOREMAN:  Because it might be argued that USDA has very little jurisdiction over food safety issues here.  FSIS enforces but doesn't make the decisions about what constitutes safe or unsafe.  And the existing laws give the USDA a rather large role when it comes to animal welfare issues.

MS. DILLEY:  Does anybody have heartburn if you take that off the table?  I guess the other things are lab animals that somebody mentioned and then companion animals is the only other thing.  But, anyway, we're looking at clearly animals for food uses and non-food uses.

MS. TUCKER-FOREMAN:  Let me say one thing about the companion animals.  If we're talking about general principles here, what should a regulatory system look like, there is no place where these animals are regulated right now.  FDA says they're not food and we have limited resources and they opted out and I don't think USDA has anything that easily goes to those issues but it's a big industry going on out there.

DR. LAYTON:  There are horses.  I guess there are horses out there.

MS. TUCKER-FOREMAN:  They're farm animals.  

DR. LAYTON:  But, are they food?

MS. TUCKER-FOREMAN:  No.  

DR. LAYTON:  So are they companion animals?  I don't know where you thought where USDA's footprint goes.  That's why I asked the question.

MS. TUCKER-FOREMAN:  They're part animals and --

DR. LAYTON:  They're in all of our categories?

MS. TUCKER-FOREMAN:  There is for animal food and so they are regulated by -- 

DR. LAYTON:  Food.

MS. TUCKER-FOREMAN:  -- but they're not used for human food.

DR. LAYTON:  I just wasn't sure where that would fall.  So they're in our discussion or out of our discussion?

MS. TUCKER-FOREMAN:  I think they should be in.

DR. LAYTON:  If we're looking at what the regulatory -- what the regulations -- what might be needed to give it bite then that's why I want to make sure I know where some things are or aren't.

DR. SCHECHTMAN:  I know we have some regulation that specifically goes to the welfare of horses.

MS. DILLEY:  Mardi.

DR. LAYTON:  But birds aren't in.

DR. CARDINEAU:  Chickens and turkey.  It's poultry.  We eat poultry all the time.

DR. LAYTON:  All I know is if I have to do -- if I read the language on Animal Welfare Act while I'm doing animal research --

MS. TUCKER-FOREMAN:  I think it's covered under animal welfare.

DR. LAYTON:  -- it says excepting any mammals but no birds.   But, then I can't euthanize them without having appropriate things so I'm not sure whether I'm in or not in.

MS. DILLEY:  Mardi?

DR. MELLON:  Yes.  I just wanted to endorse the idea of including animals that produce pharmaceuticals as part of the discussion.  I don't think, particularly cows, I think they're really used as food and people want to use them as food because it will be very expensive to dispose of them otherwise and so there will be a host of issues that they ought to be considered.

MS. DILLEY:  So I've heard pharmaceuticals and medical applications, but, were there other non-food uses that came under that umbrella?  

MS. VAN EENENNAAM:  Like an industrial.

MS. DILLEY:  Yes.  That's still a food animal obviously.  I was wondering if non-food is a broader sub-set than just pharmaceutical.  Okay.  

DR. CARDINEAU:  So we're going to say food animals for food and non-food uses.  Is that the definition?  That would include everything except insects and parakeets, companion animals, but, virtually anything that could be a food animal.

DR. LAYTON:  And a snail.  

DR. CARDINEAU:  Well, again, that could raise the question of whether a snail is an animal, I suppose.

DR. SCHECHTMAN:  And whether snails were farm raised livestock.  I don't want to consider that.

DR. LAYTON:  But, I think you're going to leave a few out.  

MS. DILLEY:  Remember, we're not making the final decision on the USDA's authority.  What we're talking about, this is what the group is going to talk about.  

MR. JAFFE:  I just want to say one thing as to what animals you should do, is what's coming down the pike in the transgenic.  There are transgenic shrimp and people doing lots of aquaculture under shrimp so to not include that seems to not make sense.

Similarly, pharmaceutical animals, I mean, that's one of the first applications I think we're going to see is transgenic is the spider silk and things like that.  So, I think when choosing what to choose among we should keep in mind -- to eliminate something like shrimp, if that's one of the applications we're going to cover, it's silly to do that just for that reason.

DR. LAYTON:  And I think it may come not even into the United States.

MR. JAFFE:  Right.

DR. LAYTON:  It may come from parts of the United States.

MR. JAFFE:  Right, right, it's probably going to come from outside, so, to me, that shows more of it.

DR. LAYTON:  Okay.  

DR. CARDINEAU:  Food animals for food and non-food uses.

MS. DILLEY:  Right.

DR. CARDINEAU:  Is that okay?

MS. DILLEY:  Yes.  

MR. GIROUX:  Actually, my comment is quite old now.  I just wanted to make sure that when we're listing issues that we are not going to fall into the trap of being an issue -- getting into an issues paper.  In fact, I'm assuming that Carol's already raising the issues as to ways that would seem to us in terms of what the oversight should look at to make sure that it covers that because I don't want to -- I think it's a great idea to look realistically at what we should have as a regulatory system for animals.  I don't want this to become a paper about issues.

MS. DILLEY:  Right.  We're kind of threading the needle.  We're not starting with a blank slate.  There's obviously other discussions out there but we're also we're not working from a blank slate so we're kind of threading the needle between those as being able to highlight some things.

MR. GIROUX:  I also wanted to endorse Greg's idea of looking at, and I don't think we need much presentation on this, and I think we got very good expertise on what's coming first as far as transgenic, food animals for food or not for food uses, and make sure we don't exclude those.

MS. DILLEY:  Right.  Jim actually started that conversation a little bit at the last meeting.  

DR. ROBL:  When it comes to market, one of the things that I don't know how big a deal this is, but, in conversation, I had some time here, considering development of transgenic animals in other countries and bringing those into the United States and how that is dealt with.

MS. DILLEY:  So the market issue --

MS. TUCKER-FOREMAN:  Are you finished yet?  Where are we with regard to horses?

MS. DILLEY:  I thought they were in.

MS. TUCKER-FOREMAN:  I don't think they --

DR. CARDINEAU:  It's used for animal food.  If the food is used -- it's safety in people.  If the food or 

non --

MS. TUCKER-FOREMAN:  Thank you.  I didn't catch that.

DR. CARDINEAU:  You were the one who mentioned it.  Okay.  Food, feed, or non food and feed.  Okay.  

MS. DILLEY:  Any other questions in terms of the scope of animals?  

UNIDENTIFIED FEMALE:  I'm cool with it.

MS. DILLEY:  Well, that's good that you're cool with it.  Okay.  So, what are some of the things that you would like to hear about in framing this discussion?  Kind of push this along a little bit further.  But, what are some of the issues, sorry, not issues, but, what are some of the resource materials we need to look at?  Mardi?

DR. MELLON:  Two features of the regulatory system that I'd like to hear discussed or the extent to which -- I think we probably should discuss pre-market safety review based on -- pre-market review of whatever we're going to review based on data.  I think that that's a feature of the regulatory system, that it will be important to compare, not compare, but, to assess whether existing authority provides the USDA authority to kind of get data about our animals or to get -- or to have people submit kind of, you know, package for reviews.

