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P R O C E E D I N G S
DR. SCHECHTMAN:  We're ready to start today's meeting by welcoming Russ Kremer here who has braved tornados and flood impact to make it here today.  It delayed him in getting here yesterday.  He got in midnight last night.  He gets the intrepid award for this meeting.  

We have a revised version of the draft outline that essentially captures what the committee discussed yesterday and it's being passed around now.  With that, we have a few minutes until the presentation.  Hopefully our speaker will be here in the next few minutes.  I'll turn it back over to Abby.

MS. DILLEY:  Just a couple of things.  One, this is revised formatting and I started to integrate things based on discussions yesterday and then we took the outline that Cindy generated while we were talking and put it in under this topic piece which is now created on governance and identified by the committee and then goes to give the breakout of the pages, marketing, ethical, and then general characteristics on governance.

And what used to be, of course, topics discussed down at the bottom, I don't know if we'll pick that back up or not.  We'll talk about that at some point.  It was mostly just to capture so you had a full outline in front of you rather than just a coursing of the outline while you continue to work on it.

So, it's just to try and capture the discussions from yesterday into the outline and then I'm sure there will be some additional revisions based on today's further discussions and we can talk about what we want to do for work between now and the next meeting in August and some of the problems in thinking about how best to flesh that out most effectively and efficiently of the committee's time.

So, that's what this outline is that's passed out in front of you.  Also, there's terminology from previous reports on genetically engineered animals and that's about it.  So, take a look at it and we'll pick up the discussion after the presentation this morning.  We'll pick up the discussion and look at the outline.

A brief review of the agenda.  We'll have the presentation this morning, Dr. Morgan from APHIS, and then we'll come back to our discussion and work before we conclude at 3:30 given that some folks have to leave a little early to catch a flight.  So, we'll see if there's time, a half hour.

Any questions about the agenda or anything from yesterday before the presentation?  Yes, Daryl.

DR. BUSS:  Well, I guess it's helpful for me in I guess in looking at the title which says transgenic animals, where it's not discussion of regulatory and commercial invention.  I wonder if that discussion point is useful for us organizationally, because, when I see that, it seems like maybe we should, in the process of the outline have a heading of what we call a regulatory or governance, whatever we choose to find, and then have on the second line it talks about commercialization which has some different issues.  Some of them aren't getting the points to call it commercialization as well as some of the other points, including some of the, for example, --

DR. VAN EENENNAAM:  Daryl, can you speak up a little bit, please?

DR. BUSS:  I was just suggesting that maybe the heading of the outline, the discussion of regulatory and commercialization, that perhaps it would be useful in our thinking about the layout and that we should instead of we can call it regulatory or governance, whatever you like, have that as one project and then move on to commercialization because some of the other areas, for example, some, not all, but some of the topics under marketing, to me, can all go under commercialization as opposed to regulatory.  

And it might more cleanly, make for cleaner logic when we're looking at the various topics, so.

MS. DILLEY:  Stephanie and then Nancy.

MS. WHELAN:  Just a follow up in Daryl's vein.  I also think that ethical is kind of away and that ends up more of the commercialization or acceptance rather than regulatory issues or issues of governance.  

MS. DILLEY:  I think, hopefully, I'll be happy to add the marketing and then take another crack how do we organize these others.  We got transgenic characteristics down there as well and we pulled this out of the previous outline and put them in the characteristics so we don't have sort through the whole thing if you want to do that.  So, Nancy.

MS. BRYSON:  I find myself thinking about what we did yesterday all last night and particularly in terms of what is the purpose of this committee and what is it that we're trying to do because we're not the National Academy of Sciences and we're not reviewing the science.  I thought particularly when we started talking about environmental issues yesterday we were all sort of joking on the presentation on, and for us to have value as an advisory committee it seems to me it might be good to think about who we are, what the constituencies are that are recommended, and given the uncertainty around this our inability to see what FDA is doing, but we haven’t had a presentation on Codex. 

 

What is it that we could offer as a report that would be of value that reflects the difference that we represent and I think we are very different from Pew, we're different from NAS.  I really didn't have an answer to that, but I thought the one thing that happened in the systems report that really began to gel when we started as a committee to think about what was that we heard that was comprised to us.

And, Greg, I think you were particularly impacted and sort of saying in a simple way to say this is what we heard in the presentation, you know, this is what we collectively were surprised about, or, not surprised about.  This is the context of our discussion and then find the scope for ourselves.

And maybe the scope is this list, this laundry list of things that we're going through, all of which are important, but I think we need to hit on a theme as well and I heard several themes offered yesterday.  One was the one that Mardi suggested was, are there gaps in the regulatory framework that are special for animals that we just started thinking about?
There was another one presented by Daryl and then Guy which was that we say, we start with the proposition that the thing that is really different about animals is that they're sentient beings.  I think there's also lots of other differences there that they are raised, food animals are raised in very different way from, you know, corn.  Somebody else made that point.

The ethics issues continue to come up.  I think, I don't know where everybody is, and I'll continue on that, but my own personal view is that even though it's a problem for professionals you always want to have that discussion within a democracy about what decisions are going to be made.  They don't really fit into any individual regulatory provisions because Congress breaks off a little piece of power in the regulatory area and USDA does this, USDA does that, and so, you know, it may very well be that this idea that Carol was suggesting that there ought to be a very broad-based advisory committee that has that as part of it which mandates the really important ideas to think about and at the same people who think about those issues are people who do not have the animal and agricultural expertise that is representing the committee.

And the other thing that seems to be happening, I know you had the list yesterday and we talked very briefly about what we had heard earlier on about the kinds of animals that were being commercialized.  I had forgotten about that.  For me, it would be good to sort of be aware of where are we in the here and now.  This stuff is happening.  And that's what I was thinking.

MS. DILLEY:  Those were good thoughts.  I think both your observations about when the current committee does its best work which is compiled from lots of different information from lots of different perspectives and come up with an opinion and we've had presentations on transgenic animals.  I don't know if we had the right list of presentations but it was comprehensive but it would be good, I think, to go back and review what we have done and keep including looking up the animals that are under development.  You know, that serves as our context and backdrop.

It's sorting what we don't need to define, what we do need to define, but we didn't really say what does that mean in terms of keeping that in the back of our minds of what animals mean to us and then looking at so where have we had an opportunity to make sure it's environmental, or other parts of the outline and then topics under them.

MS. BRYSON:  Maybe we really don't need more information.  I think, for instance, it would be interesting to go around the room with everybody had have everyone say this, I think, is the most important issue and the most important thing that ought to at least be identified as an issue in the report.  

I also think from a public perspective looking at a report from an advisory committee like this that we have some introductory description of what the current universe looks like.  That would be really helpful from a public perspective looking at potential marketing.

MS. DILLEY:  Yes.  Absolutely.  Do we want placeholders for that?  We haven't spoken on that at all.  I see you're pointing to things under development.  We don't have that filled in and we don't want to let that picture go. Brad.

DR. SHURDUT:  Yeah.  I just wanted to again underline what Nancy said and maybe it's just me, you know, it seems like we put the cart before the horse in that we spent a lot of time on scope and listening to things and it still seems like this whole outline is starving for an objective.  What are the controlling questions that we're trying to answer? and without that it's really hard to motivate around answering, you know, something.  

We're listing things, we're all talking about different dimensions and at the end of the day what's the objective.  When we look at the introduction it's in the place where you want to frame and you think you would explain the objectives of where you want to go before you move on to scope and then you can narrow or broaden the scope itself.  Again, that's what I thought about last night too and looked at it again.

I think it is missing that direction and we should go back and make sure that we nail those trump questions it will help drive the paper and our discussion.

MS. DILLEY:  Mardi.

DR. MELLON:  Well, responding to Nancy's excellent kind of suggestion, I think it wouldn't surprise me most about all the presentations we had is how slowly this technology is moving and at least what I took away from all the presentations is that genetically engineered animals are basically a non-starter for food animals used as food in the near future and they may have other applications; for example, the new pharmaceutical production.

But even those are very problematic.  I mean, the key feature to me is that the plants have gone ahead certainly in the U.S., you know, with minimum resistance and now we have the animals and I think the big question is whether they're going to go ahead at all and whether they're ever going to get out of the research laboratory into any kind of commercial application.  I wouldn't say all, but in the near term given kind of the context laid out by all the folks that made presentations to us.

So, to me, one of the mediums we're doing this and one of the -- I mean, to me that is the most important thing to me is basically ask the question, can a government system be set up, pieced together, however you do it, that will, I don't want to say convince, but probably for whatever, but that will actually create in a setting for this technology to go forward because as I see it right now it's simply not.

And in that context these are while they look like these are the same old thing they're not really the same old thing when you think about you just mean transparency per se, you need transparency of a sort that is going to make a difference in the big public conversation.  You know, wouldn't it be nice to talk about ethics.  You need to talk about it in a way that will make a difference in the last case, you know, we all now find ourselves.

So, at least from my point of view that is the issue.  I think if one just walks away from this, I mean if we just didn't do this at all it would be no one takes up the issue of the governance of genetically engineered animals.  That is no technology for the next ten years.  I mean, I just don't see it.  I just don't see how anything can happen so I mean, and other people have different perspectives, but that, to me, is what makes the difference and it shines a different light through all of the otherwise commonplace kind of features of governance.

MS. DILLEY:  The thing I find interesting about that is I've heard other people talk about how slowly we're moving from a technological perspective so that's a question. We're proceeding, I think, very slowly.  A, is that true and how are we measuring that and then, B, so what might be factors that might contribute to that even from your perspective; if there are other perspectives and so what may or may not be barriers slowing things down or, you know, some those that we touched upon, some of which we have not because that's a different way to organize our thinking around what we're talking about and how we're talking about it.  Greg.

MR. JAFFE:  I mean, I like Nancy's idea as a theme and the spicing up of this report.  And I'm thinking about other reports that are out there and so forth and we're making it so that you could switch the term transgenic animals with GE crops and everything else but it's still going to be the same.  

I felt for a long time I don't think we're a scientific committee.  I never thought we were a scientific committee.  I don't think we've had a lot of presentations on where this thing is in the sciences at all.  I mean, every person on the committee pretty much tells us what they thought the science was.  I think a lot of the transgenic is outside of this country and not in this country necessarily.

So I don't think we should be writing or opining on where we think the state of the science is.  I never thought that we'd opine on where we think the state of the science is because I don't think we're a scientific committee and I think we've had a couple of presentations on that.  I think we need a lot more so we could opine on where the state of the science is or what are the most likely applications.

This is my opinion, Mardi, okay.  You may be involved in research and you may know it, but based on the two presentations we've had here I don't think we have a good -- I don't have a good sense of it, but then I don't think that's our role to do that anyway.  I think that's ARS's role or somebody else's role.  

I think where we benefitted in our other reports and where I'd like to see this report benefit, I'd like to see personally why are transgenic animals different, what's unique about them, and certain things that will raise, if they are to be commercialized, but that gets into a lot of the ethical issues that I'm not sure we have the expertise on on sentient beings and things like that, although I'd love to write on that kind of stuff.  To me, that's interesting.  

But I thought we'd have a discussion on the ethical one but I'm curious as to whether anyone can really articulate what the ethical issues are.  There are ethical issues out there and I don't think that's particularly helpful if anybody knows that.  It's articulated at some level of specificity of what makes them unique as opposed to other types of ethical issues.  

Where I think we got the most out of the committee in other reports we had proposed, in our traceability and labeling report is that this committee of stakeholders that represent the full range and perspectives in the food chain and where we've done in the past for added value has been being able to articulate some of those different issues and some of the different perspectives that come up with different members of the food chain for whatever the applications are that we've been talking about or whatever the issue has been between traceability and labeling.

So, to me, what is missing in this report is you haven't gotten those perspectives properly brought out.  They may be embedded in some of these issues or topics but they aren't really drawn out.  And I mean, I don't mean to pick on Randy because Randy's not here, but we haven't heard from, you know, the sort of, okay, the middleman in this system.  What are they worried about, what are their biggest concerns of transgenic animals?  

We unfortunately don't have the grocery stores here.  I think we've heard from Carol and others some of the applicable consumer concerns.  I don't think we've heard about the crop developer, GE crop developers, whether the negative or positive of transgenic animals to their crops and their markets and things like that.

So, to me, one other way we can go is really to flush out some of those sort of different stakeholder perspectives and have those because that I think in the past is what's made our reports unique and different is that we've been able to bring out some of those stakeholder perspectives.  

MS. DILLEY:  Jerry and then Jim and then Mardi and then we'll go to our presentation and come back to this.

MR. SLOCUM:  Well, I was truck by a comment that Mike Engler made when he made his presentation and he showed all of the different cattle types and genetic work that had been done on the tags on dead cattle in particular areas and where they were grown in particularly in consumer advertising.

You made a comment that, you know, transgenic cattle seems like it's a long, long, long, long, long way away if it was reality at all and that struck me and yet I certainly believe because I think the animal kingdom is very, very different than the plant kingdom in the minds of the consumer and I can't imagine a real huge movement towards the transgenic animals that are food until this debate is fully debated and this issue is fully considered and I think when we spend a lot of time worrying about the mechanics of a system we're sort of missing the point because I really think the point here is until somebody shows an appetite for these animals or a developer of a trade has something that will create an appetite for a transgenic animal I think as far as it's a non-starter.

And it may be our debate or maybe our discussion needs to have sort of that flavor to it, not that we're recommending what people may want, what transgenic animals in the food line are reality, but to talk about the constraints that are placed on development because I think if you watch what's happened with plants since 1994 and '95 and in other debates they're not going to step on all those same land mines or all those same problems.  They're not going to do it.

And the animal industry is healthy, isn't it, Mike? I've seen cattle prices up and all prices are reciprocal but I see a relatively healthy animal industry at this stage and I don't see a great appetite for any more.

DR. ROBL:  I'd have to fully agree with, with Mardi and Jerry's comments here because when I gave my presentation I think that I was somewhat struck with that as I went through and tried to -- it wasn't a comprehensive issue by any means.  I was certainly trying to review in an objective fashion what the likelihood is that we would have someone putting transgenic animals into the food chain.  

And I'm sure there are people here that would be able to list incidents that I wouldn't know about.  My view is what Mardi said, I think transgenic animals for food application other than maybe the fish is non-existent.  There isn't anything.  I keep wondering why are you assessing a regulatory system for an industry that doesn't exist and I don't see it coming about for quite some time.

If you want to have a regulatory system for it go to the single company that's doing it and find the regulatory system for that company.  So, I keep thinking that why even go through it and I don't know what you think.  So, I think that maybe we ought to think about some other aspect of this as Mardi had mentioned that actually has some purpose and some value other than trying to look at the elements of a regulatory commercialization system for an industry that really does not exist.  

MS. DILLEY:  We'll definitely come back to this topic after the presentation and have a chance to talk about some of these issues but I think the notion of something unique and how to frame it where the committee feels like you're spending your time on things that really add value to the discussion and that is critical because you do have two more meetings and you want to make the most use of that and producing something productive that you all feel good about.

So, we'll come back to that after the presentation.

(Discussion off the record)

DR. SCHECHTMAN:  With that I'd like to present to you today's speaker, Dr. Andrea Morgan, and she's the Associate Deputy Administrator for Regional Operations in Veterinary Services in the Animal and Plant Health Inspection Service, APHIS, and thank you very much.  She is here today to speak to us on APHIS' authorities and activities under the National Animal Identification Program.  And we're really glad you could come.  Good morning.

DR. MORGAN:  Thank you very much, Michael.  It's a pleasure and a privilege to be here with you today and I really do appreciate your flexibility in allowing me to come today to give a presentation as opposed to yesterday.  You're taking the lead here on issues on biotechnology, yesterday we were discussing APHIS leadership, discussion planning, what have you, and so it was a most important meeting that I needed to attend.  So, again, thank you for giving me the opportunity today as opposed to yesterday.

And if there is interest in having this presentation Michael certainly can make that available to folks.  I do talk fairly quickly.  I want to make sure that I've got enough time for any questions or comments that you have and if I cannot entertain the question that you ask I promise you we will get back to you through Michael.  How's that.  Okay.  

Without going into a lot of detail on the authorities because I understand that Nancy did a presentation yesterday that was very complete on authorities in USDA regarding APHIS, I'm going to tell you that the Animal Identification System is a voluntary cooperative state and federally administered program.  And as our backdrop, if you will, under the Animal Welfare Protection Act authority it has key provisions to help us do what we do.

And, in particular, it helps us deal with emergencies.  And, there is one slide in particular here that there is a simple truth about animal identification that I will ask you to really focus on and it's not this one yet, but when we get to it I'll show it to you.  If there's one thing that you will remember from this presentation that is what I'm going to ask you to remember because it's all about animal health and dealing with emergency response or program issues.

The Animal Health Protection Act, I'm sure Nancy mentioned, is validated on APHIS.  Many of our animal health laws and regulations into one place back in 2002 and most specifically, if you can read as well as I can, I think the key point is it's very lasting.  Before they had no authority even dealing with aquaculture farms and raising aquatics issues.

This Act now includes aquatic issues as livestock, if you will, or as species that we can now regulate.  It is extremely important to be aware that we export incredible amounts of mollusks, tuna fish, etcetera to many countries.  The European Union members are one of the biggest conglomerations of countries we export to.  They ask, you mean you have no authority over aquaculture, so this is really significant for us in regard to that.