So we would -- I think we would want -- one of the features that I think we would want discussed is pre-market database review and then the other is one thing I would like discussed is the kind of extent to which -- I don't know the right words -- but, based on our discussion this morning I think there is, at least in my view, a need for a forum to discuss the application and welfare issues that are connected with food and all those things, you know, not just research animals, but, with food animals as they are used.

And I think I would use a discussion of the authorities that are out there and their consideration limits for discussion and --

DR. LAYTON:  Is this for the transformation of them?

DR. MELLON:  No.  What I want is for -- I would like a place for people who have concerns about the full range of ethical and animal welfare issues to have a place to discuss them all the way from the technologies that produce them and the research setting to what they might mean for animals, the way animals are grown for food, you know, whether they -- there are a lot of issues that we could talk about, but, you know, is that -- I'm sure that this will be controversial.

But, I mean, I think I would at least like to discuss that as a feature of an adequate regulatory system because I think go through the issues that are really going to perhaps engage most of the public and have the greatest impact on the public.

MR. GIROUX:  I just want to follow up on that.  You said, if I heard you right, what authorities exist to discuss those issues?

DR. MELLON:  Right.  I want to know where -- I mean, I'm trying to go back and forth between my idea of not being constrained by the limited authorities that are already out there and, in fact, doing what Greg said, which is the same in an aspirational way about what's the system, what's the ideal system or what it would look like.

And I'm saying that the ideal system, to my mind, would have a meaningful forum where the discussion of ethical issues and by that I mean a place where decisions could be made and they would matter in terms of whether technology moved forward.  

And I'd like to have a better understanding of how ethical issues are treated under existing authorities as kind of a background from that discussion.

MS. DILLEY:  Yes?

MR. GIROUX:  The transparency or public participation.  I can see that discussion very specifically would come out in that discussion.

MS. DILLEY:  To me, this kind of helps because you've got this package of pre-market regulatory pieces, animal welfare, or food safety, or kind of that whole thing that needs to be before a regulatory system in all its dimensions before it goes into the market and then the other piece of it is, and it came up this morning in the discussion of cloning, is there an opportunity as part of our venue for a discussion about ethical issues currently which may be attached to a review process.

Those are two different -- but is there that capability to form a forum for that kind of discussion and what would -- how and, if not, is that something we'd want to see and what would it look like.  To me, that's part and parcel of what we're going to talk about.

Jim and then -- Jim.

DR. ROBL:  The only one other item which I don't know whether we want to get into or not, but USDA does have a fairly significant research component.  Should we have some discussion about their research component, what its focus is with relation to these issues and other kinds of things?  I'm simply throwing that out.

MS. DILLEY:  You know, and, Jim, when you and I talked before the meeting and my sense was it was a different dimension of the feedback for review, but it's basically a question of what's the roadmap look like to get them to the market.  What is that?

DR. ROBL:  Well, I would look at that as effectively in the process in which to discuss these.  If you wanted to, you know, go about the discussions in kind of an organized fashion you might say, okay, let's take a repeated type of transgenic and work it all the way through the system and then identify what those kinds of issues are as we go through that --

MS. DILLEY:  Yes.

DR. ROBL:  -- and how this would all play out, you know, to get to the end.

MS. DILLEY:  But, how does that fit into --

DR. ROBL:  There's more discussion to it.

MS. DILLEY:  Okay.  Daryl.

DR. BUSS:  Well, I guess I'm along the same lines. When we're talking about pre-market review, that means we're dealing with a transgenic animal of some sort, but, now it's ready to move to the commercial area so we're actually down the process from the point of the original research and creation of the transgenic and it would covered generally under animal use, evaluation, the guidelines as well as funding aid.  I guess for clarification, that's how I'm interpreting that.  

MS. DILLEY:  What?

DR. BUSS:  I'm interpreting that to mean then that's when a specifically already created transgenic animal is ready for potential commercial introduction.  Is that --

MS. DILLEY:  Right.

DR. BUSS:  I'm just asking if that's the right interpretation.

MS. DILLEY:  I think that's correct.  Having a transgenic animal moving from, say, we've created it, now how do we get it to the marketplace.  

DR. LAYTON:  I have a question on that and, Jim, you might could help.  I know how it works at a university.  Does it work in private business the same way it works in the university?

DR. ROBL:  What's that?

DR. LAYTON:  The oversight of the research, the way you've actually got an animal that's been transformed.

DR. ROBL:  You have the same kind of regulatory elements in terms of registering with APHIS, having your inspections, having an eye to registering with OLAW, the recombinant DNA registration review, biological safety, all of those kinds of things.

DR. LAYTON:  So pretty much the same.

MS. TUCKER-FOREMAN:  In private industry you don't have anything comparable to the university IRB, do you?

DR. ROBL:  IACUC, you mean?  

MS. TUCKER-FOREMAN:  IACUC.

DR. ROBL:  To tell you the truth, I think our IACUC is more in use than at a university.  

MS. DILLEY:  You might want to explain IACUC.

DR. ROBL:  Institutional Animal Care and Use Committee.  It is the forum in which the Animal Welfare Act is translated into actual practice of reviewing processes, research proposals, and look at those, and really doing a judgment as to the effect on the animal and whether it's a really worthwhile manipulation.

MS. TUCKER-FOREMAN:  But that doesn't include food animals.

DR. LAYTON:  Yes, it does.

DR. ROBL:  Oh, yes it would.

MS. TUCKER-FOREMAN:  Well, animals not covered by the Animal Welfare Act.

DR. ROBL:  I think that's the designation in any kind of genetic modifications still until you get it out into industry.  It's still considered --

MS. TUCKER-FOREMAN:  A research animal, well, they're covered.  I didn't know that.

DR. ROBL:  From an industry standpoint is that we can't get away from ultimately working with the government one way or the other so you better have all of those things in place early on.

DR. SCHECHTMAN:  And, actually, if I could just add one comment based on what Daryl said earlier and that has to do with thinking about these animals; that the regulatory process is just starting with the animal is going into -- it's ready to go to commercialization.

Having my former regulator hat on, I would say that regulators in general really much prefer it if the dialogue starts way before that point so that, you know, when there's a possibility of a commercial product that, you know, that a lot of work may still need to be done on it before you know this is a commercial product you want to have those dialogues going on early to prevent the problems that happen downstream.

So, thinking about the process in academia is something that, you know, may not start until the animal is out of your hands, may not be the most helpful scenario.

MS. DILLEY:  That's going back to Daryl's point because of what the role is of the USDA in the development of commercialization.  So, that was some different stages.

DR. LAYTON:  We can't take money until we pass through the protocols that we need to pass through.  They won't even let us have the money, even if the university gets its hand, it won't come to the researcher until -- to do anything until all of those protocols are in place and all of the tests.

And, some universities, including mine, go way beyond what normally Animal Welfare Act is because there are some animals that can't and they still make me go through, through the animal protocols.  

DR. BUSS: It's not only a matter of accepting money, but you can't submit the grant in the first place.

DR. LAYTON:  We can submit a grant in the process if we meet certain things.

DR. CARDINEAU:  You don't have to have approval.

DR. BUSS:  It has to be.

DR. LAYTON:  It doesn't matter if it's not approved.  

MS. DILLEY:  Alison and then Mardi.

MS. VAN EENENNAAM:  I do have a question along those lines.  If you're not taking federal money of any sort and you have an independently wealthy uncle is it possible to not have to go through any of this to produce a pharmaceutical product in an animal and have that pharmaceutical product go through the drug approval process without ever having your animal go through the animal welfare acceptance of USDA?

DR. ROBL:  There really isn't because ultimately a pharmaceutical would go through even FDA CDER and they would have a discussion with FDA CVM and they would look at your program and say, you know, what have you been doing.

So, my view is I certainly wouldn't advise --

MS. VAN EENENNAAM:  I'm just testing a concept.

DR. LAYTON:  So you could but it wouldn't be wise?

DR. ROBL:  Well, you couldn't get the product approved through FDA in the end if you want to do that.  Now, if you wanted a transgenic food animal product, well, anything that ultimately goes through the government for any kind of approval says you better start your process at concept, okay, and have your regulations, everything in place before you start any kind of research with animals.

MS. VAN EENENNAAM:  Does FDA, is it CDER, the drug part of them, they look to CVM to check that it's from whatever CVM and CVM looks to you to make sure that you have your USDA animal in place.  Are they requiring that?

DR. ROBL:  Well, when we have gone to FDA CDER and if -- it's for biological grants.  It's the same type of thing.  Okay.  We go through CDER, GPC Biotherapeutics and then through CDER.

MS. VAN EENENNAAM:  Okay.  

DR. ROBL:  Now, in our case, and I can't say for GPC, but certainly in our case the first thing that they do when they see that this is an animal-made pharmaceutical is they get somebody from CVM in animal review.  Now, for other kinds of products like, say, with GPC Biotherapeutics, I don't know whether they have to have direct involvement with CVM, but, I can't imagine that they can put a product through without having all of that taking place and everything else.

But, you're correct.  Maybe that's the first issue to discuss.  

MS. DILLEY:  Mardi.

DR. MELLON:  I guess I really do want to endorse having a better understanding of how -- 

UNIDENTIFIED PERSON:  Can you speak up?

DR. MELLON:  I'd like to endorse the notion of having a better understanding of what the regulatory system is.  That's the wrong word perhaps, but, what the oversight system is at the research phase and I'm trying to think about it, you know, in terms of cloning and what kinds of issues.  You know, basically we're not -- if we were not allowed it wouldn't come up or be discussed in the cloning concept.  

Did they come up if the cloning was being done in conjunction with transgenic?  You know, would there be a different, you know, test to the issues?  Or, I'd just like to better understand how there is simply nobody, you know, willing to work at or listen to concerns about animal welfare that were connected with cloning in a way that seemed to matter.  

So, I guess I would just highlight that.  That's what I would bring to that discussion.

MS. DILLEY:  Do you have a comment, Jim?

DR. ROBL:  In that regard, maybe what you're looking at is saying, okay, as Alison mentioned, if I wanted to get around the system could I do it and that effectively shows gaps in the system.  

DR. MELLON:  Yes.

DR. ROBL:  And it may be useful.  Now, I don't know that anybody is doing that in trying to get around, but, maybe there are some gaps in the system that need to be looked at.  

MS. DILLEY:  Daryl, go ahead.

DR. BUSS:  I was thinking further in terms of looking at the time available and trying to get a product at the other end.  I'd like to suggest we narrow it down to the development in commercialization phases.

MS. DILLEY:  Rather than pre-development?

MS. SULTON:  What is pre-development?

DR. BUSS:  Well, I think the pre-development we're talking about was really in the laboratory setting where you may be creating transgenic without a very clear understanding until you do it as to whether anything of interest is going to materialize in terms of any commercial application and those, as I talked about, those go through a pretty extensive review by other mechanisms.

So, I'm trying to tone this down again, but, somebody, actually it's you, seems to me that the larger issues that are less well covered are in the development commercialization stages.  

DR. LAYTON:  So that would knock out the research piece.

MS. VAN EENENNAAM:  It would limit it to funding mechanisms.

MS. DILLEY:  My question though is, do you want some clarification or understanding what should come up through development, just to know?  But, we don't spend much time on it other than to understand --

DR. BUSS:  This is where we start getting off in the weeds.

MS. DILLEY:  Okay.  If we decide to eliminate that then it would be to focus on development, commercialization section of it, and then you've got food animals for food use and non-food uses and one piece of information we need is what's in the pipeline.

So, knowing that shrimp -- an application would be helpful, just knowing the range of things and what's going that would be helpful information and then looking at then the issues of research, and the rules within the development and commercialization.

DR. LAYTON:  Didn't we do what's in the pipeline last time?  Jim, didn't you do that?

DR. ROBL:  Well, you know, to tell you the truth, there isn't much in the pipeline.

DR. LAYTON:  I mean, I thought it was in the presentation we had last time of here's the things, these are way down the list, not coming out any time soon, these are the things that may be in a quick application.

DR. ROBL:  You know, you were bringing up a few things that my assessment is, yeah, fish.

DR. LAYTON:  Fish.

DR. ROBL:  I don't know, you know, there are some other things like the the “Enviro-pig.”  You know, they talk a lot, but, I didn't see them anywhere near the development process.  In some ways, if you get to development and commercialization, somewhat of a non-discussion, you know, it's talking about a fairy tale that is nonexistent.

DR. LAYTON:  I mean, we could talk about it.  If there's a gene, say, going into a food animal, either for a food or non-food use, without even understanding what the gene is or what it does, how do we get it through the regulatory system?  Because that's really the key here.  We don't have anything that close other than the salmon.

DR. ROBL:  That's my understanding.

DR. LAYTON:  If you're talking development and commercialization you're really talking about something we don't have so what's in the pipeline isn't going to help us.

MS. VAN EENENNAAM:  Well, not what's in the U.S. pipeline, is pretty empty, hollow, I think pretty much the reverse is going to be coming from other countries.

DR. LAYTON:  That would be an interesting thing but I don't know how to get a beacon on it.

MR. GIROUX:  I feel like we're getting a little off topic and the reason for that is, you know, originally, the concept was we get something, a regulatory pathway, or wherever it needs to go through to get an approval, and as we identify what that regulatory pathway is, that won't get us incite into what other things are under development, what kinds of studies, those type of things.

I really do think we need to focus on a particular aspect and my recommendation to focus on that commercialization, or, as we say, here's a product, it needs to go through some kind of process to be commercialized, what does that system look like, whether there's an ethical component, is there probably a food safety component, there may be other components that we expressly describe, but, if I don't want to see -- I'm getting notice -- we're getting into the discussion of development and pre-development and grant applications and what you need.  