Okay.  So, we talked about animal health and business that I and the rest of my colleagues are in and as you are in as well.  We're concerned about controlling and eradicating diseases.  And most specifically I think this is important slide just to kind of put some perspective.  Bovine Spongiform Encephalopathy.  When we had the imported case from Canada in December of 2003, the infamous cow that stole Christmas, as they say, 80 percent of beef trade was lost in 2004.  Now keep in mind this was the imported case.  We spent five million dollars to investigate that one case and, as I think you are aware, we launched into -- we had an ongoing surveillance for quite some time.

We then launched into an enhanced BSE surveillance effort to really determine if BSE existed in this country, native cases, that is, and if so, at what prevalence.  We spent about 189 million dollars on that surveillance, we meaning this was taxpayer money.  Exotic Newcastle disease.  This is a devastating foreign animal disease for the poultry industry.  We had back in 2002 or so an outbreak, very significant, massive in the commercial sector, and got a pretty good handle on keeping -- a very good handle that is on biosecurity, emergency response, but we found in the Southwest area of the country is this was first found in backyard poultry.

Mom and pop operations that had no idea about biosecurity, keeping equipment clean, keeping visitors off your property, etcetera, very difficult to eradicate.  It took them 10 months and cost about 150 million dollars to euthanize approximately four million birds and we had about 1,600 people on the task force, not just agents and employees, we had FSIS employees there and other USDA employees, we had accredited veterinarians working with us, HHS staff force made an incredible effort.

We even had animal identification and registration at the time and we still were able to deal with things quickly and we still had to deal with things perhaps not as quickly as we would like to.  And, so, just kind of a 101 on emergency response and control.  Part of this is surveillance which is sampling.  Diagnostic, which is testing.  Analysis which is the interpretation of those test results.  Traceability, which is the foundation for animal identification; finding out where these animals that were infected are, where they've been, what other animals are at risk.  Control or eradication is making the decision as to whether the animal lives with the disease, I hate to say that, but it's true, or eradication which obviously we're dealing with foreign animals we're interested in eradicating them.  Both of those are part of emergency response.

Okay.  This is the slide that is the crux of the biscuit, so to speak.  This is why we're in the business of animal identification and this will continue to be why we're in the business of animal identification.  Animal health is the focus.  And these are the three key questions that we asked ourselves.  We, collective we, state, federal, industry folks, when we're dealing with a disease.

Where has the infected animal been?  What other animals have been exposed?  What additional premises and animals are at risk?  And back in 2004 when we really launched this National Animal Identification System based on the December imported cow primarily that gave us -- we had a plan in mind but we really got an injection of enthusiasm and momentum, if you will, after we found that case.

The key that we established we still have established as our goal is to retrieve trace back data within 48 hours of the testing.  So, I think we used an example of the hoof and mouth disease situation most recently in the United States.  And as we were tracking that, it was very fascinating to see how quickly they could identify what products were at risk and not only could they identify the premises but they could even go so far as to identify on those premises what types of animals and how many animals were at risk, five sheep, 100 cattle, three pigs, to that level of certainty.  Why is that?  Because it had Animal Identification System in place for quite some time.

And, so, I think the key here, very colloquially, I will say is we want to get ahead of the fire so as quickly as we can identify what premises are at risk we can tell the producers you're in an area where we have found disease.  You're interested in coming in there and saying clear your property if you can and as far as you're not having an inspection or if you do have inspection you quickly want to deal with it and we want to pay you indemnity for those animals fair market value if we end up having to properly euthanize them to get control of the disease.

But this is indeed why.  And there are values that are based on this.  These same values are things that especially the last one that has stood the test of time.  Producers and industry are part of our safeguarding efforts, always have been.  We want to continue to make them a part of our efforts as we are dealing with the Animal Identification System so that we can educate them if there is a disease situation near them and we can continue to talk about the best technology as we move forward as we figure out the best ways to continue to trace animals as we operate and making certain that we have integrated systems information.

That really falls into number one.  There's all kinds of different information systems out there.  There's different ways that we track.  We look at paper records.  For example, the BSE case, the one we tested for in Alabama, quite frankly, it's a dairy animal and it's part of the whole DHI system, pretty sophisticated record, paper or otherwise.  If it's beef animals or many times we have a very difficult time tracing where the animal has been, what other animals might have been exposed, and what other places would be at risk.  That takes a lot longer than 48 hours.  If we're dealing with a hoof and mouth disease that's becoming extremely critical, as you all know.

The BSE not as critical because as you know that is not a contagious disease.  However, obviously, we want to be able to deal with it as quickly as possible because of certainly the trade implications as you saw on the previous slide.  So, in essence, we're just overlaying the Animal Identification System and I know that people have a hard time making that distinction, but it's an overlay of what we currently had been doing with voluntary state and federal cooperative programs.

And, you know, sometimes you become a victim of your success and I believe there is a presentation of brucellosis talked about yesterday and perhaps it was mentioned in that presentation that now we are, all of our states have territories that are now officially free of brucellosis except we still have endemic infection in the Greater Yellowstone area, I'm not sure you are aware.  And because we have been successful in eradicating brucellosis, eradicating rabies which is one, many times people know of a pet they know of to vaccinate or officially identifies the animal.  

So, consequently, as we become successful in eradicating disease, people are not identifying their animals anymore so this becomes challenging then to advance our traceability capability.  This traceability is very complex.  I try to deal with, as I say, simple truths, and I try to always go back to why we are in this business.

And I think that as we look at identifying premises and identifying the animals and you look at our business plan which I talk to, about in a moment, there are a lot of significant components to this that are involved with that and it's still a work in progress.

But however you look at it, the foundations of identification registration, animal identification, and then our ability to track animals and disease situations will really complement traceability just in general and these are the main components which I'll talk about in a moment.

So, again, another significant slide for those of you who might not be familiar about the three parts of it, if you will.  With regards to premises registration, certainly, as I mentioned with my example with the United Kingdom that certainly received a response.  How many premises are at risk and where you can do your testing?
And we now have 50 states, the two territories, and several tribes and they're operational in being able to register premises.  And we've over 464,000 registered which translates more or less to about 30 percent of the premises that we've got in the US.  We need to do a lot better than that, and we will.  

Animal identification is progressing as well.  It's really interesting and I'm sure I'm speaking to people that know this a lot better than me.  Every one of the industry groups has a different way or had a different way of doing this.  For example, I have a passion with, about horses.  As you know, with thoroughbreds, the National Jockey Club, they tattoo the upper lip.  Standardbreds on the other hand they freeze brand.  It's sort of like, hmm, we've got all these different types of identification.  Is there a way that we can as an industry group resonate, come together and decide on perhaps one system that's going to work for us.  And we'll talk about that in a moment, because people support what they help to create.  So, rather than us dictating a type of animal identification device, it was most important that we have the industry groups talk to us about what they felt could work for them.  And as I said, I'll get in a moment to about some of the specific devices.

So, we established a technology-neutral position.  We wanted this to be market-driven.  A lot of people have expressed an opinion about that but as you know, technology changes very quickly and that technology needs to work with the speed of commerce for the various industries that we're dealing with and it also, as the industry has reminded us, we need to have as one of the requirements of the standards that are consistent and that are driven also by the international community like the ISO standards.

And, so, as I said, we went to the different species and asked them to pull together a working group so they could talk less about what technology would work for them and the groups have recommended some radio frequency identification technology.  And, so, the devices that are being developed use this 840 number.  And the 840, I'm going to sound like Bruce Springsteen rap when I say, born in the USA.  That's really what that 840 means.  That we can know whether we're importing or exporting when we see that identification brand on a breed, you'll see that 840 number and that means that it's a US animal.

I don't know the ISO standard well at all but these are the significant standards that we are following.  And we now have eleven devices approved and that are compliant with the agency standards.  Nine are ear tags.  One is the injectable transponder.  Interestingly enough, the DCOM group had decided upon this being the best device for them and that transponder then will be invested into what we call, I don't know if I can say it right, but the ligamentum nuchae which is a very thick ligament in the horse's neck and they found that that's an area where that transponder is not going to migrate and it also should be fairly easy to read especially for someone who tracks horses.

Then we also have an ear tag for slaughtered swine. So, what we wanted to do is very important we get these devices out there and when we say devices we don't just mean the ear tags, we also mean the reader.  That's the RFID technology.  And we also wanted to see how well these would be working in another version and when you're not in the throws of dealing with an END, or, God forbid, an FMD currently we are in the throes, I'm sure you've been reading, dealing with a tuberculosis outbreak.

Most significantly right now we've got a lot going on in the west, California, New Mexico, Michigan, and Minnesota and some of those are issues, especially in Michigan and Minnesota, is now we have this interface with wildlife, much more significant now than we had recognized in the past when we were hoping we would be close to eradicating tuberculosis which I'll remind you is a zoonotic.  

And, so, what we decided is since we've got these huge dairies in California and New Mexico specifically that we didn't have in the past, we decided that we would get the NAIS-compliant impact out there and see how they would be working and be able to not only tag the animals but read them and make sure that information was something that we could all could look at in order to bring a result and it's been working quite well.

Having said that, there's still some discussion about the tag or spool tag (sic), some of the specifics that myself not being a producer, I don't have all the information about that, but I should just say it's a work in progress.  It's a visual kind of a roadmap for us to figure out what's working, what's not, and who are you trying to advance and the technology advances.

Okay.  So, the animal tracing piece which has caused a lot of the concerns from a lot of people as far as why do you want this data, how are you going to use this, et cetera.

And, so, we have decided upon using State and private ATD which stands for animal tracking databases.  So, it's private and State databases that will maintain this data for us, not for us, collective “we” again.  Now, the State and federal officials that are interested when there is a disease response that they're watching, whether it is a program disease like TB, or, whether it is a foreign animal disease like the Exotic Newcastle disease, we had established what we call ATPS, animal trace processing system.  Fancy terminology, again I'm not an IT type, but as I understand it, this gives us the opportunity to request information from those private databases.  It can answer this request, what animal is infected, where has it been, what are the places at risk?
We're talking about classifications where all these databases to the point where we talk about private security and data standards and what have you, again, following the ISO, are available on our website and I would strongly encourage you to take a look at either the USDA website and click on the icon National Animal Identification System and you will not only find the technical specification document that we put out in, I think, February of this year which also finds two other documents which I'll talk about in a moment.  

We now currently have 20 of these State and private animal tracking databases that are participating and that more can be added as long as they're meeting standards which you will see on our website.  So, in addition to the program standards and technical references document, we also have two other documents that are extremely significant.

I'm going start with this middle one first, the NAIS New User Guide.  This is the Q&A, are you going to track my horse when I go on a trail ride to what about, you know, if I swap chickens at the neighborhood farmer's market, are those things going to be tracked?
We're interested in tracking animals that are engaged in commerce and that type of thing so, again, I'd encourage you to read that user guide and that really is the essence of the whole thing, how we started this program.  These are all the works in progress meaning that we would like people to look at them and if they have questions or comments, or, real concerns to please let us know because as these are our documents which are iterative we can certainly revise them based on the comments on them.

And then most significantly in 2007 we also came up with a specific plan for animal traceability that I'll talk about in a moment.  Again, all of this is keeping with that 48 hour goal of trace back.  So, the outline, the straw man, if you will, for the business plan, includes these things, prioritization of species and sectors.  Some people might get concerned about that.

Well, quite frankly, as we're looking at, as I just mentioned about BSE and if we had dairy animals.  Sometimes it's easier than beef animals because we're able to work trace backwards.  So, we decided we needed to prioritize, the infectors in cattle are included.  We're looking at beef cattle or dairy cattle because some of these swine folks, because it's more of an integrated industry, perhaps can better handle some of the ability to trace.

The same for integrated poultry operations.  Horses, we decided that if there are horses involved in competitions like the Triple Crown or the Olympics, those animals would also be prioritized versus horses that are in fact used as pleasure animals.  

That's not to say we're not interested in all these animals but people are focused on trying to think in terms of the big response and what are our roles and abilities if this is what we decided to do.  The organization of the ID system, the collaboration of the industry.  What I'm missing here is what should be implicit is the continual education and outreach.  In the absence of information, people are going to fill in those gaps with misinformation so it's extremely important that we are on the ground, we, State, industry, federal people, explaining the benefits of this program and, again, hearkening to that slide about what it's all about, animal health and response.

You might have heard the term, critical mass.  We've been using this terminology until such time as we get results of a benefit cost analysis that we hear about and which I'll speak about in a moment.  In order for us to think in terms of how do you know, and I say this with that we've reached that 48 hour stream in that goal as far as the number of premises, the number of animals that have been identified and specifically animals identified.

We decided to come up with a general percentage right now so that we can shoot for that.  About 70 percent of the animals in a species/sector be identified and traceable.  Now, I know that you know this, but I'll say it anyway, that doesn't mean we're not capable of doing this now and we're not capable of watching a response, we've been successful in providing it faster.  We've been as successful as we can be, but we can be better at it, more successful, quicker, getting ahead of a fire.  Not spending as much of the taxpayer's money, not using the human resources and exhausting them as we did, if we can reach this goal.

And, you know, it's all about performance goals and I will say honestly we have struggled with it.  It's been an immense task.  But it's important for us to think in terms of -- and also it's very important that education and outreach and show the results of that in the cost analysis and then based on that develop more of our targeted performance-based goals.

So, we have had Montana State University, Michigan State University, Colorado State University, and other State universities collecting data and they're building upon a benefit cost analysis which was done by the University of California and are in the Center for Technology and Animal Health in Ft. Collins, Colorado.  They are a compilation of that analysis by August and the final report to us and that's expected October or November.  

As I mentioned a moment ago, until we really have that info, looked at our current performance based goals, refine that analysis based on the benefits cost analysis, we're still looking at that 70 percent critical mass and you'll hear that terminology thrown around.

So, in conclusion, as I mentioned, the OID slide, very important, three questions and then also if you go on our website and you look at not only the business plan but as I mentioned, user guide which was the common sense Q&A's about the program to producers, and also look at the data standards and the databases of the technical specs you'll have the three documents, and then if you take the time to look at those, especially the business plan because that really is what we're using to measure progress and if you have significant comments or concerns go ahead and comment that to us and we will -- this is a final draft and the draft is certainly the important word.  As I said, it's an iterative document.

And with the draft statement, again, underscores the education and outreach and the communication piece.  I know, myself, I take for granted a lot of times people aren't really aware of why we're doing this, what we're doing, the terminology, and you find that a lot of times they're not, and, so, other folks, as I said, will fill in the gaps with information that isn't accurate, will suggest that we are doing this for other reasons than animal health.

So, it's important that we continue to authorize this and based on that I really thank you for the opportunity to speak to you all about this program and again thank you for letting me come today versus yesterday.  So, I'm not sure, Michael, time-wise.  I know you have an ambitious agenda. 

DR. SCHECHTMAN:  We have some time.

DR. MORGAN:  Okay.  Any questions or comments?

DR. CARDINEAU:  I'm just curious. It's clear that you have an approach to tracking large animals, but the poultry is something you didn't seem to really touch on a lot other than talking about the Newcastle disease and there's great fear in the populace of avian flu.  We've seen this in Asia.  There are so many birds, not only in poultry farms but also people's backyards, it's easy for somebody to have a chicken.  How are you going to address - you can't put your tags on poultry so is there any idea of how you're going to deal with it?

DR. MORGAN:  That's really a good question.  Thank you for asking that question.  Like Daryl mentioned, especially for poultry it's like swine.  The integration of the industry.  They move these species usually in groups and lots so for the identification purpose rather than being an individual ID for all those animals, if they're moving in group and lots through that integrated system we'll allow a group lot number rather than an individual tag.

Having said that, the other point we mentioned, which is a good catch, is the backyard poultry piece which also suggests the live bird markets that we deal with, particularly in the Northeast where there's individual birds that come from a producer, in a particular State, it goes through a broker and a retailer and then they're sold to somebody who will have that chicken for dinner that night.

Those animals, believe it or not, we do have to track individually and that's still a work in progress with the poultry working group.  We actually had a prized state veterinarian from New Jersey who is now a consultant for animal health who is working on that as he's got a lot of knowledge being the New Jersey State vet about that industry and looking at the best way to try and individually tag and I thinking right now they're looking at the leg, but they're also thinking about is there a way, if they can establish certain streams of marketing going into certain markets that may be just may be they could come up with a way of doing some type of food lot number as well.

And then the only other thing I'll tell you is that so barring that for the backyard fowl the experience we had with Exotic Newcastle disease is we went door to door.  Without having a specific premises registered, obviously, you just canvassed door to door.  It was a significant number of people that needed to do that.

And also because these folks do not have the awareness that I hope they do now because we've launched an education campaign called biosecurity for the birds and it's targeted to backyards and hobbyists and also the document was translated into various languages so that we can speak especially in the Southwest in the Hispanic community.  We're hoping now that if we have to go back and knock on the door that we won't be -- it won't be as alarming for folks and they'll understand more than they did before.

Long-winded answer to your question but I hope I answered it for you.

DR. CARDINEAU:  Thank you.

DR. MORGAN:  I'm sorry, you are Guy?

DR. CARDINEAU:  Cardineau.

DR. MORGAN:  And Daryl?

DR. BUSS:  Buss.  A hugely important topic, as you know, our industry is growing and really at risk and this doesn't completely realize it itself.  And in the business plan, I may have missed it, but I didn't see specific strategies for incentivized participation.  And, so, is that something that is going to be part of the business plan or at least a tactical plan such that it has the abilities for federal or State programs or interstate program because you have a very poor handle on all that.