I mean, we're going to get so off topic it's going to really cripple us.  So, could we focus on that commercialization piece because I think if we talk about that we're going to have insight as to what did you need to get to that stage to some degree.

The second, I don't want us to spend time on what's in the pipeline because I think the fact of the matter is they're really aren't a lot of things in the pipeline yet and why aren't they in the pipeline, you know, you can use the chicken and egg analogy.  Maybe it's because nobody knows what the regulatory framework was to put those products through.

So, once again, we're talking about what the regulatory system should look like, what kind of components should exist in that system, and let's not get too hung up on what the pipeline is, but let's not exclude things that we know are coming through the way of animal, fish, shrimp.

MS. DILLEY:  Okay.  That's the kind of conversation we'd have.  I don't want to get into that work plan and then by the third meeting, why aren't we doing research and pre-development so --

MR. GIROUX:  We'll exclude it.

MS. DILLEY:  Okay.  Are there other thoughts?  Are we going in the right direction, the commercialization piece, any other thoughts on that so far?

DR. LAYTON:  So that would eliminate sort of from my discussion.  Let me just be clear what we're talking about right now.  We really don't need to talk about the USDA's role in research on transgenic animals.  What we really need to talk about is their role, commercialization kind of area.  So, that would include the marketing side of the USDA but not necessarily some of the more fundamental research arms of USDA.

MR. GIROUX:  Correct.

MS. DILLEY:  You might want to incorporate the research role.

DR. LAYTON:  If we identified it in the commercialization piece but it's not normally how they operate day-to-day at ARS or wherever.  Right?

DR. BUSS:  And just to be -- if you go back to the charge statement it specifically says regulatory.  That doesn't mean we couldn't bring in some of the marketing.

MS. DILLEY:  That was part of that question.  It's are we -- our interpretation of regulatory or are we not.  And I know we're trying to be constricted in terms of a time, et cetera.

DR. BUSS:  I'd rather focus on the regulatory point and then we have the luxury of time, fine, we can go off on the other things, but, I'm not that -- 

MS. DILLEY:  Elaborate on that.  So, what on regulatory were you including, food safety, animal health and welfare?

DR. BUSS:  Those are certainly some of them.  I mean, sure, others are concerns as well, but, it seems to me that the regulatory piece will certainly have implications if it's commercialized on marketing some of those issues.  That's not regulatory.  That's economic impact.

DR. SCHECHTMAN:  Well, actually, all of the marketing and regulatory programs are all linked within one chunk of USDA so that Under Secretary Knight, who was here, is the Under Secretary for all of those programs, and, you know, some of them are things that are voluntary and user funded and some of them are mandatory things but they are all related in that same sort of general category, the extent of which you want to put all those together as separate from research topics.  


(Discussion off the record)

MS. DILLEY:  Greg.

MR. JAFFE:  I just wanted to -- it's my view that we shouldn't define regulatory so narrowly that we don't include the commercial trade market things.  I mean, the thing is you have a product and figure out that there is a commercial product, how do you get it through the marketplace, and one of those is safety determinations.

If it's just the safety issues and not to say the marketing or commercial users and cloning is a prime example.  FDA comes and says we don't have to worry about safety but there's a study this year telling us that we're not going to let those in marketplace because there's been all these other steps.   So, I think it's important and I think that's -- again, I don't think we should be looking at the ideal regulatory system for any kind of product.

We need to look at transgenic animals and what are the issues that are really going to consumers and the public and different stakeholders can have with transgenic animals. And clearly one of those is going to be trade and market type issues.

So, I think I don't care much about the research kinds of questions and things like that, but, I do think that we have to look at what is that way to market it for the commercialization of these products and we have to look at it in the context of transgenic animals and what are the concerns that are going to be raised around transgenic animals.

And I think those are going to be -- marketing and commercial types of things are things that are within USDA's purview and I think those are things that USDA grapples with so I think they do fit within our charter.

MS. DILLEY:  Jim and then Mardi.

DR. ROBL:  I have to go along with -- you know -- if you look at things like the Animal Welfare Act you have it executed and monitored and so forth, it's pretty well worked out, and you can understand that.

But, what Bruce was talking about, and whatever they're doing after the FDA has got its, you know, process completed, I have absolutely no idea what he was talking about, what those transition was, what function of it was, where this comes under in terms of a regulatory effort, and, you know, is this is something that needs to be worked out.

The FDA and the USDA obviously feel, at least they claim, that it has some role after the FDA has put their report out.  What that role is, I have no idea, and what he explained didn't really make it all that clear to me.  I'd like to have an idea or at least, you know, what are they doing?

They obviously think, you know, have some ideas in this transition.  And, so, there's that component to me that, you know, we might want to think about, I guess.

MS. DILLEY:  Mardi.

DR. MELLON:  I only have a comment.  I think --

MS. DILLEY:  You need to speak up.

DR. MELLON:  Following up on Jim's comment, I think that if we are going to take on kind of marketing aspects then it is kind of useful to look at what USDA is thinking about doing.  I mean, I would say USDA ended up with a hot potato.  Basically it was thrown to them by the FDA and they're kind of trying to figure out what to do with it.

But, it does point to the constellation of issues that we might want to look at and they would include some discussion of, in a very general way, a positive and negative labeling as a response to ethic issues and some notion of being able to track animals and, you know, that in conjunction with labeling but perhaps also like independently of the response kind of customer concern.

I mean, are people going to be able to reliably say if it's in or is it out?  So, those two -- you know -- some sort of tracking system and both positive and negative labeling might be part of a transition packet.

MS. DILLEY:  Alison.

MS. VAN EENENNAAM:  I think the FDA does pre-testing. I think we can forget about that from USDA's perspective because it's one of the things done through the FDA.  I guess that was one of my initial reasons for suggesting farmers shouldn't be really part of this discussion because at the stage you're going commercial hopefully you're not going to go into humans and animals are not going into the food supply and to me where USDA's role is is in animals going into the food supply and just imagine that FDA tomorrow said that salmon is safe to eat and gave it their blessing.

What role would the USDA play in terms of taking that product to market and markets and all of the rest of it and then what actually would their role be at that time?
I think it's not even a discussion at all about food safety.  It's not part of USDA's role.  And so that was just one of the reasons I think it should be about food animals rather than farm animals, not that that's not an application that's coming or will be coming, but, I think it's under the FDA's kind of purview.

DR. SCHECHTMAN:  If I could just say one thing.  I mean, I think this is very glib, but, there is a piece of the farming of the farm animals, farming with an "f", of the farm animal so there is at least something worth discussing perhaps in this group of how you want to address those components, if at all.

MS. DILLEY:  Jerry and then Jim, did you have your card back up?  Okay.  

MR. SLOCUM:  I don't know how we have a conversation that's truly going to be useful to the farmer without talking about steps that need to be considered to make those products marketable.  In my opinion, there was a presentation at our last meeting, he showed us all those pictures of an incredible way that cattle that was unconventional breeding at the time, and Mike said, you know, he didn't think transgenic is going to be an issue with cattle because people just weren't going to do it because there wasn't a market for it, not because it's not important, but, there wasn't a market for it.

So, as much as I hate to talk about, I don't guess I hate to talk about it, but if the discussion is going to be about labeling and ethics and all of those sorts of things, I don't know how we can avoid saying to the Secretary that that is a real, real, real issue with respect to animal agriculture, transgenics.

That may be the defining and for us to say that we're not even going to approach it I think is not the best approach.

MS. DILLEY:  The farming, the whole cluster of issues on holding of -- 

MR. SLOCUM:  The whole cluster of issues.  Because it's one of the reasons there's nothing in the pipeline.  One of the reasons that the developers of the technology have no concept of whether it's going to be accepted or not.

DR. ROBL: I would say that's a market issue.

MR. SLOCUM:  Absolutely.

DR. ROBL:  If I feel that consumers won't buy the product, if they feel that there's not a market, they're not going to make it.

MR. SLOCUM:  That's right.

DR. ROBL:  So, I look at it as a market issue.  I always have, when the word ethics comes up, I have sort of a concern about that because not that I have a problem with that, but, really what it comes down to is how you weigh pluses and minuses.  You know, good versus bad.

There are lots of ways that we do that.  What I'd like to do is with ethics you try to get away from your opinions/my opinions because there's no resolution to that.  If you can look at it as good or bad, what's the outcome, you know, then we can think about it in terms of an ethical discussion.  

In this particular case, this doesn't really make a difference why consumers don't want it.  If they don't want it, there's no market for it.  If somebody convinces a consumer they should have it and there is a market, well, then they'll probably, you know, we'd probably get it.

MR. SLOCUM:  It seems to me that if we don't have that discussion then obviously you don't have a product that is going to exist and you don't need to make it.  I don't see how we can avoid talking about the market issues here.  The market issues here are based on ethical concerns people have, right or wrong or whether I agree or not.  It's just the reality of the thing.  

And I don't think we -- we're not doing our responsibility to the Secretary if we choose to debate this issue not recognizing it.

MS. DILLEY:  Okay.  Why don't we take just two quick comments and then we need to take a short break before we do public comments.  So, Randy, you had your card up, and then Carol.

MR. GIROUX:  I guess maybe I created the confusion when I talked about the path, the regulatory path and commercialization.  I think it's more the path to commercialization.

MS. DILLEY:  Right.

MR. GIROUX:  Which includes discussions of - and then in that path of commercialization where does USDA have involvement and oversight.  So, they'll have some that are involved and there are a number of agencies based on that huge list of oversight that they have of multiple places where they would get involved in the marketing, get involved in whether it be the slaughter, get involved in the production.

I mean, there would be lots of, sounds like, not knowing that, but, there's lots of places where there will be oversight in that path to commercialization which will involve a multitude of issues, regulatory, ethical, food safety, and so that's kind of what I'm thinking and we need to identify what those are.

MS. DILLEY:  Okay.  Carol, quick comment?

MS. TUCKER-FOREMAN:  Yeah, just quickly.  I think the ethical issues go beyond just marketing issues when you're dealing with, you know, the whole existence of the humane slaughter and the Animal Welfare Act or a recognition that there are more ethical issues involved for some reason in dealing with animals and putting them to our use.  

So, I agree with you except that they're separate boxes and more than just a marketing issue.

MS. DILLEY:  Okay.  This has been really helpful.  We obviously need some additional conversation but we've found the general concept in terms of the path to commercialization, food animals.  We started to make the decision of how we're getting our arms around our charge.  So, we'll take a ten minute break and get up and stretch.  Don't get on your phones for too long a duration.  We'll start public comment right at 3:30 so please be back in.


(Whereupon, a brief recess was taken)

DR. LAYTON:  We have four public commentors today. I will remind the committee that this is our time to listen to the public commenters.  They have taken the time to come in.  We are, of course, interested in what they are bringing to the meeting.  

For the public commenters, we need both written and electronic copies of the material that you will be presenting today and give that to Michael Schechtman, our Federal executive in charge.  We greatly appreciate that.

We have about five minutes for each commenter to present.  And we ask that you -- I will introduce you briefly with your name as I call on you.  Please tell us a little bit about what your name and which organization you're with so we can make sure that we get that correct for the record.

Thank you.  So, let's start with Matthew Rales.  Matthew.

MR. RALES:  Thank you.  Thanks for having me.  I'm representing the Weston A. Price Foundation and we are an organization that with the goal in mind of giving the American people access to nutrient-dense foods and who are free to choose their food and also farmers, farmers who sell their food locally to patrons who want that food, the freedom to sell it and just all around individual private commerce for the foods that these people deserve to eat.

At the Weston A. Price Foundation, we believe that it is an inalienable right to have access to the kind of food that our great-grandparents ate.  Unprocessed milk and grass-fattened beef are two examples among many.  We believe that there is a great distinction between food depending on how it was raised.  

An egg producer on pasture where hens have access to crickets, worms, grass, creates a vastly different nutritional experience than an egg produced in a consignment house.  You raised the question regarding what issues to consider in a diverse, dynamic, and complex marketplace.  Yes, the agricultural marketplace is certainly evolving, and we do need to address its evolving.  But to label it diverse, dynamic, and complex, I see to be pretty much a misrepresentation, unless, of course, we all consider confinement pork, feedlot beef, battery-raised hens, GMO corn and soy, to be examples of complexity and diversity. 

These, in our view at the Weston A. Price Foundation are nature's terms and USDA does not seem to recognize farms that operate under nature's principle of viable alternatives to the industrial status quo.  We are recognized, however, when we choose to engage in private commerce with customers who are seeking out retrieving the foods that we all must eat, when we label our products as different in any way from USDA and when we opt not to put digital tracking devices in our livestock.

This testimony is not a call for recognition in any way.  We just ask for the freedom to engage and exercise our right in real food commerce without institutional interference.  Then, in our view, I think we'll begin approaching an agriculture that deserves to be called complex, diverse, and dynamic.  

Thank you.  

DR. LAYTON:  Thank you.  Next.  Joel Salatin. 

MR. SALATIN:  I'm Joel Salatin and I'm here representing the National Independent Consumers and Farmers Association.  I find it fascinating that when I called Michael to register to speak to you, and thank you for letting us do this and provide the forum, I found it fascinating that Michael had never heard of either the Weston A. Price Foundation which is international, has hundreds of chapters, and over 10,000 members, never heard of that one, nor the National Independent Consumers and Farmers Association which has eight to nine affiliates and has had some very successful legislative efforts in different states.  The NICFA is a lot younger than me, so you know.

I would simply suggest that we all suffer from myopia, and just a word to the wise.  I farm full time in Virginia's Shenandoah Valley which, of course, which was the breadbasket for the Confederacy during the Great War.  I've been there now for 50 years and I'm second generation.  My son is third and we have three grandchildren who are fourth generation now.

Here are my comments.  The National Independent Consumers and Farmers Association appreciates the objective for this meeting.  What issues should USDA consider regarding coexistence on agricultural systems in a diverse and volatile, complex marketplace.  We agree with the assumption that a complex and diverse marketplace is indeed a noble goal.  Certainly, we can spend hours discussing issues that impact the climate for nurturing and protecting this diversity and complexity.