DR. MORGAN:  That's something that the word incentivize has been -- we've talked about that.  And perhaps as we continue to refine the plan we might be resurrecting that, but quite frankly, right now, and it might be cold comfort to people when I say this, remember when I said that when we depopulate in an emergency response or euthanize, we are going to take the animals which, again, our Animal Health Protection Act gives us the authority to take them, we pay fair market value for those animals.  

So, I guess a very implicit way of saying incentivized perhaps would be the quicker we could get to the premises and find out if you have infection there and get rid of it.  The quicker we hopefully can get you back into business by giving you fair market value for the animal that we had to take out.  Now, when I say we compensate by paying an indemnity we do not indemnify for market interruption which is really in the poultry industry certainly has been a cause for concern.

But now to go back explicitly to answer your question, we undoubtedly will complete our discussions about and resurrect that word subsidize any more directly than what I've suggested with the indemnity issue.

(Discussion off the record)

DR. VAN EENENNAAM:  I just wanted to make the point with regard that it is an animal health tracking system and as it pertains to this committee once the animal is dead it doesn't track further than that to the shelf such that you would know which animal produced which meat calf for example. So, it stops at the slaughterhouse as I understand it.

DR. MORGAN:  For our purposes, yes, and I think that, and I certainly don't want to misstate that or break with AMS, but I think this one identification number, the born in the USA, often provides an opportunity for producers that are in the marketing business to use that system for their verification programs or what have you, so, I think that that resonates quite frankly with the people that are interested in food safety, trade, what have you.

But that's not my bailiwick.  My interests are -- our interest is animal health and industry's response and it so happens as it does that that individual number provides an opportunity for us to have more of an integration and information exchange that benefits marketing and trade, wonderful.

MS. SULTON:  Mardi.

DR. MELLON:  So, as I understand it, the farm has to buy the ID tags and the reader?

DR. MORGAN:  Not the reader, no.  The readers are used by -- at places of concentration, a livestock market, an auction, but the farmer buy the tags.

DR. MELLON:  How much does a tag cost?

DR. MORGAN:  That can vary.  Right now we have, for example, animals are being tagged for brucellosis program and there's a price to those tags as well and so it varies as to a sheep or cow.  I can't tell you how much.

DR. VAN EENENNAAM:  They're about $2.00 apiece.

DR. MELLON:  $2.00 apiece?

DR. VAN EENENNAAM:  Per cow.  Per cow.

DR. MORGAN:  You just bought ID tags?

DR. VAN EENENNAAM:  Uh-hmm.

DR. MELLON:  That was very inexpensive. 

DR. JONKER:  Alison already answered the question about what they cost.  In the dairy industry we have recommended the use of our ID tags and they're being used on many farms integrated with their management systems so not only do they have the ability of working in the system for tracking purposes, removal of animals, but they're being integrated into dairy management, health records, and production records on the farm and breeding records; not on all farms; and it varies in cost from size of the farm.

One thing I wanted to ask you about, Dr. Morgan, and you alluded to it a little bit, that is how NAIS identification tags might work with labeling and what your thinking might be on that?
DR. MORGAN:  In that I think that the simple answer to that would be that you can have one tag that's got the equine number born in USA and that can be used then for the purposes of the implementation of COOL.  

MS. BRYSON:  Great presentation.  Thank you.  It sounds like this is definitely voluntary.  Are there any plans to make it mandatory?

DR. MORGAN:  I heard the M word.  Let me just tell you, Andrea Morgan's opinion based on my experience, in particular, with the surveillance effort, but also just generally since I've been with the agency since '85, especially with BSE.  When we said we wanted to collect over 700,000 examples, people said, there ain't no way that's going to happen unless you mandate it which we could have.  And we said, you know what, our experience with the industry and the State folks is that, again, you educate about the benefits, especially in this case why we needed to establish one for BSE, then folks would come along with us.   In fact, they did it for the brucellosis program and so we were successful.

That might be a common answer, but I really believe that when you say to folks this is voluntary and cooperative and we continue to fill in information -- misinformation with good information we're going to see the point.

Now, having said that too, I think we get some flak for, you know, it seems like we've been on an unsteady course and kind of changed direction a number of times.  We're all fallible; we're not infallible, and we're trying to make this system work for everybody.  And then who knows what will happen in November or thereafter.  But this is a voluntary program and based on my experience with the folks that work with animals, they see the benefits of it.

MS. BRYSON:  I have a follow up question.  When you look at that OIE criteria when they say it's very important to have a tracking surveillance does the OIE recognize both voluntary and mandatory?

DR. MORGAN:  Absolutely.  Because remember, the OIE, as much as you want to say regulation or law, or guideline, and, so, I think most significantly too, Nancy, if you look at this country for GF beef and we got that characterization without having this Animal Identification System in place like in the UK or others have.  So, I think that kind of answers the question that OIE recognizes that for countries this is a work in progress.  

We actually are very hopeful that we will be able to meet those standards more rigorously.

MR. KREMER:  Thank you for being here.  I'm Russ Kremer.  I'm a livestock producer from Missouri.

MS. MORGAN:  Oh, that's my home state.

MR. KREMER:  Oh, great, great.

(Discussion off the record)

MR. KREMER:  I represent farms.  I basically stress, you know, all our concerns.  I know some of the pitfalls, possible fallacies and I just think for the purpose of this committee I'd like to flesh a couple of those issues out and basically our concerns have been about possible costs and, you know, a lot of smaller producers in Missouri, as you know, there's some 70,000 livestock producers in Missouri alone.

We are concerned about costs.  We are concerned about confidentiality.  You talked about, for instance, the database being maybe in the hands of the industry.  That was making us very queasy.  We don't trust industry any more than government which is a strange thing.  And they're also concerned about shifting liability and that is, you know, thinking there's an easier way for packers and retailers to shift their liability upstate for instance, a death due to, you know, a resistant bacteria, to a producer, the weakest link in the chain.  Just wanted to make sure those are fleshed out.

There's also some religious and ethical concerns among a community that might go this route.  So, basically, maybe flesh out two concerns or questions.  One being the issue of you talked about 70 percent threshold or your magic number is 70 percent.  Is that overall numbers or is that premised, you know, because we have a large number of premises in Missouri and there's a lot of resistance in states like Missouri and then the second thing being is -- has to do with the stop and slaughter because I've had a couple of the producers and have had also consumer groups that believe that that is a means by which they can trace back the culprit.  I want you to flesh that.  I don't know.

DR. MORGAN:  So, the first one, the 70 percent critical mass, is for the individual animal and the different species and sectors.  We're still interested in that 100 percent farm registration, okay, because quite frankly, that is a clear ID example.  Our first thing when we have an emergency response is how many premises.  We haven't even thought about how many animals are on the premises yet.

We just want to know if we do an emergency response to the second premises and you draw a radius around that premises depending if you think in terms of touching those premises around there and then you also have areas now about to be called buffer areas where we also may do some surveillance based on what we found in this area.

So, 100 percent, 70, percent.  To answer your question with regard to -- I hope I have understood your question correctly that, okay, once the animal has gone to slaughter and is dead, there's a lot with a BSE tracing what happens then.  Well, for us with BSE if we didn't have the animal identification records like we would like to have had for the most part you have to stop right there.  

In a situation where we have a more sophisticated ability to track, trace back, we can say okay, this animal essentially got FMD.  They came from this particular premises.  Wow, we didn't know that.  Let's go back and see if we've got other animals on that premises that are showing blisters and have a high fever, et cetera.  That becomes that opportunity for us.  Right now, the chances are we're not going to be able to do that.

And, so, there could be, if it turns out to be usually you're going to see something quickly happening.  But frankly, if it's something a little bit more insidious like TB is insidious.  We will have slaughter surveillance for tuberculosis and it takes a significant amount of time for us if we don't have good records to try to find out where that animal came through that market, and one animal here, and then one here, and one's this place and that place versus, again, if we had the system the way we'd like to that 

would --

MR. KREMER:  A good example, you didn't quite answer it, this is really good, you know, a child dies in New York City from eating a hamburger they bought from Burger King and can this system be used to trace back, you know, the retailer, the packer even though they've been made from a thousand different cows back onto the farmer.  That's a direct question.

DR. MORGAN:  I believe that AMS, again, I don't want to misspeak, but there is that marketing ability, systems are available, I understand having that one ID number gives that opportunity to then provide more of the traceability for purposes that you just suggested.  That's not my -- I'm not in that business, okay.  

I'm in the business of tracking the animal health and from a food safety standpoint maybe there is that opportunity through the entering of, you know, packer producer using that name compliant ID tag as his or her sole way of identifying it, getting into the market verification program, quality assurance, going to the retailers and packers, perhaps that can answer that question.

That is something that I strongly suggest that you talk to AMS about as well as FSIS and I'm not trying to obfuscate, I'm just want to make sure that I don't speak for two agencies that have responsibility that I am not involved with them.

MR. KREMER:  Thank you.

DR. LAYTON:  I guess my question is for lack of knowledge and many of you may know the answer and I don't, but when I think about genetically engineered animals I'm more concerned with, does the ID that's identified to an original animal have some connection to its progeny or is it simply an individual ID and somewhere else there's going to have to be a breeding list that allows us to know, for example, if we ever wanted to track progeny that we would have to take individual ID numbers back and say this is related to, you know, bull X that may have been genetically engineered.

So, I guess that's one of my concern is.  Is the system of numbering, and I would assume, you know, breeders are very interested in this, if somehow or another it's connected to the breeding bulls or is that a whole separate database where individual ID number, bar code exists for the animal but is not segregated from the breeding system?

DR. MORGAN:  Before one of our industry folks perhaps would provide a response to that let me just tell you that for our purposes we are interested in the animal that is born so it's a great question about genetically engineered or not, but when it is born that it is on the birth premises that is identified and then we get very interested if an animal stays on the premises his whole life, wonderful.  If it doesn't and it leaves the premises and enters commerce at that point we're interested for our purposes in animal health.

But I think that you might have alluded to about the dairy records and what have you and I think that might be a way to answer that as well as far as how that number is used otherwise.

DR. JONKER:  Yeah, if I could just address that point.  In the dairy industry, our production records that we use for genetic purposes would have the ability, not necessarily an ID number but to go back and trace back under our association or our production.

DR. LAYTON:  There's a whole different set of systems.

DR. JONKER:  It's a different set of systems.

DR. LAYTON:  In New Orleans, when we came up with a numbering for our breeding trees, there was a code in the number system that sort of indicated lineage.  That's why I was going to try and find out.  If we were looking at a set of traceability issues from genetically engineered animals is there a way that because it's big enough under ISO that a, you know, 840 country of origin, but is there a place in the code that you could put something else that immediately identifies an animal as soon as you scan it that it comes out that if, by God, FDA wanted to trace goats that are producing milk that have antigen R or something else, that automatically scans and maybe ticks off quickly and easily and not under a separate breeding record?

You see where I'm going on that?  I just wondered if that's ever been thought about.

DR. JONKER:  I mean, to add numbers to the prescribed numerical code is about 12 digits in combination of those numbers and determinant letters to be in there so if you did it's feasible.  Whether or not it was done --

DR. MORGAN:  From our standpoint?  That animal can be taken in our records, transgenic or not.

DR. LAYTON:  I agree.  I agree.

DR. MORGAN:  But I think that it brings up an interesting point though as far as discussion for this group as far as the next step.

DR. LAYTON:  Yes, thank you.

DR. MORGAN:  And, again, it also gave me the opportunity to again make a point.  We're not interested in this.  When we're in control of the animal tracing we're not interested.  We're not concerned if it's transgenic, if it's Secretariat's progeny, you know, five times removed, we're interested in where it's been, you know, that type of thing.  That's all we're interested in.  When we take that snapshot of information from the animal tracking database that's all we're interested in.

DR. LAYTON:  But none of the State or private agencies are looking into that feasibility either.

DR. MORGAN:  I wouldn't know that from the viewpoint of your question.

DR. LAYTON:  Okay.  Thank you.

MS. SULTON:  Nancy, did you want to ask a question as a follow up to this?

MS. BRYSON:  Yeah.  I just wanted to say in genetic modification production, related to production, or something but it was related that would be an important thing to animal health perspective, wouldn't it?  

DR. MORGAN:  That would be important from the standpoint of thinking in terms of the control or eradication, et cetera, but from a tracking standpoint I think that we have already begun as to how the animal would be taken out if you were in a situation of an ER response.  But I think it would be interesting even to the point we would have to have -- it would have to be bad research.  In other words, we need to be very conservative.  FMD, we're super conservative.  So it would be interesting though if people claim that because it's got this particular gene and makes it more resistant to hoof and mouth disease wouldn't that be something.

MS. BRYSON:  I was trying to think long-term.  Would that be an animal health issue depending on what the characteristics were?

DR. MORGAN:  I think the way that I would answer that is probably thinking in terms of the way the problem is perceived is as we get more information about how these animals are modified so to speak then there's two discussions with ARS and CSREES and others about very specifically if a case can be made that the animal is resistant to a disease and, if so, have we met it, no pun intended, then we may consider as we launch into eradication a possibility of giving that animal not to propagate.  

Then there has to be a test and we'd have to be so clear about that as you well know.

MS. SULTON:  Michael Engler.

MR. ENGLER:  Yes.  Thank you very much.  I'm also a cattle producer, cattle feeder from Texas.  I apologize that there may not be many questions in here.  One is, at least in commercial cattle feeding -- excuse me -- commercial cattle breeding we don't have much information on parentage.

We don't know the sire and the dam many, many times in large commercial operations.  They don't necessarily mother up the calf with the cow to get that information.  So, without parentage on a genetic basis you do not know.  So, that was one question.

Very interesting comment about disease resistance.  Possibly even more important though would be if you were inside a population zone with a highly secured premise with pharmaceutical producing animals and the government came in and said I'm sorry, we're depopulating this whole, you know, kilometer and a half and, sorry, Jim, you just happen to be too close.

He might not be exposed at all because he's indoors and highly secure.  

DR. MORGAN:  If I may interrupt you just for a minute.  I don't want to suggest that we just go in there like, you know, the grim reaper.  A situation like that we would critically look at that in this situation and there is often times a flexibility of dealing with things like this.  But not seeing that, you know, it's going to be this way or that way.  

For the most part it is black and white, but sometimes there are gray areas that we're looking for and I'm sorry I interrupted you before.

MR. ENGLER:  No, and one of my other points was I've been through some of these table top things and, yeah, it does seem awfully black and white, the way they're projecting it.   You're inside the zone.  You're going to be depopulated.  So, I appreciate the fact that, you know, maybe someone will go a little bit slower. 

And one thing about that as far as national ID is concerned in these table top exercises is the small amount of appreciation that I heard for not only place where the animal's been but when it's been in other places.  It's quite proper to, in our thinking, that if an animal comes down with FMD on our premise it's already been there longer than the incubation period.  It was exposed on our premise possibly due to bio-terrorism, for instance.

So, you know, the trace back is not as important because maybe we have the focus point for an outbreak right there in our hands.  And many of the people running these simulations that I've encountered wanted to just get right into the trace back where there's a clinical piece of information that may be very, very important on how the decision truly goes forward.

DR. MORGAN:  And that's another good catch because what I didn't say is we will have the information from the date of movement which will complement that ability, you know, for trace back is not just the animal and we're all right, but the date it move.

MR. ENGLER:  I assumed that they knew that.  And then that brings up another point.  How fast is that data inputted because especially in a voluntary system cow movements, seasons, over weekends, et cetera from sale barns, et cetera you can imagine that there's several days before anybody's catching up with paperwork.  

So, that's another critical end component.  If you're trying to do 48 hour trace back we don't even have the records in 48 hours.  So, that's another point.  And then just the last thing, two last things.  One is, I think, trace forward to food is going to be very unlikely.  Estimates I've seen is hamburger has at least 250 animals in it.  That hamburger, one hamburger, and they could come from many countries, many different abattoirs, et cetera so it's going to be very, very difficult to trace back E. coli to a farm premise.  It's going to be imperfect and it will be some uncertainty to it.
These animals get E. coli throughout their lives, et cetera.  They don't get it from where they were born.

DR. MORGAN:  Yeah, that's where country of origin labeling I mentioned earlier will probably go to that.

MR. ENGLER:  And then the last point, thank you, country of origin labeling, I was pleased to hear that there is a quick way to know if they were born in the United States which is the we embed it in the code, but the way I understand the national ID system is that me, as the owner, downstream from where the animal was born in a feed yard, I will not have access to where that animal was born unless there's private treaty through one of these commercial vendors that says that that has been put into the domain of the subsequent owners.  

DR. MORGAN:  When you say where the animals were born you're thinking --

MR. ENGLER:  Specifically.

DR. MORGAN:  Yeah.  And you would be interested 

in --

MR. ENGLER:  Place and date.

DR. MORGAN:  --  knowing if it was born in Omaha, Nebraska versus born in the USA?

MR. ENGLER:  Right.   It could be part of a branding program, especially date, and I can make this point in two aspects of national ID.  One, if it's not mandatory.  I'll use the M word.  I think it needs to be.  And the other is that almost everything else that I own I can trace title.  And in the animals seemingly that's not being built in.  

DR. SCHECHTMAN:  Thank you very much.

DR. MORGAN:  Thank you very much.

DR. MORGAN:  Yes, thank you.