The concentration and amalgamation in the food industry, while offering more patent options in the marketplace, actually denote narrower commodity choices from fewer farms with less genetic diversity.  The industrial factory farming agenda in collusion with USDA policy, lauds the faster, fatter, bigger, cheaper mantra that dishonors and disrespects life and food choice.  The USDA encouraged farmers to feed dead cows to herbivores for some 40 years, claiming that scientific evidence that such a procedure created -- did not create any health risks.  

Claiming no scientific evidence that such a procedure created a health risk.  Lo and behold, Bovine Spongiform Encephalopathy reared its ugly head and a collective "Oops!" could be heard around the world.  Officialdom thumbed its nose at the essential cow-ness of the cow, viewing the cow as just so much inanimate molecular protoplasmic structure that the egocentric and molecular, however cleverly the human mind could conceive could manipulate.  

Such a culture will be inevitably practice disrespectful manipulation of its citizens, and then of other cultures.   The honor we bestow upon the least of these is the philosophical foundation for the honor we bestow on the greatest of these.  In the last couple of decades, new squiggly italicized Latin words have been become ubiquitous in our culture lexicon, Campylobacter, E. coli, Salmonella, Listeria, avian influenza.  These represent nature's language screaming to us from the horrors of concentration camp factory farming.  Enough.  

But, we are too busy wearing conquistador hats to listen, too busy sending the blue coats to Wounded Knee.  Too busy regulating local heritage-based invented food out of existence.  Too busy demanding that every backyard little red hen be fit with a microchip.  Too busy formulating policy to outlaw farm ponds as liabilities for avian influenza and pastured chickens as vectors for pathogens.  Too busy annihilating heritage wisdom to realize that it is narrow-minded, single-focused worship of technological fixes that is responsible for the proliferation of food-borne illness and agricultural pathogens.

Albert Einstein said that you cannot solve a problem with the same thinking that created it.  Indeed, the butcher, the baker, and the candlestick maker have left the village.  Too big, smelly, inhumane, and polluting to be around people.  Food production and processing are now considered esthetic and aromatic liabilities.  Many of us produce and process food cleaner and nutritionally superior to anything biotechnology can conceive, but we are demonized by the USDA industrial food cartel as archaic, insignificant, uncooperative, and dirty.

How the USDA views the Native Americans among the food system?  Those of us who believe pasturing livestock is superior to confinement housing.  Pond farm and community processing is superior to mega processing factories.  In-sourcing food to a locality is superior to out-sourcing it to the belly of a Chinese merchant vessel determines the climate that either nurtures or exterminates diverse, complex, evolving food choices in the marketplace.

The NICFA purpose is to promote and preserve unregulated direct farmer-to-consumer trade that fosters availability of locally grown or whole produced food crops.  The best way to ensure a diverse, vibrant, agricultural system is to allow opt-out agripreneurs to proliferate.  Home schooling, which educational experts demonized for a decade as being a cultural liability, yielded a wonderfully vibrant and diverse educational reality.  

Unregulated farmer-to-consumer trade likewise demonized by unscientific food safety elitists will yield a wonderfully vibrant and diverse agricultural and food reality.  Those who place their faith in the industrial food complex can certainly enjoy purchasing their food from industrial food alley, but those who place their faith in their neighbors should be free to opt out of the global industrial fraternity to preserve the spirit of the Native American in the face of crushing single purpose agendas.

The current USDA agenda will tyrannize local invented food systems out of existence among just above.  This is not a partisan issue.  It is the defining issue between tyranny and freedom.  Which side are you on?  Thank you.

DR. LAYTON:  Thank you.  Our next public commenter is Jaydee Hanson with the Center for Food Safety.  Is Jaydee here?  Thank you.

MR. HANSON:  Good afternoon.  I'm Jaydee Hanson.  I'm with the Center for Food Safety.  I'm one of the policy analysts.  I've spent a lot of time looking at issues over the last few years.  I was interested, as I listened here, to your discussion of transgenics.  It's a little concerning to me though because your discussion sounds almost as if you assume that you can go out and look at transgenics because there will be no problems with the cloning of these transgenic animals.

We don't think the research is there yet for you to be able to look at the transgenic aspects of these animals separate to what effects the cloning might cause.  My paper actually quotes Bruce Knight, and I don't put in my name, but, I said I didn't want to make it personal and he said, well, you can tell people what you said, and I said, cloning was just another breeding technology that has evolved and is now demonstrated to be safe.

We don't think that the FDA risk assessment does that.  It may be that copies of the short version of this, six pages, is why.  We think that the peer review studies, the few that we looked at, raise a question that the FDA really didn't answer.  The pathogenic changes are not passed down to progeny.  That's not what the FDA data said.  The FDA has actually been criticized by Dr. Betts at the University of Boula (phonetic sp.) for misrepresenting his data.

He was asked if the FDA's assertion that genetic errors are probably reset by the offspring of clones is correct and he said based on my study I couldn't support that statement.  My study said the opposite.  They are not recessed.  I asked Dr. Rudenko, primary author, about this study and her response was, well, yeah, there are case where they're not reset but the food safety system will take out any animals that are sick.

In the wake of the Hallmark California problem, we don't really think that the FDA quite has a system that will take out animals that are sick.  The FDA assumes that most of the meat and milk from clones will come from the progeny which I think is true.  But, it really does need studies.  Actually, it does no studies.  I've found few studies on the progeny of clones and the welfare of their progeny.  

The ViaGen data set in aggregate, that's the largest data sets they looked at and I don't think it's fair to call them peer review studies even though some of their data was used in other peer review studies.  The ViaGen data set raises a number of troubling findings.  Smaller and more variable litter size for pig clones.  Twenty five percent of progeny dying compared to that of 17 percent of comparators. The progeny of clones had an abnormality rate in the data set of 2.5 percent versus 1 percent for comparators.

The number of disposed pigs, we're talking about feeding-rendered animals to other animals.  Cloning so far seems to be a really good way to get animals for rendering.  The number of disposed pigs was 21 percent for the progeny of clones compared to 14 percent for comparators.  You're going to have a copy of this to read.  One of the things that I think both the FDA and USDA needs to look at is, what are the standards for normal in meat and milk.

Our system was designed for a time when we had to worry about people adulterating from the outside, our milk, our meat, pathogens.  We don't really have a standard for normal and you can read what I'm saying.  But, the problem is, you know, the FDA has pretty much in this study said anything that's outside of what would be a normal range has been seen before, somewhere, so it must be normal.  I say it one more time in the language and the paper.

The FDA really only looks at -- all right.  I'll summarize real fast.  One study on allergic reactions.  One study that uses standard toxicology.  No studies to answer why clones are sicker than other animals.  A few studies looking at the different kinds of pathogens they're infected with and, but not really clear data why.  