DR. SCHECHTMAN:   I have one question I was going to ask for and that has to do with at our last meeting Bruce Knight was here and he was talking about cloned animals and the ability -- animals under a voluntary moratorium and the ability of an animal ID system to track a very limited number of cloned animals to verify for the sake of where it was supposed to be if that were necessary.

As the committee is now wrestling with the question of genetically engineered animals and what's going to happen to them in a commercial sense, they're thinking about, you know, whether there's going to be some further tracking systems that the market may demand, for example, for a particular product and if that were the case a tracking system would be a commercial tool rather than a safety, you know, an underlying background tool to use in case of emergency event.

How much of a conflict do you see or do you see potential and what would the pitfalls be to using this or coming up with a separate system, parallel system, to address those circumstances?

DR. MORGAN:  Well, my first reaction, and maybe this becomes a view you'd have it private and State rather than us having USDA introduce those things.  If that it's a private and State so that a database could be set up very specifically -- this is just first gut reaction -- for animals that are cloned or, you know, people could enter that data in.  If it's several people that want to do numbers of this particular ATD or several ATDs that were set up as certain facts that the cloning industry was interested in that needs to be in there then that's there.

What we would do is, again, like I said, if it's a cloned animal and it's an emergency response we're going to deal with it as if it were a normal animal, for lack of a better way of putting it, and so our animal trace back system data would into that system and just pull out where the animal's been, the date it will be sent out, so that particular database could include all the other extra stuff as to data that's needed I would think for purposes of folks that are interested in cloning and whatnot.

Do you follow that?

DR. SCHECHTMAN:  Yes.

DR. MORGAN:  Okay.  So, I think that it would be complementary and, again, we were just taking it virtually for the tracking purposes for disease control and then a particular database could work with the industry on more sophisticated information that would be needed for other purposes, marketing, what have you.

DR. SCHECHTMAN:  So you would think that the private component that you interact with would be the direction where that was going if that were proved to be necessary?

DR. MORGAN:  I would think so.  There's a producer, this is a producer.  She's a non-producer that's got transgenic animals.  He or she can enter into a contract with any one of the current ATD's or somebody, one of the staff, a very specific ATD just for cloned animals.  They could again based on the sets that we've got on the documents, on the program documents as far as what kind of security we need, et cetera and then as I said, we would just tap into that for the main purposes of the animal tracing.

DR. SCHECHTMAN:  Let me ask you.  I know there's a lot of interest on this question.  So what is your schedule to figure out how to --

DR. MORGAN:  I can stick around for about another five minutes if that's okay with you.  If there's further questions or comments you can -- I promise you all I'll get back to you.  

DR. JONKER:  I have a number of things I wanted to ask and talk about.  I just wanted to mention that my organization has a cooperative agreement with USDA and AMS on dairy cows and they're very knowledgeable people.  There's benefits amongst different sectors of the livestock industry about where NAIS should go.  Broadly speaking, the dairy industry supports a mandatory system.  We're operating under a voluntary system at this point in time.  That doesn't mean that all of our producers are in agreement with kind of the higher level of the industry, but broadly speaking, as an industry, we support mandatory animal ID as kind of a safety insurance policies for the industry.

Part of that is the fact that we have much more interactions with government than other sectors of the livestock industry might because our dairy farms have to be licensed by the State.  They have State inspectors come out of the farm so we're used to the intrusion.  I think the point of tracking databases is being able to have additional information.  Parts of the dairy industry are doing that with how they're integrating these ID tags with their management systems.  

So, while it might not be contained in that 15 digit number that the animal's this, that, or the other, it's tied to a record management system that says that, you know, maybe this animal was bred on this date and received a vaccine or potentially this is, you know, it's a transgenic animal of this variety.   So, I think there's possibilities in these animal traits to tracking databases to contain much more information than you can simply have in that 15 digit number.

How that may result in the future I think depends upon the marketplace.  

MS. SULTON:  Daryl.

DR. BUSS:  I want to go back to Michael's comment but I need to be able to track animal movement by date for a variety of reasons, but the movement of animals in large shows and so on.  This sounds like the World's Fair.  For tracking purposes you'd certainly have to know when those animals were in Madison and which animals were there. 

It seems to me that as part of that is that the practicing veterinarian who is writing the health certificate to those livestock needs to be able to read the information on the ID chip for example.  So, it could be very useful in terms of looking at that because very often now, I'll tell you from our experience in trying to track an animal, a cow from the Upper Peninsula into Wisconsin turned out to be dispositive.  The movement of paperwork is one thing.  The availability of any record whatsoever makes me more concerned over the issue.

So, I guess where I'm going with that is how do we integrate the practice of a veterinarian to see that those livestock and things are eligible to move back into the process? 

Then on a different note, I guess, building on Jamie's comment, and one Russell had, tracking essentially food safety issues back to the dairy industry is old news.  This has been going on for years.  For example, the drug test used in milk and so I think that's just a reality of the responsibility of producing a food product like milk.  That is then traced back to the individual premises for I'm not even sure how long, a very long period of time.  I guess as long as we've been able to test for drug residue is the reality so I just want to make sure that it's not a novel concept.  It's been going on in some areas for many years.

DR. MORGAN:  Your first point about dates, certainly the date becomes very important when you're dealing with BSE because of the feed cohort issue.  You want to know if that animal, you know, was there at a certain time and exposed to the contaminated feed.  So, there's that.

It's been a while since I've been involved in any kind of shows so maybe things have changed from back when I was involved with show horses.  Certainly when you get the health certificate from the vet at your home or you've taken the horse to the vet and here she fills out the certificate and dates it, and then when they're all commingled together then you've got hopefully a vet or somebody looking and making sure the certificate has not elapsed.

So it seems to me that you still can't get away from that home, that individual certificate being issued by the vet.  Looking at the animal they're not going to be honored by either.  You'll get the injectable transponder that will help them with anything but right now we're doing the paper certificates and we are moving towards and trying interstate tickets. 

But I'm thinking of the opportunity you're suggesting at a large commingled expo would be to have a vet that that he or she that was hired by the expo having their ID and if all these animals were tagged as to breeding and it comes easier than to move things through.

I don't know that that -- it would be nice if we were there at this point and that would be a goal and perhaps there are some places that have moved along more  significantly than others.  But I think given the fact that we're still dealing with trying to get all these premises ready and notwithstanding the fact that animals are being individually identified perhaps not the level where it would necessarily be worth expo-wide to have a reader there and do that.

But again, I haven't been involved in a show or something like that for quite some time and the industry people would know a lot better than me as far as ability for that.  

MS. SULTON:  Can you take one or two more questions?

DR. MORGAN:  How about two more questions?

MR. SULTON:  Two more.  Mardi, then Jim, then we're done.

DR. MELLON:  My question.  I do understand the power of information and the way it will be used by APHIS in response to a disease, but I'm also impressed by how this information will be used in other ways.  For example, we talked about whether or not it would work to kind of trace back for food safety purposes.  And I don't really know the answer to those questions.

But I guess my question is whether -- I mean, I see APHIS as kind of blinders in things.  We're going to use it this way and it's really important that this is what we're going to do.  If there's somebody in USDA who's then looking at the ID issues from the APHIS standpoint as well as from the kind of potential to use it in other ways like food safety and also to attempt to respond to Russell's concerns.

I mean, I don't think it's satisfactory to just say, well, we're only going to use the data in a particular way without acknowledging that it's possible that the same data and the same system could be used in ways that are not so, you know, not that's beneficial for society.  

Is there anybody in USDA that kind of stands above all of the interests that might be represented than the establishment of an ID system and is there an attempt to integrate a way to kind of respond to both concerns and opportunities?

DR. MORGAN:  Okay.  Let me address that and then I'll go back to the blinder comment.  I'll explain my position, our position.  Under Secretary Knight is the person that has got AMS responsibility.  He is on the forefront of looking at these opportunities.  That's one of the reasons that AMS is involved along with us.  He has had discussions with Under Secretary Raymond from Food Safety.  He certainly is a person that can see all of the opportunities, not to mention Secretary Schafer.  

So, that is the person that I would really say, and I believe he's already spoken with you on these items, so when he comes back I would certainly with the comments that you've made that are not in my line so to speak I would encourage you to talk to him about those if possible.

Now, to the blinder comment.  I will tell you that the reason why I have been so adamant about that is because do you remember I mentioned that when there is no information, lack of information, people fill in the gaps with misinformation.  I'm sitting here and my heart bleeds when people say, ah, the government wants that information because they want to know how many animals I have, how many taxes I paid, blah, blah, blah, and that whole confidentiality data information.

So, we had had to make a point of continuing stress for animal health and welfare because people feel that we are in this to -- it's the black helicopter notion, especially in Missouri, the small town folks, they're not interested in marketing.  They have a lot of concerns that we are just trying to map out exactly where they are and Big Brother is going to be watching them.  

So, that's why I continue to stress animal health because that is why we're in business and I try to do that so that those people who are concerned and are following along the lines of government watching over their shoulder recognize that we don't have -- it's not what we were about.  So, that's why I appear to be a little bit too--stay between the lines.

MS. SULTON:  A question from Jim Robl.

DR. ROBL:  It's really more of a comment that's in regard to Michael's question.  And I think it may be something that would be applicable more broadly that we do a disease risk analysis with our operation and then put together a risk mitigation plan and then we have presented that to the state veterinarian so that we can be in a position to coordinate with the state veterinarian if an outbreak occurs in some region close to where we are.

And that is the kind of approach that we have to use and it's also an approach that I suspect for large operations where there's a lot of value at stake it's something that probably would be useful to put in place and think about these things ahead and have your plan in place for that.

DR. MORGAN:  What state are you from?

DR. ROBL:  Our animals are in Iowa.

DR. MORGAN:  Iowa, okay.  And, you know, also to me, it probably looks like a business continuity plan as well because that certainly becomes an important point when you're dealing with a disease outbreak if you're able to know where -- how quickly we can minimize our area of concern then business can continue in other places.

So we always -- that kind of have that interest when we did our disease investigation of the Hormel Plant in Missouri.  Wait a minute, do we stop everything or are there certain things that we can move when we had opposition a little while ago.  So, that's great that you're thinking about that.  


(Whereupon, a brief recess was taken)

MS. DILLEY:  So, at the break before we had the presentation I think there were a couple of important things to pick up on and more fully discuss with the notion of the committee seems to really hit its stride in terms of offering something different or to take full advantage of the contribution of the group and the meeting itself into perspective to try and focus on a particular theme.

Nancy had referred back to the coexistence before and I was taking a look at that and really I think that's true.  I think the committee as a whole has done well around this process of framing it as coexistence seems to be working in the U.S.  You know, we had different perspectives of how well and different aspects of that, but that seems to be the main, you know, why is that and then talking through some of those pieces.

And we haven't quite put our hands around it although I think we started talking about themes that could help gel this conversation in terms of what is unique about transgenic animals or how animals are different.  We talked a little bit about -- we talked about the fact that things seemed to be moving slowly although they're kind of food and feed animals are kind of a non-starter and then we talked about with respect to particular issues.   There's lots of different perspectives of the primary theme that there's something unique about transgenic animals and what might that be.

And maybe I was just thinking something about transgenic and GE animals as a way of not having a three line title quite like the coexistence piece that had a movie theme, “There's Something About Mary," that's about animals.  But anyway, for sure the title.

I wanted to pick up on that conversation because I think that is helpful in terms of trying to frame what can the committee really -- I mean, how can the committee really frame our discussions that seems to help or take advantage of the different perspectives around the table and talk about that a little bit more.  And, so, Guy, you had your card up.  Michael, you had yours up.  Okay.   Guy.

DR. CARDINEAU:  I wanted to make a few comments based on some of the things we've talked about just at the end of the discussion and two of the questions I think was why should we have transgenic animals when it's very unlikely that they aren't going to get in the food chain and then why do we need to be talking about a regulatory system if this isn't going to happen.

So, based on my experience with transgenic plants I think what the transgenic animal industry needs to do is to clearly identify a consumer benefit.  One of the problems that we had historically with the plants, and I said this before in this committee, that we made products for our customers, for farmers, without thinking about the customer's customer's customer's customers.  And we can go down the line and consumers looking at insect resistance and oversight and tolerance in plants and say, what's in it for me?
So I think if transgenic animals are going to be successful in the food chain, they have to have something that's successful for the consumer.  And we talked about the transgenic trait with the reduced fat content or it's going to have to be something like that.

I mean it could be things that are useful for the farmer.  We talked about disease resistant animals.  If you had an animal that for some reason was resistant to hoof and mouth disease that would be a huge benefit for the farmer, for the producer.  Also could be a huge benefit for the consumer in the long run if you had animals that were resistant to E. coli 0157:H7 rather.  That would be great.

But I think that's a critical thing and so I go back to my comment yesterday about risks and benefits in the document.  I think that part of what has to be done, and it's probably the commercial side that has to do this, is to clearly delineate what the benefits are and to educate the consumers on what the benefits are and if there are no benefits to the consumer it's not going to happen other than perhaps the stuff that Jim's working on with regard to producing pharmaceuticals in animals and things like that.

The other thing about why talk about a regulatory system is, again, going back to the plant story, we didn't really have an established regulatory policy to address the plants when we started doing that work.  And to borrow a line from Dr. Morgan, you want to get ahead of the fire she said.  Well, I think we need to be ahead of the curve and the reason to contemplate a regulatory system for something that doesn't actually exist yet is so that it's in place before it does exist.

And I think it's greatly important because we've seen this happen before with these transgenic plants.  And I would try to emphasize, and I think the producers of these animals are going to be aware of this, don't make the same mistakes that we made with transgenic plants.  Learn from our mistakes.  I tell my kids this all the time.  Learn from my mistakes.  Of course they never do.

But I'm hoping that the industry will be able to look at the problems that arose as a result of bringing transgenic plants into the marketplace and then wisely build upon the development of issues that occurred as a result of that and try to address the issues in advance of them becoming issues for them.

And, really, I thought that that was what we were trying to do here; not simply look for a reason for why USDA could regulate this so they can play in the game, but what is the rationale; let's stay ahead of the curve here and be prepared for the eventuality should it occur.

MS. DILLEY:  One of the things I think that some of the comments you made, Guy, that was getting into the conversation before we had the presentation, you know, what eventually means for transgenic animals and we started talking about that and that conversation may be different.  Part of it is chronologically animals are coming after plants so we benefit from some of the things that happened with plants and try not to reassess --

DR. CARDINEAU:  Correct.  I mean, --

MS. DILLEY:  -- make the same mistakes or learn from that or whatever.  Part of it is there may be some different aspects that are in the equation because they are animals so what are those, what might they be, how do we think about those.

DR. CARDINEAU:  I think it's critically important and I think that we're now in the plant side working on  potential products that are more consumer-oriented, improved nutrition, you know, improved vitamin content, protein content, et cetera.  But we're still working on farmer benefits too, drought tolerance, heat tolerance, and other stresses.  I think in animals if you want your transgenic hamburger or whatever it's going to have to be a reason for that in the consumer mind because we are facing these other ethical issues that I mentioned yesterday with regard to sentient beings.  

I mean, so you're going to have to overcome that, but I think it's overcome-able if you can say to the consumer this is more healthy for you.  You know, it's the beef is more healthy because there's a reduced something.  I mean, I don't know enough about it to really think of what are the benefits, but I think that if we can identify those.  If there are benefits the consumer will like, I think they'll buy into it.  If there are no benefits, it's dead, it's not going to happen.  

MS. DILLEY:  Leon and then Jim.

MR. CORZINE:  To what Guy's saying, we can spend a lot of time talking about the ethical issues and we need to talk in this group, but I think also we have to make sure that we talk or spend some time about the importance of a pathway for research to come forward because some of these questions as far as what consumer benefits, what happens, is really hard to answer when you're starting off with research.

But to get that research and some investment, both private more than public investment, is to show a pathway to doing it and not, well, I do this research and that's fine, but there's this block area that's never going -- there's a loss that's never going to come forward.

Well, you're never going to get the research done without answering those questions.  So, I think we need to spend at least some time in this document or have a section that talks about the importance of coming forward with research because we're talking about food production and there is a lot in the papers about are we going to be able to produce enough food.  You know, we've all seen those articles and it's real world.  It's more people being found able to change their diets.  They want more animals’ products.

It's different proteins, the meats, and how do we produce that, how do we handle some of the diseases that prevent them from wiping out half the bird population of the United States, or, Asia, or, someplace and it's the same with any other species.  So, some of this, we need that research to improve the productivity and likelihood seeing it in a more environmentally friendly way really.

How do we have that pathway and we need to have a full discussion but you know, you also need to have that basic research and then the ag report come forward and I think it's the recommendation of USDA that we have to recognize this and we have expertise in this room that knows a lot of that research and how we do that and I think that should be part of our charge.  

MS. DILLEY:  Okay.  Let's back it up on recommendations, or at least public training, how we make recommendations, or, let's back up.  Go back to the framing piece of it and really try to pin that down.  Jim and then Alison and then Michael.

DR. ROBL:  I think I agree and disagree with Guy.  I'd agree on the part that I think that what is said in terms of framing or replacing what we're doing in context is quite appropriate and should be put into the document to say that even if there isn't an industry it still may be useful to put the element of a regulatory framework in place in anticipation that there may be and to avoid previous problems that have occurred with other activities on the plant side.

And, so, if we do move forward with the discussion about the -- on a high level the element of governance, I guess you could say, I think it should be placed in an appropriate context with an introduction to say very objectively what the state of the industry is.

I still don't have a lot of optimism that there is an industry here, whether it be consumer benefit or producer benefit or whatever, but maybe that's beside the point that somebody's smarter than I am will come up with something to move forward and that's how it should be on recommending that the USDA is properly prepared if it ever happens.

MS. DILLEY:  Alison and then Michael.

DR. VAN EENENNAAM:  Yeah. I guess I'd just like to follow up on Leon's comment about research because I do do transgenic animal research and we have a contract every two years in California with transgenic animal research and it's been going on for a decade.  And the number of labs have gone from hundreds to about three left in America that are really doing transgenic animal research and they're a bunch of old guys.  There is no young people coming in doing this stuff because -- 

DR. CARDINEAU:  Except for you of course.

DR. VAN EENENNAAM:  That's right.  I'm borderline.  There really is no research opportunity to do transgenic animal research.  The most recent poll from the USDA animal genome program specifically requests not to get applications from the researchers that are looking to do genetic engineering or cloning methodologies.

And, so, I think that's part of the reason there is no industry but part of the reason there's no encouragement to do research is that products that have been developed really have nowhere to go.  And, there is a number of different applications that the universities have developed and that ARS has developed that has not gone anywhere and, so, I think the enthusiasm of the scientific community, if you look at the number of publications in this area usually there's like an exponential taper.  

If you look at stem cell research, for example, transgenic and cloning are actually going down and, so, I think that's part of the problem in this country and why there's no new products coming along the pipeline and without that funding being there and no private industry, you know, there is no Monsanto equivalent, if you will, doing this type of thing in animals.  I just don't see the products are going to come because they're not being developed and research going on.

MS. DILLEY:  Michael.

MR. ENGLER:  I think I just agreed.  I just agreed with what she said.

MS. DILLEY:  Okay.  Steven.  And then I have a question.  So, where does that leave us in terms of how we want to frame this question?  Steven.

DR. LEATH:  A couple of things.  I don't disagree at all with Guy or Jim but I do think to some extent whether the industry matures, whether we get some home runs, is somewhat irrelevant.  I think it's irresponsible on our part to have a system that basically restricts or forbids technology from going forward.  I think that's where we're going in this country.  Alison made a good point, I don't think there's a general point to the world.  If you look at China I think it's increasing, not decreasing.  

I think part of that is this Administration right now.  It's also a reflection of there is no obvious mechanism to bring things to market in this country.  It's a disincentive to invest in this kind of research probably and I oversee a science budget of a billion dollars a year and there's not a day that goes by that something doesn't come across my desk that amazes me.  

I have full confidence that scientists will develop something of merit and interest in the world in this area.  The question is will it be the mechanism in this country for it to advance.  I think the question we ought to ask is, if that opportunity shows up do we have a system in this country that would allow it to go forward?
I don't think we should be like having regulatory bias that prevents people from being interested in this kind of work.  I think that would be a great disservice to the economy, the scientists, and the consumers.  The choice ought to be made somewhere else, not without some mechanism in place or lack of a mechanism in place to allow that stuff to go forward.

And then if you look, we pay a lot of scientists to do individual experiments, but collectively we've almost never pay them.  Look at what was been done in biology in just the last 20 years.  I mean, Guy was probably the butt of jokes in the late 80's when people were saying well molecular biology and crops and all these things they can't deliver and in 20 years, what, 80-90 percent of our cotton industry is transgenic.  We went from not even able to really be able to sequence the bacterial genome to it's become a mature industry.  

And I think we need to look at this more fairly and objectively and less negatively in terms of putting a responsible system in place so at least the opportunity is there when you judge something on its merits and not judge it for its merits.

MS. DILLEY:  I think we're trying to grapple with it and the question we're trying to answer is, is there something unique about transgenic animals and there may be something we need below that in terms of what does that mean in terms of marketing considerations and those kinds of things, or has it slowed so much and why is that; is that research going on?  I mean, that's more negative things perhaps.

So, maybe going back to is it unique and how and in terms of how USDA needs to be prepared based on a lot of thoughts collectively as a committee and what that means and not mean.

Pat.

DR. LAYTON:  I just have a question and I might have missed this in a conversation, but if technology is developed overseas and it moves into the U.S. how do we or do we have -- does our current system allow that for us to have it be approved and come into the United States even if we weren't developing it here?

Or, you know, like if it mistakenly shows up in the United States.  It comes in surreptitiously.  Do we even have that in place?  And I'm thinking about, you know, we've had these escapes on rice and what have you during the time period that we've been together and, you know, do we even have a system now in animals that will allow us to deal with this?

MR. SLOCUM:  We've heard APHIS discuss how, you know, they quarantine animals that come into this country other than Canada and Mexico, and they're restricted more, and there is a system in place that USDA is in charge of.  Will it recognize a transgenic that is identical to the rest of the animals in the pen?

DR. LAYTON:  Probably not and if it walks across the border, it wouldn't know it either.

MR. SLOCUM:  No.  

MR. ENGLER:  And it might not be illegal.

DR. LAYTON:  That would be the other question.  Is it illegal or not illegal?

MR. ENGLER:  It's not clear.

DR. LAYTON:  I mean, I didn't hear Nancy talk about that and I haven't heard -- I just don't know that answer.  But I know that we had trade up there.

MS. BRYSON:  I'm going out on a limb here.  Don't hold me to this.  As far as transgenic and things like that there's this long power structure that says you have to have a permit to conduct these experiments and all of a sudden that unapproved event gets out there and if you have a lot of requests for that and so that's why that system works. 

As I understand where we are right now FDA is looking at these modifications as new animal drugs so the answer to your question is whether a modification in an animal that shows up on the U.S. border would essentially be an illegal drug unapproved by FDA and we don't know what the FDA process is, or, whether that person that applied for it, and I don't think there's really a structure out there right now that tells us what to do.

Is that right, Larisa?

DR. RUDENKO:  I can answer conventional new animal drugs.

MS. BRYSON:  Would that include a transgenic animal?

DR. RUDENKO:  I will leave that to your legal interpretation.  As Michael has stated, we are very limited in what we can say because we are in the process of working through some issues, and, Michael, I think you'll agree with me that the process -- the world of governance that makes the world of justice right.

That's the issue of conventional new animal drugs.  If someone introduced into this country with a drug that had been developed in another country and had not been approved in that other country that food would be considered adulterated.  

In fact, there's no approval unless it's branded a drug.  There is a mechanism in place that allows for the introduction of food that may contain a new animal drug that was approved in another country but that has not yet been approved in this country.  That's called an import tolerance. And essentially it has to undergo full food safety but that's for fish sticks or steaks or leg of lamb not for movement of the animals but an animal I think by --

MS. BRYSON:  So do we know what the situation is right now because there's a lot of animals crossing the border.  It works just like any other type of permit.  It's actually been pharmacies that do that.  In the absence of an identification of the animal as capable of doing that there isn't an FDA rule that says you have to apply to us right now for investigation of a new animal drugs before that animal can come in.

DR. RUDENKO:  Import is USDA's issue.  

MS. BRYSON:  Yes, but whether or not the drug --

MR. SLOCUM:  We test the animal for that.

MS. BRYSON:  Right.  And APHIS is looking at a test for that because it's an FDA regulatory requirement that you go through that approval process.

DR. RUDENKO:  I think you can't get into that level of detail right now.

MR. SLOCUM:  They don't have a test for it.

MS. BRYSON:  So I guess the best answer that we can come up with for the committee, and I know you can't say much, you can say that there is not a rule in place that addresses that issue today.

DR. RUDENKO:  Let me say one more thing about conventional new animal drugs, and when I say conventional new animal drugs I'm thinking about drugs that are either the structure or function of an animal or pre-mitigating circumstances.  In order to get an approval in this country you have to have a method of detection from the regulatory rules and that's something that the USDA and FDA need to be able to work through the FSIS residue system.

In other words, we set a tolerance for drugs.  You have to have some method to identify that drug or substance.  And that's important to the FSIS that deals with products.

DR. LAYTON:  And if it's not approved?  I mean, Glowfish®, amen, nothing happened, and that will happen again and there's no control, there's nothing.

DR. RUDENKO:  It didn't come in with nothing.  

MS. DILLEY:  You're getting into the weeds here.

DR. LAYTON:  It's a question.

MS. DILLEY:  What I'm struggling with right now is we can't stop.

DR. LAYTON:  It was a question and I apologize.

MS. DILLEY:  I'm trying to get back to how are we framing the discussion and just hammering at that until we have a framework because otherwise we're getting dumped into the weeds and having a discussion, all of which are interesting and very relevant to the current deliberations, but until we know what ways to hang it in a logical way we're not getting any closer to a paper or a line item discussion.  So, I'm going to pull it back to that question.

You know, the way we're framing it is genetically engineered animals that we need and for the risk benefits discussion need or what element do we need for -- I don't know what the committee wants to do.  That's what your collective decision coalesced around the particular framing of this discussion.  You definitely need to do that.  Nancy and then Jerry.  Okay.  Jerry.

MR. SLOCUM:  Okay.  So, why don't we continue what we were doing yesterday afternoon?  Make some progress and we'll state what Steven said.  We don't want to prevent the opportunity of having 15, 20, 25 issues and in all likelihood it's not going to happen in the 5-10 year time frame that we've always dealt with.

So, maybe we want to say that somewhere in the beginning of our report, that this is not our typical 5-10 year time frame, this is a longer time frame because the full technology has not yet developed.

And then I think, Abby, I think we made some progress yesterday.  It seems to me like, you know, we covered a lot of waterfront yesterday and maybe not in any great detail but we put a lot of issues on the table, on the screen, or on the paper now that need to be part of USDA's consideration and is going to be food for thought.

And I thought yesterday was a great effort yesterday afternoon.  Great effort.  But we're not going to be able to put this into any greater specific detail to any of these things because they're so far down the road, in my mind at least.

MS. DILLEY:  Yeah.  I think the one question that as the earlier discussion what's unique about transgenic animals.  We didn't really pose that question.  We posed that somewhat in terms of the governance piece we had.  I don't think as fully as we should have.

MR. SLOCUM:  This piece so far is about discussions of transgenic animals in the food chain and in all likelihood there will be transgenic animals that are factories for, you know, human organs or factories for human drugs long before there's food, but we don't talk about that part of the industry.  We'll talk about Jim Robl's part of the industry in this paper.  Shouldn't we say something about that?

MS. DILLEY:  I actually thought we did because we expanded our scope of the animals.

MR. SLOCUM:  But I mean, I need to say something about that.  

MS. DILLEY:  We talked about that earlier.  And that's the piece we don't quite have and we talked about that earlier.  We didn't quite flesh out that intro piece to help set this framework up.

MR. SLOCUM:  I think we ought to in our introduction set the paper up that there's a short term, there's a shorter term animal segment that we're addressing part of that, it's not the focus of this paper.  But this paper I think is much further down the road.

MS. DILLEY:  Russ and then Jim.

MR. KREMER:  I'm going to go all the way back with this and Guy.  I agree with a lot of what he had to say and I kind of maybe want to reinforce that and that's the part about that there's got to be a risk assessment all the way down through the food chain and part of the way that we framed this discussion about, you know, let's not make the mistake of ignoring everyone involved in food safety.

You know, three years ago I probably would have been alone asleep and would have told you that this is the nightmare for livestock farmers, that that was when we had inputs that were about a third of what they are today.

The $1.50 corn is a lot different than $7.00 corn.  And I think that there will be a push for farmers to say, you know, figure out a way to improve our efficiency, to make our hogs, cattle, poultry not facing potential issues, things like that.  And we love a quick fix like biotechnology and talking about standards anywhere, but I think that we often tend to forget the needs and the demands of the consumers coming from the food chain.

I'm just telling you in the State that it's not an issue.  It may be a non-starter but it's an issue among the consumers that we work with or we do a lot of direct relationship marketing, you know, our protein products.  And, so, Whole Foods, they're the largest natural retailer.  I spent I don't know how much time on documentation to prove that our pigs and cattle don't have transgenic background.

And, so it is an issue and I do appreciate those demands, you know, the risk assessment and I think we need to be prepared as we go forward and learn from our mistakes in the past.

MS. DILLEY:  Jim and then Greg.

DR. ROBL:  I think that I would agree with Jerry in terms of we did have a good discussion yesterday and we should continue to follow that path.  I guess what I would look at is how we pose the problem and what we do in terms of introducing this is really the issue.  And some of the things I think might be important would be what have come up would be what Guy mentioned this morning.  How can avoid or do a better job than what was done with the introduction of plant transgenics?
If there are things or lessons to be learned from that we should really should put those lessons down.  The other is animals are different than plants, and what are the attributes that are unique that affects the governance process?  I think we should also as we've talked about really characterizing the industry as being at best in its infancy.  Also, that there may not be a future for it, and what are some of the limitations to developing this industry?
And, so, with that then I think that that gives us some issues in terms of both governance but also I think some of the socioeconomic types of actions that we might want to discuss and say, okay, can we pinpoint these things and see where the problems are and that might be helpful to the USDA.

MS. DILLEY:  Jamie and then Greg.

DR. JONKER:  I keep hearing how this technology is a long ways off in commercialization.

MS. DILLEY:  Can you speak up, Jamie?

DR. JONKER:  There are many reasons.  One company has publicly stated that they have some sort of information into FDA about a transgenic food animal for food consumption. There may be others in various stages already at the FDA on fish, but there may be others and, you know, to say that it might be 10 years, 20 years down the road I think is a fallacy.

If there are already companies that are approaching FDA saying we've got a food producing transgenic animal for food consumption started here.

MS. DILLEY:  What I heard, Jamie, was that different things were moving at different rates, food animals moving forward.

DR. JONKER:  Right, but they're, are already knocking on the door.  Now, there may be a difference in the commercial acceptance of something they can approve but it's already there and I think that we need to keep in mind that those products are there and that we need to give that a regulatory framework so that they can either be produced or not produced.  Let the marketplace determine whether or not those companies succeed if the product is safe or whatever for food safety.

MS. DILLEY:  Greg and then Stephanie.

MR. JAFFE:  I agree with Jamie.  I've been very confused here.  You know, people start at the industry and I think we all have different views on what the industry is maybe.  But I think probably transgenic or genetically engineered animals.  I don't think we've only been talking about ones for food and only ones that aren't fish are the only ones.

I mean, I happen to think that there's already been some discussion yesterday separate obviously of one that's routine drugs and doesn't deal with the Food Safety Act, but the animal health requirements, the ethical and marketing issues, I thought those were across the board for all of those animals, including the transgenic animals and other kinds of animals.

So, I didn't know we were setting up a regulatory system and talking about this issue regarding all the transgenic animals if they were within our scope and we weren't limiting ourselves to cattle.  And, so, the type of fish is on the doorstep, I think FDA can say there are a number of producers, Hematech or others, who went to FDA and had some investigative animal drug application and other things.

I know they can't talk about it and I'm not asking them to talk about it, but you know, I hope we're not talking about something that not only would be a waste of our time but the Secretary's and others need to say, okay, it's 20 years from now before people are having this, I don't think we should be talking about this and writing a report about it if it's 20 years down the line.

So, I guess I think we need, if we're going to move forward, some clarity about what is the industry that we're talking about and if we wanted a distinction that's fine but I think we get back to our scope discussion we were having yesterday.  What do we need to really define transgenic animals.  That's more indirectly trying to do that by saying this one is 10 years down the line, this one is two years down the line, this one is four years down the line, this one doesn't have food, this one does have food.  I'm not sure we get a lot of benefit from doing that.

And in the introduction we can say that certain applications may be moving quicker than others and we can talk clearly about the risks or the issues posed by different applications but I sort of agree with Jamie.  I don't think that -- I think you can't just say, oh, fish is different.  This one, this one application is different.

The regulatory system we're setting up is going to deal with the fish and is also going to deal with the cattle and other things.  So, I don't think we should sort of distinguish that one thing to say that this is not important and say I don't believe the regulatory system should deal with only one -- we should have a regulatory system deal with things generically.  It's not very beneficial for government deciding one unit and we need these regulations to freeze an application of something.

So, the other thing I was going to say though, through Guy and others, but I mean, I'm of the view it's not very beneficial for government to play catch-up and wait till things are out of the store and things are really commercialized or the cloning is a good example where people have had cloned animals for years and it took FDA almost five years to sort of decide whether there were any risks for that while there's a moratorium going on.

From a consumer perspective I don't think that's beneficial where consumers have to sort of rely on the good nature of businesses or others as well.  Voluntary enforcement is going on while the government catches up to decide if something is safe or not.  I think the government needs to be fully along with the industry, if not ahead of the industry, being prepared for what might be anticipated so that it can protect if there are any risks to protect them before they occur.

MS. DILLEY:  So use this as our framing, let's say we want framing, so USDA needs to be prepared for the governance of transgenic animals kind of a theme and we need to learn from plants.  We need to learn from the past in regulating plants.  Animals, there's a unique aspect to animals and we're going to talk a little bit about that from our different perspectives in terms of what makes it unique and why does that make you think differently about government or marketing and whatever pieces.  I think we've laid out a bunch of things that are in the outline we need to explore a little bit more deliberately.

And, then, we as a committee sees that industry  progressing at different rates for different reasons and receive different pieces of it, whether a research is the chicken and the regulatory system is the egg or vice versa everybody looks at it differently and the benefit of the committee, again, coming back to our strength which is we do see it from lots of different perspectives so let's provide those perceptions and have a conversation and present that to USDA.  That would make a lot of sense then.