The FDA, quote, worked with Dr. Chavatte-Palmer in France, more than any other researcher, 58 times.   And her studies looked at -- well, her compilation of studies actually looked at three cloning studies to compare the animals.  What she ends up saying was our study is one of the biggest published, but it's still limited.  There's not enough data to indicate there will be no problem, but we feel there's a rush to accept these clones.

Basically, you heard earlier, organizations sometimes abuse the FDA, so you've got to deal with that.  I'm glad that you're actually taking more seriously the environmental impacts of it, but there's basically no work by the FDA on the environmental impacts of cloning.  Their response to our comments was, they don't deal with environment stuff and they don't regulate animal breeding, so they don't have to do this.  Our lawyers actually disagree a little bit.

But, I'm wrapping up.  I'm suggesting that you really need to, as you look at transgenic, you really need to go back and look at how the assessment was done wrong in cloning so that you can have a reasonable assessment of any transgenic animals.  Thank you.

DR. LAYTON:  Thank you.   And our last commenter is Nina Mak.  Ms. Mak.  From the American Anti-Vivisection Society.

MS. MAK:  Hi.  Thank you.  I'm a research analyst at the American Anti-Vivisection Society.  We're a non-profit animal protection organization that is dedicated to educating the public, i.e. legislators, government agencies, students, about the use of animals in science and I have specifically been working on cloning and transgenic animals for a while now.

I am going to restrict my comments mostly to the cloning, but I think the same issues apply just as much if not more so to the transgenic animals and I think it's important to get the issues right with cloning before moving on to the transgenic animals and there's a lot of lessons to be learned already with where we are with cloning.   I appreciate that Dale Moore came by talk about what the USDA is doing with its activities related to cloning and hearing your thoughts about that and transgenic animals. 

I was a little bit confused to hear him say that cloning is not a biotechnology.  I can understand if he's saying that it's not genetic engineering.  If that's what you meant, that makes sense to me, but it is most certainly a biotechnology.  I'm not trying to split hairs here.  The reason I mentioned this is just because I think it's very important how government agencies are communicating to the public about these technologies.  

The public doesn't totally trust the government, not as much as it used to, but that is one of the main places where they're getting information about these things, and it's important to not just talk about all the things that support the government's statements, but some of the complicating factors as well, and for example, a couple of things that warrant mention, is the fact that European Food Safety Authority in their report, in addition to talking about food safety, they also talked about animal health and animal welfare.

And they concluded that animal health and welfare are significantly adversely impacted by cloning.  And the European Group on Ethics concluded that, based on those animal welfare concerns, both cloned animals and their surrogate mothers, they could find no ethical justification for cloning animals for food.  These are conversations that haven't happened in this country, but these are the kinds of concerns that are very serious and important to consider and especially in the context of USDA, as it, you know, it affects consumers, it affects the market, it affects trade, and I think the suggestion that the organic label is a suitable or satisfactory option for those people who want to avoid cloned foods is really not appropriate.

How many restaurants serve organic food?  How much selection does a regular grocery store have of organic foods and how affordable is that for most of this country?  It's really not realistic or affordable or practical.  And it places a lot of burden on the people who aren't responsible for the technology.  And surveys have consistently shown that over 50 percent of people say that they don't want to buy these foods, even if it is safe.  That's a lot of burden to be placing on people to go completely out of their way, completely change their eating and spending habits, when they didn't ask for this, and have even been vocally opposed to it.

Particularly interesting, given the emphasis on coexistence is that I don't think the USDA's approach to cloning really leaves much room for the vast majority of these people who don't want to pursue cloning.  And I think as already said in other types that at this meeting, it's really important to have a forum to discuss these kinds of issues, animal welfare, ethics, the other concerns that are coming up.  And especially at a time when consumers are increasingly looking towards the non -- I guess you could say the kind of products that have been -- that have historically been part of the market and looking for things like free-range and hormone-free and cage-free and things like that.  That's a real market that both consumers and producers are interested in and that interest and that need needs to be respected and protected.  I guess I'll just leave it at that.  But I think those issues also need to be thought about as the discussion on transgenic animals proceeds, and not just commercialization aspects, but the production aspects.  The concerns that are related to producing these animals and the problems that those create.  Thank you.

DR. LAYTON:  Thank you.  That concludes our public -- are there any more public comments that have not signed in?  Let me just make sure that we're clear.  Okay.  Thank you very much.  That concludes our public comment section.  Am I handing the meeting back to Abby for continuing our discussion?  Abby.

MS. DILLEY:  Before we broke our discussion, we were on I think we made a couple of decisions in terms of scope of our charge and part of that is what animals we're going to focus on, looking at it in terms of a pathway to commercialization and what clusters of issues are raised by that, and then the role that USDA can play in terms of discussing those issues, whether they're regulatory or marketing and commercialization and nature.

There are two things.  One is we don't absolutely have to go to five this afternoon so we can adjourn a little bit early so one question I do have of people is trying to sort through what our day looks like tomorrow because I don't know, I guess are there people leaving on flights earlier than 4:00 and, if so, then I just want to get a sense of how many people are -- at what time we lose critical mass so that we can organize our day this afternoon and tomorrow.

Are there people who are going to be leaving at four?  Do you need to leave before three?  


(Discussion off the record)


(Whereupon, a brief recess was taken)

MS. DILLEY:  So, what kinds of information -- I mean, we've already accumulated some information.  We're not starting from scratch, but, when you think about how we want to set up for this conversation about path to commercialization and identifying or commenting on clusters of issues and using reports to work from what sorts of pieces of information, they don't necessarily need to be presentations, but what information would be helpful to gather for discussion?  

Alison?

MS. VAN EENENNAAM:  I think I put a suggestion forward -- there's actually a bullet point listed I think would be a very good starting point.  

DR. LAYTON:  Which page is that on?

MS. VAN EENENNAAM:  Well, I would have two suggestions.  One here about the regulatory system, what would be ideal for the animal, transgenic animal regulatory system, and then there's a list of issues or, I don't want to use the word issues, but, other things, page 63, there's a list of ideal regulatory systems and then --

MS. DILLEY:  And that's kind of the transparency, et cetera.

MS. VAN EENENNAAM:  Yeah.  

MS. DILLEY:  You've got that left and then you have the other list open too.  The issue of examples.

DR. SCHECHTMAN:  Probably I think it's worth clarifying that the report that Alison is referring to is not one of the reports.  The ones that I passed out were sort of analyses of the technology and regulatory possibilities from different agencies for different places in the government as opposed to that report which is more the result of a workshop and was not necessarily intended to -- since I sent you a lot of stuff with very short turnaround I didn't present that one.  We can use a link for that as well and you can finish identifying.

MS. DILLEY:  Page 63.

DR. SCHECHTMAN:  And the other one was?

MS. VAN EENENNAAM:  63 and then there's a list of things, kind of issues that starts from page 67, things to consider.

MS. DILLEY:  Shouldn't that be a candidate for discussion tomorrow, I mean, just making --

MS. VAN EENENNAAM:  Right, topics.  The topic headlines is what I would suggest we can pull them.

MS. DILLEY:  So, take that list as an option.  Mardi?

DR. MELLON:  I'd like some information on the European --

MS. DILLEY:  European?

DR. MELLON:  European entity that looks at ethics and how that -- and how its determinations are funneled into a European Union decision on these technologies.

MS. DILLEY:  So, models.  You're looking specifically, but are you looking -- and I don't know, that may be the only model on that.

DR. MELLON:  It may be. I don't know.  It's just it's the only one I'm aware of.

MS. DILLEY:  Is it the EU?

DR. SCHECHTMAN:  I'm sure we can find some information on that.  

MS. DILLEY:  Greg.

MR. JAFFE:  I guess you heard a little bit this morning from Bruce Knight about the kinds of activities that they're doing there to take food safety to the marketplace and I guess I'd be curious to hear about other examples of what USDA's done in the past or is currently working on in a similar vein, the activities that they've done to sort of work with consumers and different actors in the food chain to bring new products to market that might not have -- that needed help in that sort of way.

MS. DILLEY:  So, the role of USDA to bring new products to the market that maybe have more visibility?

MR. JAFFE:  Yeah.  I mean, I'm sure this is what they're doing -- it's not the first time they've done something like that.  I'm not a real expert on all the different things USDA does in terms of its marketing in the food chain and working with consumers to address issues or concerns that they have on new products.

But, it would be a good thing to do and it would be good to have an idea of some of the other things that they've done in the past or are currently working on that would give us an idea of the kinds of areas they're working in.

MS. DILLEY:  Stephanie, did you want to add to that?

DR. SCHECHTMAN:  For lots of these things, they are for the fostering of what some individuals consider to be desirable sort of like the natural things and organic and those sorts of things.  I mean, you could have a discussion about how some of those things work.  I'm not -- I don't know of examples that are -- with the exception of the papaya situation, I'm not sure how much that was a federal process versus a state process.

MS. DILLEY:  That would be interesting.  But, somebody just raised an issue because papaya in Japan so that's kind of the global marketplace versus the domestic marketplace as well.  I imagine those are -- maybe some places are the same and some may be different marketplaces.

MS. WHELAN:  Different associations, the Cattleman's Association to go to do exports.  They facilitated, they ran the minutes through so other countries together to talk about it but they facilitate more things when they're requested to.

MS. DILLEY:  So that would probably be something.

DR. SCHECHTMAN:  Yes.

MS. DILLEY:  Okay.  Randy?

MR. GIROUX:  So, just a suggestion and so I know tomorrow hopefully we'll end up with a list at the end of things that are involved in the commercialization of transgenic animals.  And I know I'm not the expert of if we looked at those different issues, and I used the word issues.  The regulatory pathway, another consideration we would look at is the commercial pathway might just provide us with a good list.  

Is there anybody who could look at that list and look at the issues that we raise and give us a, well, for this one it would be AMS doing this, it would be this one doing this, it would be this one doing this, it would be USDA doing this, it would be FSIS.

Could we have somebody and, you know, I hesitate to offer Nancy up for this, but, instead of Nancy giving her original presentation if she has such insight into USDA that we don't on oversight perhaps that would be a more useful -- that would, for me, particularly useful for me to understand those different considerations where does USDA have authority, what type of authority would they exercise, and then I would crystallize, I think, our discussion of where there's boxes where there's nothing, or where there's boxes where there's a lot of things, what are those particular things, and what do we think about them.

I'm just trying to preempt, I don't know, maybe everybody else in here understands, but, I do not understand what different agencies the USDA would have what authority under those issues and I think it would breeze us along down that road in discussing those different things.

MS. DILLEY:  Carol

MS. TUCKER-FOREMAN:  I think it would be a terrific thing to have some indication of what the financial implications of these are, what budget line is for these activities.

MR. GIROUX:  So you can get more than a name, you want name with an "x"?

MS. TUCKER-FOREMAN:  Yeah.  Yeah.  


(Discussion off the record)

DR. SCHECHTMAN:  I will mention one thing about that because, you know, a lot of the things we're talking about on the marketing side are things that come from the Marketing Service and most of their activities are keyed to service activities.  So, they're not things -- there are things that are voluntary and paid for by the people who want them.  

MS. TUCKER-FOREMAN:  Many of them want them.

DR. SCHECHTMAN:  Many of them.  Not all of them.

MS. TUCKER-FOREMAN:  Is there market promotion activity?
MS. DILLEY:  Are there other kinds of information that would be helpful?  Randy?

MR. GIROUX:  Just clarification for me.  There are going to be three additional meetings?  Or next time we get together we're in the second of three?

DR. SCHECHTMAN:  There will be two or three.  And the reason that I put it that way is because there are many people scheduled to try to find dates when we can meet.  We almost couldn't hold this meeting because we couldn't find a place to put the people in this meeting.  There is some other large event going on in town and we simply could not find places.  We almost held the meeting at Riverdale which is considerably, I think, less convenient for everybody, the public commenters, and other folks who want to attend the meeting.

And, you know, --

MR. GIROUX:  I'm just trying to get a --

DR. SCHECHTMAN:  Yeah, we'll do three meetings if we can, but, that actually reminds me that one of the things that will be useful to do is talk about at tomorrow's meeting time frame for our next meeting so that we can work on that and get it sooner rather than later.

MS. DILLEY:  Bring your calendars.

DR. SCHECHTMAN:  Bring your calendars.  Before the committee started.  Whether we'd be able to have a meeting in January is mysterious.  If we have three meetings one of them would have to be in probably December and that's not a great time for holding meetings.  We'll see what we can do.

MS. DILLEY:  We've done it before.

DR. SCHECHTMAN:  We have done it before to your great inconvenience.  

MS. DILLEY:  Daryl?

DR. BUSS:  Well, I guess, it doesn't seem to be illogical to think we have the time for a formal presentation if we're going to get any of this done and so I guess I'd like to encourage at least insofar as it's possible that we use an electronic format that we can review and look at before that meeting.  Otherwise, I could see half of the next meeting chewed up with presentation which are very important but that I don't see anyway if we're going to wind up with a product that perhaps is one meeting after that.

MS. DILLEY:  Any other -- this is the last stab I'll take at it but it sounds like tomorrow maybe we can start with the process of looking at the principle type list as well as the topics or issues that came up and take a scan of that and that may find some additional things that we want to learn or do and then figure out more detailed plan between this and the next meeting.  Please do bring your calendars.

We were talking about late May, early June for the next meeting.  And then the following time we're thinking about September, right?

DR. SCHECHTMAN:  Probably September.

MS. DILLEY:  So if we could schedule the next meeting that would be really helpful or at least have one or two options.  That was part of the difficulty with this meeting was there were no good times and then it was late to be confirmed and then it was people had other things that clicked in.  So, that happens, but, to the degree that we can set these well in advance that would be helpful.

Anything else?  Okay.  So, we'll meet back here tomorrow morning at 8:30 and adjourn no later than 3:00.  

(Whereupon, at 4:09 p.m., the meeting was adjourned to reconvene on Thursday, March 6, 2008 at 8:30 a.m.)