Not argue whether we're talking about food animals and that type area are allowed.  But let's talk about the different perspectives of how the industry's progressing or the full notion of commercialized transgenic animals with what's the value of that being and why is that relevant for USDA as part of the paper as having that conversation, not carve up the soap up front and have the debate up front and not actually get into the discussion of what you all see as different and why and those kinds of things.

So I think we actually are getting a framing around a paper.  We want to get a sense of is there a change to that, is there something from a different perspective, can we kind of pin this down so that we can then get back into the line of different aspects of that and have more substantive conversation that we want to have.  Stephanie and then Mardi.

MS. WHELAN:  I pretty much agree with your summation there and I just wanted to make some comments about it.  I don't think we should be making judgments at this time based on, you know, it's going to take 10 years, 20 years, or whatever.  I don't think we should say anything like that.  If you just look at last year we talked about the price of oil and look where prices are at right now.  Things are just moving too fast.  They're also moving fast outside of our country and sometimes in this area we may not be the leaders and we may not be the followers and we've got to have some regulatory stuff in place for that.

So, we need to get back to, you know, how are animals different from plants and, you know, we've said this for two days now and no one has given any specifics that I've heard that is sticking.  So I think we need to get to that discussion because that's at the heart of what we're trying to do.  And then I say make an effort.  What are the government issues with respect to what you're saying and then separate out the marketing and commercialization, and things that are affecting that and I think they are two separate areas and we need to -- and, again, the risk to the industry, whether it's speed or anything else.  We don't know that.

MS. DILLEY:  Mardi.

DR. MELLON:  I do like the idea of talking about some of these big issues from the different perspectives that we have, but I don't want to lose sight of our issue, which is the connection between research, research agendas, commercialization, acceptance.  Now there are a lot -- you know -- that's an elephant of itself.  And there's a lot of people who have different views of what has led to the situation that there is less rather than more research going on in this area.  

But I think it's one that we at least ought to, you know, try to flush out.  I think it is a huge problem that we are talking about.  I mean, I think going back to the beginnings of the U.S. policy towards transgenic animals and this great desire to not deal with that separately.  Let's deal with them as if they're just another version of traditionally bred plants or animals.

It seems to me, at least from my point of the elephant, that is one of the biggest things that is standing in the way of what clogs up this system is that is that we cannot clearly say as we might have been able to say years ago here is a new program that will look at transgenic animals.

We'll give them a permit.  It will allow us to track them and, you know, we'll provide a very clear short path to the marketplace should there be a product that whatever comes up and, so, I know other people have different perspectives, but I think it is very important to try to look at that connection between research and the eventual ability both to commercialize and track venture capital and all of that and the role that regulation plays in that, having a really clear, scientifically sound, easy to understand regulatory system.

MS. DILLEY:  So any additional thoughts behind the proposed big pieces that we learned, other lessons we learned in looking at transgenic animals; what are different from animals -- between the animals -- how the animal is different from plants and what types of things to think about in regard to that or be more specific about that.

And then the different perspectives on the process of going through transgenic animals, all those things we talked about, different aspects of that.  But that seems to be kind of a big chunk, if you will, of the discussion.  Daryl.

DR. BUSS:  We touched in our discussion on and explained about research and trying to foster that potential development of products.  I think the other -- I think we would be remiss if we didn't talk about the unique concern of junior faculty that are into this area and feeling very personally vulnerable.  I'm talking about personal attacks by groups that are against research and animals or more widely-based animal research.

MS. DILLEY:  Well, part of that -- 

DR. BUSS:  I think we're here so that's the thing, a matter of funding.  We're in that and I think those are part of --

DR. MELLON:  That's the difference between plants and animals.

DR. BUSS:  Yeah, all parts.

DR. MELLON:  Animal issues are different.  They're challenging in a way that plants aren't that have nothing to do with transgenic animals.  

MS. DILLEY:  So, let's make just a procedural step.  So one option would be to take out, flush out the animals different from plants and trying to establish -- my feeling would be to go back to the -- a little bit to the outline knowing that that's going to change but taking out marketing and technical pieces that you didn't really talk about yesterday.  I think that would be a really good thing till we start on those discussions at some point but I'm somewhat -- I did not do that this morning and I'll do that this afternoon.

I can see this conversation being productive.  It's just really diving into one place of it rather than one topic versus another.  So, I'll throw that suggestion out there.  The other thing, which I would say kicking around a little bit of the animal diffrent from plants piece and trying to put some more bullet points under that, topic, several sub-topics that have been discussed within that context.  If we could do that, take a first brush of that.  You're saying yes?

MS. BRYSON:  Yes.  Making some time for it. 

MS. DILLEY:  Why don't we say we try to do that.  Right now we have lunch scheduled at 12:15, but we do it by 12:00 then we can break till 1:15 that's fine.  Let's have a run at it.  

So the question and we've talked about this several times in several of our meetings why animals are different from plants kind of putting forth -- well, they are, animals are different from plants.  There are lots of layers to that.  So, I'm trying to tease out what are some of the different dimensions of that and just chronologically that's coming along.  Obviously, plants don't get up and walk away, though.

There's different dimensions of that.  Carol.

MS. TUCKER-FOREMAN:  I think that genetically engineering them they might get up and go on strike.  I think that the animals are different than plants have overlapped very much the issue of ethics and that's why there's an ethics issue.  Plants are not sentient beings.  Animals are.  We have connections to even if we don't have the plant.  

In the first year genetically engineered corn was produced, nobody printed it on the front page of the paper and named it.  When we produced the first animal, Dolly, was on the front page of every newspaper in the world over the following period because we relate differently to animals and that's in part because we feel there's a closer tie to human beings and when you begin genetically engineering animals there is a concern that you will be producing human beings or altered human beings in some very basic way.

There is enormous concern and laws to genetically engineering a human being and people do make the tie that one leads to the other.  That's why we're different.  You have engineered corn and I don't have to worry that somebody is going to grow crops of corn with Carol.

MS. DILLEY:  So, the thinking behind that, what you just said, Carol, was that the relationships are different.  They're different because there are sentient beings and that part of the relationship.

MS. TUCKER-FOREMAN:  Because it raises concerns about --

MS. DILLEY:  That the closeness of animals -- the closeness of people than say plants that are closer that has a different --

MS. TUCKER-FOREMAN:  And that notion of playing God is one that is very touching.  It touches a lot of people.

MS. DILLEY:  Jim and then Alison.

DR. ROBL:  I would say that that is certainly one aspect of how people relate to animals.  One of the things that I think causes difficulty is the diversity in how people relate to animals.  On the one hand you can work with animals that you're going to eat.  On the other hand you can have and relate to a pet which is part of your family.  And, so, if everybody thought that all animals were pets and a part of the family, you probably wouldn't have this diversity of view and it would be a much simpler problem.

On the other hand, if you had all the people looked at animals as a sort of source of food you probably would also have less of a problem.  So I think that there is a wide diversity in our relationships with animals and how we view animals and so you can see that differences of opinion can certainly develop based on that.

The other thing would be is that, of course, and I don't know how relevant it is for this, but higher mammalian species cause a different reaction than say the fish in terms of a welfare issue or a relationship issue.  And, so, those would be items I think that would be useful to explore.

MS. DILLY:  That diversity and perception is what Daryl said yesterday too, different cultures, you know, have different relationships with different animals.  He raised that yesterday.  Alison and then Greg and then Carol.

DR. VAN EENENNAAM:  Just a quick comment and I'm going to go back to our one that we wrote a couple of times ago about that term, beings, sentient beings.  We used the term sentient animals.  I guess beings to me is what humans are.  We don't have dog beings and pet beings, we're human beings, and so if we can just use that terminology, it will stop me from squirming as much.

I think it leads to that whole slippery slope argument.

MS. DILLEY:  Okay.  Sentient is fine.  Greg and then Carol and Pat.

MR. JAFFE:  To me one of the differences is control or confinement or whatever and not to say that for all possible things like that, total control can't do it but for a lot of our processes we are doing.  You have a lot of control relatively speaking and comparatively with animals, depending on the animal, particularly that, we may or may not have as much control over what that species does and that goes for pigs as well as containing it and keeping it in the location that we want it to be in.

So, there's a difference there, a biological difference.

MS. DILLEY:  Carol and then Pat.

MS. TUCKER-FOREMAN:  I was going to ask you, but just to comment on something Jim said and then Alison said.  I think Jim, your point about food animals versus cats is certainly about a different relationship level is an excellent one.  But this issue of concern about animals isn't true for genetically engineered animals.  We have it all the time.  That's the reason why people slaughter animals for food do not like to have the public see what happens because it makes -- I've been going into slaughter plants in 35 years, it's not a pleasant thing.  It is an unsettling activity to anybody who is not involved with it on a day-to-day basis.

It raises gut concerns for people to see animals killed, but we're going to go to the end of the slaughter line and eat the food.  It still raises concerns.  This is the emotional element that you have to address, I guess, is why plants are different.

And, also, the very fact that you don't want to call it a sentient being is part of that same thing.  It does raise the fear that we're talking about humans will be next.  I think that's exactly the thing that I think that we'd have to address if we have any hope at all that this field will go forward if after achieving a level of comfort for the public at large or the animal will certainly never get into the food supply.

I think the issue of whether it will be used as pharmaceuticals is a lot easier issue to parse for people because we have different views about biotech medicine than we do biotech food.

I don't know, if my kid's sick then what’s the best medicine?  It doesn't make any difference where it comes from.  We have never been confronted, in my lifetime certainly, as old as I am, with you have to go to great extremes to get a reduced amount of food for people to eat and I think that there's not certainly in this country any sort of concern even with high food prices that you have to have transgenic animals or we won't get enough to eat.  

There is a different level of willingness to accept what's necessary to address disease than there is to put food on the table.

MS. DILLEY:  Pat, Michael, Mardi, and Carol.

DR. LAYTON:  I think in part Carol made the point I wanted to make which was that you look at the images that the American public sees.  They're very okay with row crops and that's usually the image you see of a farm and you see an animal it's presented as happy cows from California and their cheese.  They're not in confinement.  They're not in the slaughterhouses.  It is, and even the pictures that were used here by the two speakers we had from USDA, those cows with the ear tags were out in these wonderful places and we don't see and most kids don't know where a chicken comes from.  

They don't realize what chickens had to go through and how they're grown.  So, I do think that is very important.  People are used to -- are comfortable with row crops and identities and they know that you've got a harvest.

Those are the pictures of farming that we show.  We don't show the livestock side in public.  It's our dirty side of agriculture.  And I think that is --

MS. TUCKER-FOREMAN:  It's a dirty side of human life.  If we're going to eat animals, there is an unpleasant step.

DR. LAYTON:  And so I think that is the key thing that -- you said it much better than I did, but again, I think it's that idealized okay for corn to be in rows and be treated like that.  

MS. DILLEY:  Michael.

MR. ENGLER:  I'm having trouble with the distinction between animals and plants because I've heard a couple of people come up with exception, you know, except fish you don't get attached to.  So I'm having trouble with all animals, all plant type distinction.

Greg had one too but I can't recall right now but row crops are a good example.  I mean, that would be a very mechanized type harvest system.  Most animals are harvested individually.  It may be in a better mechanized process but we do them one at a time.

So, there is -- you know -- there's maybe not all, you know, maybe fish get caught in the sea and thrown down the hull and, you know, so I don't know whether or not, you know, papaya is -- how it's harvested and things like this so, you know, I'm having trouble with, other than some of these ethical issues, the animals versus plants, and coming up with specific examples.  And I know you've been asking for them all morning but that's part of the reason because of the exceptions.

You don't grow attached to a fish, you know, there's certain crops that are different than others, so, I'm struggling with your question.

DR. LAYTON:  And my little trees are more like animals.

MR. ENGLER:  Right.  

DR. LAYTON:  And they are harvested one at a time and they are under guard.

MR. ENGLER:  They are transgenic trees.

DR. LAYTON:  They are transgenic.

MR. ENGLER:  So not all plants can we say are harvested like corn and wheat.

MS. DILLEY:  Mardi, Daryl, Adrian, and Nancy.

DR. MELLON:  I just think we need to have Daryl's observation that there is a rising level of concern about treatment of animals in industrial agriculture systems and some of that is highly critical and we need to change those systems to get rid of gestation crates and battered cages, and wheel crates.
So, this is a background to a new technology that comes forward to deal with animals.  It's whether it's going to exacerbate those concerns or whether it will alleviate them, but whatever, however that works out that is a fact right now.  There is no comparable social movement that is directed toward the welfare of plants and there is such a movement longstanding and that increasingly kind of focused on industrial agriculture that we have to acknowledge as part of the background for this issue and make animals different from plants.

MS. DILLEY:  Daryl, Nancy, and then Russ.

DR. BUSS:  We've talked about sentience as being one of the differences.  In addition to that, I have a little bit different slant.  I think one of the factors are the public's tendency to anthropomorphize animals in contrast to what --

DR. LAYTON:  Traditional ag crops, but they do it for trees; they'll anthropomorphize.

DR. BUSS:  So, I guess that's a significant factor and I think that's particularly true of the US public and also around the globe.  The second point I have as a distinction is that when we think in concept of a GE animal we tend to think of the impact on that individual animal unlike a bushel of seed, so I think those are, again they are complimentary sentiments but those are a little bit different.

MS. DILLEY:  Adrian and then Nancy.

DR. POLANSKY:  I think certainly people view very differently plants and animals from other animals and I think this is in an area that is obviously where the dialogue, I think, you know, sometimes and some of us who have been in agriculture for a long time, we had this romantic image like a cow out in the green pasture, you know, and so forth and somehow that that's a wonderful scenario and then the buffalos were roaming and all this sort of thing, you know, it was like a wonderful opportunity for people living and all that wonderful kind of thing where when they're on the farm and there's a burning issue that comes up and the statistic that the birth buffalo or the cow or whatever it is and we don't think about that somehow it's, you know, the most wonderful animal around the world doing their own thing and so forth and it's not necessarily so.

Those sows, when it's hot and they've got mud holes and the creek to wallow in, I mean, I guess some people think that's kind of wonderful life, but when those sows are giving birth and so forth and there are no issues that arise including some of those lots of kind things that people that aren't around those kinds of scenarios where sometimes the little ones are eaten even and so forth there's a romantic image made along the way.

So, I mean, this dialogue needs to occur but there also needs to be a real, realistic picture of this wonderful bygone era of animals fending for themselves without care and, you know, I personally would like a finite controlled environment in-house in this building versus, you know, having to be centuries ago and not have climate control and not have much of protection from the elements and so forth versus, and I'm not so sure that some of these farm animals, whether they be hogs or cattle, don't actually very much prefer being in buildings that have climate controls and comfort level there and if there are issues, that there is care there to assist.

So, you know, I think when we're talking about these issues we need to talk about the real world, not about some sort of fantasy world out there where everything is wonderful if we just let the cows roam across campus on their own and somehow this is wonderful life because that's not necessarily the case for humans and it's not necessarily the case for animals.

And I just think we need some perspective when we talk about these things, these kinds of scenarios.

MS. DILLEY:  The last few comments are interesting probably because it's one thing to have a conversation within the committee that knows what we're trying to highlight and where the backdrop against which we're trying to get this discussion and then we had talked about a meaningful forum for some of these discussions.

So, some of that challenge is that, first of all, you need to define what those needs are for and how you structure it so your backdrop is people are familiar where their food comes from and then you're trying to have this conversation way up here.

How do you build those bridges to having that kind of conversation where people's perspectives so vary because their relationship to animals are so different and because they've got very different views of where food comes from and don't know where it comes from.

I mean I think that's a lot of what would be built in the conversation by the committee in terms of what that may look like in that connotation.  Nancy, Russ, Jim, and then Pat.

MS. BRYSON:  I think another thing is different about plants and animals, is that we're much more concerned about animal issues than we are potentially for plants.  We don't have that concern about plants.  And I think the direction of your discussion before is that we have a pretty well defined system right now for experimentation of animals.

MS. DILLEY:  So experimentation system you said?

MS. BRYSON:  Well, I think the regulatory system developed for genetically engineered animals.

MS. DILLEY:  Russ.

MR. KREMER:  To the point that Nancy just brought out that we don't want to overlook.  It's a very sensitive serious issue about the pathogen exchange that we can each be, you know, a host and a vector with certain disease that's transmitted from animal to human and vice versa.

The other thing I think has to do with, I think, the closeness of animals in the food chain and by that I mean that there's some people feel, and it's true to a point, that a cow, a pig, whatever is a like a factory so to speak in that, you know, it takes roughages and things that we can't convert otherwise into good food and into decent food.

And, so, I think people are sensitive about, you know, that end product where they sometimes overlook the fact that a pasture might be sprayed with pesticides or an animal may be fed, although they may be queasy about GMO's, but you know, they overlook the fact that this cow or pig may have eaten GMO crops.  They overlook the fact that chickens or turkeys may eat the poop, you know, the chicken won't necessarily eat the poop.

And so I think that's a different issue.

MS. DILLEY:  Okay.  Jim and then Jamie.

DR. ROBL:  I guess a couple of things.  One, and I'm not sure how this relates to the difference between plants and animals in similarity, but in looking at domestic animals and looking at a species level, if you -- basically domestic species, whether they be plants or animals, as such most would not exist without their cooperative development with man as a source of food.

And, so, the complete existence of those species other than say the pig but certainly cows.  So, in essence, if you look at it as a species, at a species level, species fitness, by forming this relationship with people just to provide food those species have been incredibly successful.

And, so, there is some, I guess some benefit looking at it from that point of view.  But I think the other thing is, as we go through this and look at the difference between plants and animals, that the real question that comes to my mind in trying to put a transgenic animal product on the market is, are you stuck between a rock and a hard place in that it solves the problem by trying to develop what would be an acceptable management system where you had your cows out in green pasture all the time or you tried to gain acceptance for what is probably a more realistic management practice?
And I'm not sure where you go with that or whether there are recommendations that we need make in terms of addressing this issue.  What would the USDA do about this?

MS. DILLEY:  Trade offs as more accessible management systems?

DR. ROBL:  Well, you've got two ways to go with it. We can gain more acceptance for our use with animals if we present them in a fashion that is more acceptable to many in the public where it's the cow that's out in the green grass pasture, the happy cow system, or you can try to persuade the public that realistically that's probably not the way most cows are handled and not really the way transgenic cows making pharmaceuticals will be handled.  

And, so you try to gain acceptance for what is not their ideal management programs.  So you're really trying to come up with a balance and, of course, we have to deal with that all the time because it's part of your animal welfare programs.  And one more item is this issue that I think the perception that anybody that works with animals other than as a pet there's something bad about that.  There's something bad about those people.

Even if it has nothing to do with doing anything bad to an animal but anybody doing research with animals is looked at in a negative context.  Agriculture, if you look at it from a realistic standpoint it's taking in a negative context.  Now, obviously, there's some agricultural systems that are trying to shift away from that and separate themselves from that.  

In the U.S. we've gotten this view that most of what we do with animals is really bad.  And maybe it's our distance from agriculture and spans other kinds of activities.

MS. DILLEY:  I think they're interconnected.  Jamie and then Carol.

DR. JONKER:  I think that's happening all across the country.  

DR. RUDENKO:  Even in Vermont?

DR. JONKER:  Even in Vermont.  Our industry has put together a website, dairyfarming.com which talks about -- which runs people through the various production types of systems that we have in a 30-40 cow dairy all the way up to the multi-cosmic kind of dairy.  Check it out if you would like.

MS. DILLEY:  Do you get a lot of hits on that website?  Just out of curiosity in terms of people looking for information.

DR. JONKER:  We do.  We don't know who or for what reason they're coming there.  Just kind of procedurally as we're starting to get together what some of these differences are between animals and plants, I see this being in either a forward to the report or not in the introduction, you know, just kind of procedurally where this might be placed.

I don't think we're going to have a lot of answers as to why those differences necessarily are there.  I think we're going to have more of these are the things that we perceive as differences and why that drives the need for having a growth oriented trade market that we may need to address them.  I see that being in the early part of the report.

MS. DILLEY:  I think that might be just as a second clause which is implications in terms of some of the other -- the way you think about government and/or other things because I think what we're trying to wrestle with is partly in the writing of it and it's partly in the discussion of it. Carol.

MS. TUCKER-FOREMAN:  Yeah.  I wanted to address this notion of the animals living out there happily in the pastures.  As Pat noted to begin with, the USDA's pictures showed you happy cows but it didn't show you the way cows are generally raised, so our very own Department of Agriculture is promoting an untrue image of animal agriculture today.  

I would point out to you that when we were having the debate about cloning that the BIO representatives always came with their photographs of the happy cows and one of the lines was, “and the clones were out there frolicking in the pasture with their moms, you know, just like any other cow.”
  

So, everybody does that because we are, I think, uncomfortable with the notion that we raised animals to slaughter them to eat them.  It's just an issue and you have to get over the issue.  I'm pleased that Guy started off talking about the need to demonstrate inherence because if there is an inherent discomfort with slaughtering and eating animals and I think if you get people to stop and think about it, most people will be uncomfortable with it.

If there is a corresponding benefit to using a technology then there is something to balance it against.  There was a wonderful chapter in Michael Pollan’s book, The Omnivore's Dilemma, is the name of it, The Omnivore's Dilemma.  As he says, he read Peter Singer's book on animal agriculture while he was eating a steak at home and he came to the conclusion that he would be -- that he would not be a vegetarian for exactly one of the reasons that Jim was talking about and you'll note they're different categories of animals and these are animals that we eat wouldn't exist except for the fact that we're going to eat them.

It doesn't mean that people aren't still squeamish about it but if you have a benefit to be derived, that is you like the taste of the steak you'd get over the unpleasantness of killing an animal and dismembering it and eating it.

So, I think to move ahead with the technology, one of the things that Pollan did was to persuade us, people around this table or others like us, but most of the people believe that there is a benefit to that raised beef and the inherent unpleasantness of killing that we have.

MS. DILLEY:  Okay.  Daryl and then Alison.

DR. BUSS:  Getting back to the distinctions between plants and animals and the technology --

DR. CARDINEAU:  Could you speak a little louder, Daryl?

DR. BUSS:  Getting back to the distinction between transgenic plants and animals and biotechnology, what comes to mind, the approval process for animal-based experimentation is actually very highly developed and in terms of animal care and use protocol submissions along the way for research that are funded for the research from USDA or any federal agency.

So, those are -- not only are those processes in place that partly resemble Institutional Review Boards on Human Subjects Research in most respects but they also are very highly oriented again toward individual animal impact of that research so that is another distinction and so forth. An example of major research that actually then becomes later because in a major research it may well have to pass approval not only by the animal care use committee but also by the Animal Care Biosafety Committee depending on speed time.

I was just thinking when we were talking about images, those are not necessarily misleading.  They just portray one segment of agriculture.  

(Discussion off the record)

DR. BUSS:  The sense of reality of animals in agriculture is broader than agriculture because we also have a Disney view of nature and wildlife.  It doesn't necessarily serve the public well at all nor does it serve wildlife well at all.

MS. DILLEY:  Alison and then Mardi.

DR. VAN EENENNAAM:  Okay.  I mean, obviously apart from animals and all that, I guess what I'm struggling with here we've got this much bigger picture of whether we should eat animals and animal agriculture issues but I would bring it back to the key issue here is what is it specifically about GE and animals.  If we're going to lump animal ag issues on top of this little baby industry it's going to crush it.

And, so, I guess I would like to know what is it specifically about GE animals that are we going to fund and how are we going to bring this into our document, if you will, or, what's the intent, what's the purpose of discussing it, since we all know the difference between animals and plants.  Where do you take this when you're looking for a process check or something?

MS. DILLEY:  Yeah.  Well, I would prefer not to start that and have this discussion right now and then stop and break for lunch.  I think your point about taking that layer of GE animals, is there something that layer up, is an important one and one we need to talk about more and we can start in on that piece of it when people have particular other thing that has not been discussed to add to the table.

I do think that where we talk about, where we mention like meaningful forum to discuss on socioeconomic or whatever range of issues so that, I think, the question is I think there is that backdrop of we're laboring under and people don't know where their food comes from is, just means that they need to be burdened by it but that's kind of the background against some of these discussions are trying to be had.  

So, that's just some of those dimensions that we need to talk through.  And, so, I think the next question is, is there something different about genetically engineered animals that we make them unique to other animals, you know, animal agriculture? Can we parse that out? And then to what end do we need to think about how does that make us think differently about governance or some of these other pieces? and then we have those discussions about if you do things that are different in terms of containment then what does that mean in terms of how do you best prepare or maybe not use the USDA but what does that mean when we think about these in terms of governance?
That's where my logic flow goes and one sheet to that is the ethics, a meaningful forum we need to have that conversation.  Does that answer your question?  What I'd like to do more specifically is talk about -- see if we have anything else at large in terms of transgenic animals versus plants and then move into the GE animals different from animals and then we'll take a break for lunch and see where we are.  

So, having said that, and I think if you have a particular new topic or something to add to GE animals versus other animals then that would be really helpful.  I guess Mardi, Steven, Brad, and Adrian.  Mardi.

DR. MELLON:  My comment is about the context, setting the context for the discussion.  I really want to make sure that we don't go in too far in the direction kind of anybody who works with animals is receiving any of this.  That is, you know, not true at all.  Farmers enjoy one of the highest approval ratings of any kind of career across the board.  They are among the individuals who people relate favorably to farmers, probably perceived as dealing with their animals the way Russ feels with his.

But that notion that, you know, everybody deals with animals is perceived negatively is just, you know, is just typically not true at all and particularly not true if you're talking about people who farm, grow animals for food in our country.   So, I just don't want us to go too far in that direction.

MS. WHELAN:  Well, I said it before, I thought there were three areas and I think that issues of governance and we have to really start looking at the global perspective and not necessarily with the U.S. perspective because we're going to be dealing with the possibility of dealing with those issues from an import standpoint before we do it from any other standpoint and other cultures have different attitudes and perspectives on animals.  Many of them that eat dog and whatever, insects, and the rest of it and they don't necessarily share our same perspective.

And, also, there's this huge gap between the urban perspective and in our own country and Europe requested we're all being a farming community which is like two percent of our population and closer to the food sources and what happens to get to the food that's on the table than the urbanization that has gone on over the last decade.  So, it's sort of where people might feel comfortable with is really what I'm familiar with what people are comfortable with.

The more familiar we are with things the less uncomfortable we become on that, so, again, I think there's a big difference and the fact that we need to do more education, which was brought up the committee should be in this piece also, is this education of a tighter ag system to help alleviate some of these polarized positions. 

MS. DILLEY:  Okay.  Brad, Steven, Adrian.

DR. SHURDUT:  Just a couple of comments and perceptions regarding, it's more along the process of the acceptance piece and unfortunately Randy's not here because that food piece and that middleman piece here there's a difference here between plants and animals.

I think on the plant side I know we talked about stuff with consumers but what you saw develop relatively quickly on the plant side is the agriculture, the growers and others as they apply to gains and the handle piece there, even the benefits and benefit accrued to the producer and the grower are still unknown.

And, again you throw in this mix.  If you recall, we had a very different fight and discussion about plant-made pharmaceuticals, benefits, high benefits.  Again, there was a lot of resistance because of pharm agriculture and a lot of diverse points of view so the big difference there is you don't necessarily have a pull through and your line with the food chain.  Would the animal that developed very quickly in biotech, maybe not, probably the consumer, but at least through the chain there?
As was reported, there may be something there when we talk about a forum, a venue, an opportunity for USDA to kind of put those pieces of the food chain together.  The other piece, and this is a positive, we've seen that folks have differences, the positives or negatives between plants and animals, the way USDA's handled it early on as process, whether it be BIO or with USDA, there were a lot of basic discussions.

And it was hard to line up the whole food chain around animal.  In fact, it was often diverted from the animal line unless it was accepted.  But I recall USDA did a similar thing where they put together some venues where they had a discussion with stakeholders on benefits, perceptions, perception potential socioeconomic, or, ethical issues around the animal piece.  

So they started that discussion well before they had that similar discussion in the plant area, you know, when you look at it at the same time line.  So, that's an example where some discussions did occur well beyond, much earlier in the time line with animals.

MS. DILLEY:  Steven.

DR. LEATH:  About that discussion on the transgenic side, I don't disagree with it, I agree with most of it and I think in the long run it would be better served if the first products to the market were beneficial to consumers.  But I wonder as a result if we're getting to the level of letting go and the question I'm pondering is not so much are animals different than plants, which we could discuss forever and it's very interesting.  What I'm pondering is the difference between the genetic engineered plant and the conventionally bred plant really much different than a genetically engineered animal from a conventionally bred animal and decide and I'd say probably not.

So, you know, this is kind of opposite of what we're discussing, but why shouldn't we consider animals and plants the same for the purpose of the document and, you know, preface it like Jamie did for a suggestion at the beginning of the difference between plants and animals and how it affects our discussion and how it may be controlled in the document.

But the document itself still have many of the same issues, is the product safe, are there certain horticultural/husbandry issues like control of pollen flow or control of semen that need to be dealt with.  But as we go through the problems we address with plants sure there would be specific differences but it could happen in a strong manner, really a framework to get us where we're going and maybe that's a strength to some people, but I want to know the difference within plants and animals that were genetically and conventionally bred, not so much a plant and animal so much.

I think we can all agree that they are.  So, I guess I'm kind of leaning toward what Jamie said.  Let's write a preface as to why we were influenced the way we were but in the interest of progress maybe use some of these categories to drive this towards something.

MS. DILLEY:  Adrian and then Jamie.

DR. POLANSKY:  I guess I can't tell without a little more context to the animal-plant dialogue and I'm comfortable with some, with slaughter and animals for food and other purposes.

And, I think the fact that I think we're familiar with what was out here just a minute ago and I think that it really plays a role here because I think we're all aware that we had millions of our fellow U.S. citizens that stand by and travel thousands of miles to kill individual animals and they're called hunters and they do that without a lot of chagrin.

I assume that they enjoy the sport of it and many enjoy the end result and some of them utilize them for food and some of them put the heads on the wall and various other things.

But I think it needs to be mentioned here that not all of us in this country have the same kinds of feelings as everyone else has and we need to have that bigger perspective because there's not a lot of squeamishness among someone who goes out and deals in that sport or however you want to describe it.

And there's millions and millions of people spending millions of dollars doing it.  Just thought it was important to mention.

MS. DILLEY:  Greg.  

(Discussion off the record)

MS. DILLEY:  So why don't we take a break now and come back at 1:15.  We'll break early and come back early and we'll get started at 1:15.


(Whereupon, a luncheon recess was taken at 1:26 p.m.)


A F T E R N O O N  S E S S I O N

(1:25 p.m.)

MS. DILLEY:  So we'll start with the language that Guy took a crack at.  Guy, I don't know if you want to put any introduction to that paragraph at all or just delete it or what do you want to do?

DR. CARDINEAU:  Well, I was trying to consider the conversation that we had over the last hour or so and I thought Steve's comment at the end was important.  I mean we've looked at the difference between animals and plants, but if reality is set from my perspective I think Steve's on target and that we're talking about making transgenic plants. We're talking about making transgenic animals fundamentally.  The technology is similar, if not identical.  The approach is slightly different.

So I just wrote perhaps a contextual preamble to sort of maybe start the discussion and so just trying to look at that but also at the same time acknowledging that there are separate issues with animals but those issues exist with animals whether or not they're transgenic or not so read it and, you know, we can consider it, throw it out, or, edit it, or, do you what you want, but hopefully the idea was to try to make our focus a little bit clearer.  

MS. DILLEY:  So, do you want to read it or, Guy, you want to read it?  Guy, do you want to read it?

DR. CARDINEAU:  Consideration of transgenic animals for food and non-food uses.  While we appreciate that there may be a public perception difference between plants and animals that animals, and perhaps particularly mammals, are considered sentient, genetic engineering technology that we are addressing is fundamentally similar between transgenic plants and transgenic animals.

As a result, many of the issues and regulatory concerns are also similar and include but are not necessarily limited to food safety, containment, environmental impact, risk benefit analysis, and ethical issues.  However, unlike plants, animal experimentation used in husbandry has an additional set of considerations and constraints that relate to animal health and welfare but it is not limited to only transgenic animals.

MS. DILLEY:  And so I'm sure there's discussion around what happened around the different pieces of it but I think what you're trying to do in terms of framing the discussion is very helpful and gives us something to work from.  Greg, your card is up.

MR. JAFFE:  I mean, I don't dispute a lot of those statements in that, in what Guy wrote, but I do think I didn't buy into the sort of the finality that's being made, the differences between plants and genetically engineered plants and animals and genetically engineered animals.

I do think clearly some of the concerns people have and some of the issues they have about transgenic animals they would have about other technologies or other ways that we use animals but they are coming to the forefront because it's a new technology and there's an opportunity within that to revisit things.

So I still think that we miss something if we somehow say we acknowledge there's a difference between plants and animals but there is no difference between generally engineered plants and genetically engineered animals.  I don't think there is and, so, this doesn't necessarily capture that, that there is still this difference, that people who have been more accepting of genetic engineered plants are not going to be as accepting of genetically engineered animals and that's not because of the difference between animals and plants.

It is, as Carol said, it's playing God.  It's not that -- I mean, we use animals and people are very comfortable with using animals and eating animals and things like that, but still may not be comfortable with putting in new DNA into that animal whereas they might be comfortable putting that new DNA into that plant.  But they may not be articulating that very well, but --

DR. CARDINEAU:  It's the yuck factor.

MR. JAFFE:  -- that's right.  Part of it is -- part of it I believe is that when you do have a new technology and you have a chance to step back clearly some of the things involved in genetically engineered animals are things that are generic and could be considered a problem with any kind of animal.

But some of them are still different.  There are still some aspects that people are willing to look the other way to eat their steak but they're not willing to look the other way when it's a genetically engineered steak and so I think we still need to capture that aspect and it's more than just an ethical kind of thing.

MS. DILLEY:  Stephanie.

MS. WHELAN:  You started off with words, the playing God part of it, but you know, that was the same argument we heard about plants and it was, you know, before the animal discussions started, it was the playing God, you know, moving genes around from species to species.  And, so, I heard that same argument when we were at the plant side, not just the animal side.

MS. DILLEY:  Well, there may be some argument. They may be similar.  We're talking about some things that are even though when you intersect them with plants that somehow you've got a somewhat different dimension to it. Carol?

MS. TUCKER-FOREMAN:  I think some people did say that about plants. It didn't get much traction with plants.  I think the difference is that with animals and the opinion studies that have been done show it is a vastly different percentage of people who are just opposed to fooling with animals.  If it didn't get much traction with the plants, it's really a mistake to think that it won't with animals.

The most recent data, I'm sorry, I've forgotten who did it, it shows how many -- oh, the Food Marketing Institute's food study they do every year shows the number of people who are opposed or who are uncomfortable with and opposed to cloned animals and transgenic animals had gone up after going down for a couple of years and went back up and is now a sizeable percent.
MS. DILLEY:  Well, I think that you've had an initial reaction and then close this off and you can see Guy's kind of put some things down in black and white and if we can get a little bit more about that and then maybe do that for a like five more minutes and then come to the marketing/ethical discussion separate.  I really think we need to take a first run at those two topical areas that we haven't touched on as much.  So, I didn't see whose card when up first.  Let me just go to Jim, Steven, and then Jamie.

DR. ROBL:  I guess I think it might be important for us to figure out or to somehow capture this view that putting a gene into an animal is different than putting a gene into a plant.  From my own perspective I guess I don't particularly understand that difference but I think it is important for us to probably capture but also look at it from the point of view of what we were trying to do in this document and what we were trying to provide to the USDA is, does this mean that because some people are uncomfortable with putting a gene into an animal that the area of transgenic animals should simply not exist?
Does it mean that there is a level of acceptance that is useful?  How would we move this into something that could be a governance issue, I guess, or, handled as a governance issue?
MS. DILLEY:  Right.

DR. ROBL:  I am certainly not the one to be able to describe that as -- I'm not sure I really understand that issue.

MS. DILLEY:  Let's get the two parts of the conversation we need to have and then what does that mean in terms of how do we want to portray issue after we've had some informative kind of laying out of the perspective.  Steve and Jamie.  Carol, is your card up?

MS. TUCKER-FOREMAN:  It is.

MS. DILLEY:  Okay.  

DR. LEATH:  Well, with respect to the question about, about the statement, I'm fully supportive.  I think it does a more than adequate job of capturing.  I agree with what Greg and Carol said about public perception of animals and some of the discomfort.  I really don't think it's relevant to this document.  We're not making people eat or accept a steak, I don't think.

We're providing some guidelines and structure to advance it to those people who choose to make use of it.  I think if we get on that slope of -- 

MS. DILLEY:  Well, maybe there aren't any discussion.  I mean, USDA does more than that.  I mean, there are so many aspects to that that you could take it.  I do think it's a discussion to have.  It's a very similar question to what Jim raised.  So what does that mean in terms of what we should be thinking about?
DR. LEATH:  You know, in my -- 

MS. DILLEY:  It doesn't mean that we're making a judgment on it.  It's just that --

DR. LEATH:  Well, we are making a judgment if we go too far in the food line.  I think in my opinion and I'm fully comfortable with that, it does an adequate job of addressing it and focusing it back into foods and not socialize (sic) it.

MS. DILLEY:  Okay.  Jamie and then Carol and Daryl.

DR. JONKER:  I think this is a good start.  I think it captures what we talked about in the last sentence there.  Perhaps the semantics need to be a little bit different.  But I think this is a nice way to frame how we go about getting into the -- there are parts of this, our our section two of the safety in the markets and the ethical consideration.

MS. DILLEY:  Carol and then Daryl.

MS. TUCKER-FOREMAN:  Yeah.  I just join Greg in his comments, but I also want to comment.  I think there was a good effort there.  In addition to the problem that Greg mentioned, I have problems with the way it is worded.  For example, while we appreciate.  That assumes that everybody in this room agrees with you and I most assuredly don't. If you had said consideration of transgenic animals for food and non-food, there are public differences and public perception so it's the language that suggests that we're going to dismiss those people who have these concerns.

And, so, if we're going to go around the substantive issues, I would still have concerns about the notion that it reads to me as though we dismissed those concerns and I think that there's a way to word it that would not do that.

DR. CARDINEAU:  Well, you're not going to hurt my feelings if you edit it, Carol.

MS. TUCKER-FOREMAN:  Well, if it was a substance issue before.

MS. DILLEY:  I have no doubt that this will be one area that's going to need some work as we go over the introduction and framing of the document but I think at least having something to work through is obviously more helpful than working from different bullet points, so, I appreciate that.  Daryl and Greg and then why don't we move into the marketing and ethical section.

DR. BUSS:  Well, actually since I underestimated the --

MS. DILLEY:  Okay.  I know Greg had -- 

MR. JAFFE:  Yeah, I have one final comment.  I don't disagree with what's been written here, Guy, at all and, you know, personally I don't have a problem with putting a gene into a transgenic animal or an animal or something like that.  I have kind of other points of view.  But I think there's a factor in this, there's something else there and I'm not the best one to articulate it, I don't think, but at least we can learn from the cloning, for example.  It's a good example.  

You know, here's a technology that I don't think you'll find any food safety problems related to it.  Again, you've seen many, many different organizations throughout the food chain come out, the dairy people, the meat people, everybody, we're not going to do this, we're not going there, and I think it's wrong if we don't capture that some of that same -- whoever's behind that, I think some of that same thing is going to happen with transgenic animals and it's different than transgenic plants.

And that doesn't mean that the Europeans aren't still against transgenic plants.  But I still think that some of that “there is an uproar about cloning” that I think transgenic animals will have a similar word for and I think somehow we have captured that in the report.  We're not doing USDA a service.  And to some extent otherwise our report would be the same as for -- as it is for GE plants and I don't think anybody -- I'll be honest with you, I think a majority of us here don't think that transgenic animals will want to go to commercial even though transgenic plants have not had a smooth sailing.

I don't think people think transgenic animals are going to have the same path as that transgenic crops are having today or yesterday.

DR. SHURDUT:  And I would tend to support that.  I'll try to get to that last comment.  The dynamics and the way it comes together is very different watching the animals versus plants just as for stakeholders, growers, the buying alliances and while I like that statement, when you put that statement by a similar, it kind of blurs similar too much.

So, the dimension should be topically listed in there.  Dimensions are very different when you're talking about containment.  When you're talking about the food chain alliance and when you talk about the discussion that happens in the food chain.  The middle guys, the grocer guys, everybody, they're running in all different directions when it comes to transgenic animals while in some respects there's a significance for it.

Some genetic plants early on.  So, the dynamics are different and I don't think we want to minimize that because there is a role for USDA to bring parties together in the food chain with new technologies.  

MS. DILLEY:  Okay.  So we need to flesh out what those are.  

MR. JAFFE:  Scientifically and technically it's probably a very correct statement.  People all make decisions based on their findings for some of these things.

MS. DILLEY:  Stephanie and then Carol.

MS. WHELAN:  I think what it says is correct. It's just the intent.  I mean, people are looking at it but it's the same issues that we did with plants.  I mean, the retail market, you know, the retail market said, you know, says no, no, no and the producer said no, no, no, and everybody wants to get their market until somebody breaks through and all of a sudden it starts being tested and they want to be the first one to the table.

So, with the animals, the issue is going to remain the same, just the intensity because there's more emotion behind the whole thing.  There's more of this, you know, human fact than with animals.  There's feelings with animals that creates and less feelings with plants.  

So I agree with the statement that maybe it's just the differences, the intensity over certain aspects in regard to it being the same issues but a different test be involved for each one of those.  So, that's how I feel.

MS. DILLEY:  Carol.

MS. TUCKER-FOREMAN:  I want to suggest that there's one other difference that I forgot to mention before and didn't and that is the context in which the animals are being introduced.  When plants were introduced in the U.S. they were introduced rather quietly.  There was buy-in and 70 percent of the products in the supermarket before most of Americans realized that they were there and when they broke out in the EU there was really only then that most Americans said, no, don't make it, we don't like this either.

But by then it was in 70 percent of the food that was is in the supermarket and so the questions would be do you like it, people would say no.  Do you know that it's in 70 percent of the food that's in the supermarket now and they'd say, oh, really, and then off that intensity the intensity about this issue dropped off pretty radically when people realized that they had been eating them for two or three years.

So the context for introducing animals that's valued as a decade of people being aware of them out there and several mishaps that I think are not entirely comfortable and an opposition to animals began to develop long before the animals begin development.

MS. DILLEY:  I heard that scientifically technically that means the dynamics whether you call it intensity or other contextual pieces there are differences with animals and you need to kind of sort that out.  That's probably one writing assignment to touch on that we need to have between now and the next meeting.

Maybe it's more insight I think if we transition to the next discussion which is how would you suggest that we take on the ethics one first and then the marketing second?  We've been talking about ethical stuff that would be my proposal that we transition to that.  But that's what I would propose.

DR. BUSS:  Well, to an extent.  The outline that we have now has the issues of governance identified by the committee and we're talking about the significance of establishing the issues that need to be considered and any reasonable pathway to bridge them.  I think we have two different topics so I guess what I would like to see or do is continue but item D being the key issues of governance identified by the committee.  Then have item C that are key issues of acceptance and I would interpret the items that under marketing under the acceptance piece as I would the ethical discussion as I think those are key different contexts again that --

MS. DILLEY:  So there are --

DR. BUSS:  Item D is key issue of governance.

MS. DILLEY:  Right.

DR. BUSS:  I'm proposing item C is key issues of acceptance that would come just before what is now marketing. If you want to put ethical or marketing on the piece I'm fine with that.  

MS. DILLEY:  How about we make a change in the logic?  I'm trying to understand.

DR. BUSS:  Well, I don't see the marketing items, all the marketing items that seem relevant to governance in establishing a pathway to approval of potential transgenic or transgenic animal products.  

MS. DILLEY:  How about regulatory?

DR. BUSS:  And regulatory.  

MS. DILLEY:  I thought we were talking about that as kind of parts of the regulatory structure.

DR. BUSS:  We had that.  I'm not sure.  To me that doesn't logically follow.

MS. DILLEY:  Okay.  Michael, I think you were next and then Greg and then Mary.

MR. ENGLER:  I like Daryl's idea in separating the governance and then the acceptance type issues.  In fact, I was going to add a similar preference or acceptance to the ethical ones along with the animal welfare because that's a lot of what we've been talking about is an emotional response to this technology that may just come down to a consumer preference, and I'm not talking about whether we're going for a choice per se but more to do with, you know, like prefer not to have been in the food supply.

So, I support the change in organization and in particular fits my thinking on what were ethical type products.

MS. DILLEY:  Greg.

MR. JAFFE:  I guess I think I understand where Daryl is coming from.  And maybe I think where the issue comes is when governance is ultimately defined.  I thought we were talking about governance as being sort of key things, what we think the government should be involved in.  At least, that's how I've been interpreting it.  It's usually government should be involved and there should be some government oversight, not government involvement.

It may not be an approval, but you know, if the ethical thing came to a public forum you'd discuss the thing. The government may be opining on what is or isn't ethical, but they might be the convener of the dialogue.  Some of the marketing things, I mean, we're going back to the cloning area.  

Like for example, AMS is now doing some studies about how to bring the cloning into the marketplace and not a pure inventory function except that they're saying you can or can't do this.  It's not a safety thing but they're helping effectuate the proper introduction of those into the marketplace, I think.

And, so, I was looking at governance in the broad sense of all the areas we want government, government involvement of some sort in transgenic animals.  When we separated the other key issues, governance and key issues of acceptance it bothers me in a couple of frames of mind.  First of all, as a consumer advocate I think consumers are the number one issue for acceptance of food safety.  So, I don't see -- I see food safety as an acceptance issue.  You're not going to ask somebody if there's any question about the food safety.

So, call the second one changes of acceptance I think food safety is the number one issue because it's done in public before you get to some of these other ones.  So, I have a problem there by separating those kinds of things and in that sense also I do think we need a government role.  I think the marketing and the ethical and those kinds of things I'm not sure if the key issue of acceptance captures that.  Part of that is I'm not sure how we want to define governance.  

Maybe -- so maybe -- it's a combination of what would be part of the second one is accepted but the first one wasn't governance.  I guess it was a combination of what distinction are we really trying to make here from a government involvement point of view.  

MS. DILLEY:  Well, yesterday, as I recall, we talked about, about governance and you said that it covered more than regulatory and that's why we put it together under governance because that's one of the things, Nancy, you said that was of those interesting things in the world that takes place because they do more than the regulatory in the traditional sense of oversight and review.  They do marketing and they do education, they do outreach.  They do lots of different things.

And, so, that's why we have governance at large as opposed to dividing those up.  So, I think either we need to go back and say do we still think that or are we trying to now change it what was a traditional regulatory and marketing.  Where do we want those sitting now and speak clear about what we're doing and why we're doing that as well as not spending too much time on orientation stuff because I think it's good to get some stuff and then move onto actually talking about the ethical discussions and the marketing.

Nancy and then perhaps Mardi and then Nancy.

DR. MELLON:  Well, I certainly would not be in favor of assuming ethical issues under acceptance.  That -- to me, that -- I understand and I believe deeply, it is, a consideration of some of the ethical implications are important if the technology is to be accepted.  But to meet those discussions better at least in discussing the technology or perhaps parts of it and not others.  

So, I don't think that's the reason to kind of consider having these big conversations about the ethical implications of embracing a new technology.  Actually, I think that's important in and of itself.  But I also think it's very important to capture the notion of governance that the places where the government can intervene is far larger than just regulation and the notion of a proper role for government in promotion and marketing and in labeling and setting up various kinds of voluntary efforts to help people make choices, there are a lot of things that the government can do, particularly an agency like FDA.

So I do not want to lose that.  I don't want to lose that either so I like the idea of, you know, the government -- of keeping the notion that the government has a number of different roles that it could play in this issue.

MS. DILLEY:  Nancy, then Leon, and then talk about this other stuff, categories.

MS. BRYSON:  I actually looked up the definition of governance on my Blackberry.  I actually had been thinking about it much more broadly than just government. I don't think it's really limited to that.   I think we have to refer to sort of number of regulators, that's a bad word to use, but things in the marketplace that control how the marketplace operates. Some of those are government.  Some of them are market.  Some of them are economic; some of them are commercial; some of them are consumer choice.  So, to me, it seems like a good word if we wanted to have, you know, a sort of high level look at what's going on, but I think you need to look at definitions before you further subdivide there.

MR. CORZINE:  I think that there's a difference of opinion maybe or we need a definition of what we mean when we say governance and that may really make it better.  If transgenic food works or doesn't work depends on the definition of the word.

MS. DILLEY:  Take a run at it, yeah.  Okay.  So we talked about the different aspects of the ethical piece and haven't really jumped into it yet.  So far there's animal welfare as well as forum for meaningful discussion of ethical issues relating to transgenic animals.  To me this is kind of a bridge conversation between several we identified potentially as issues and people may have different perspectives.

So, what they mean in terms of what we think about, you know, what is a meaningful one for discussion, for what purpose, what does that look like, how is that -- why did you set that up, who would have participation in that?  I guess that's part of the governance, what role could two different groups play.

There may be other issues under this particular sub-topic.  We haven't really taken a run at that, but I was thinking also kind of flushing out, well, what are the animal welfare issues or is there something different with transgenic animals which includes traditional animal welfare issues, those kind of things?
So, Jerry, then Jim, and then Carol.

MR. SLOCUM:  Maybe the whole area of ethical consideration, makes others nervous, but I don't know, I don't have a clue where we're going with it, and I don't know if we're going to impose the ethics of others on the subject, and I don't think that should be the purpose of a sub-section, it seems to me.

I have no clue what this forum is and what's it is intended to do.  It sounds like it's intended to reach, what, a what?

MS. DILLEY:  A meaningful discussion and we need to figure out what that means.

MR. SLOCUM:  What does that mean?

MS. DILLEY:  Right.  

MR. SLOCUM:  The meaning other than somebody trying to impose their ethical concerns on me or me impose mine onto them and I just want to know that I think ethics are very much the purview of an individual and if I choose not to eat it, I choose not to eat it, but I don't impose my will on you.  

DR. MELLON:  Support labels.

MR. SLOCUM:  Well, we may go for that.  We've got consumer choice including labels.  I'm not opposed to that.  I'm not opposed to that.  I can't imagine an animal in the system with the ability in place that we've talked about, it won't be like, I can't imagine that it won't be like that.  So, imagine that what I put on the product of that label.  

So, I'm not at all convinced or have any discussion about humans imposing their ethical beliefs or whatever it is on Hematech.  We can talk about ethical treatment of animals and what that means, that's fine with me.  If we can come up with a common definition of that, if that's what this forum is meant to do, you know, that's fine with me.  But I have a real hard time with somebody telling me I've got to eat a transgenic animal.  I have a real hard time telling someone that.

MS. DILLEY:  So there are different ways to approach as to what you don't want on a meaningful discussion which if somebody ultimately imposes their ethics on you.  That's what you don't want.  Then the question is well, what do you want?  You know, there may be other things that people don't want and we define it by what else you want and then as well as what do you want; what are people looking for in that meaningful discussion and what's the purpose.

So, you had mentioned animal welfare.  We've got that separated out of the -- but it may be the appropriate mechanisms for any talk about animal welfare issues.  I don't know, but that's the discussion I think we're trying to have. I believe it was Jim and then Carol and Mary.

DR. ROBL:  So I guess my view is somewhat similar in that, and also different in that I think when we do have a discussion on ethics we need to define, say, items or categories within that that we are going to discuss.

MS. DILLEY:  Yes.

DR. ROBL:  Well, you know, what it comes down to, even when I look at this, I see animal welfare is not necessarily an ethical issue.  I think it is something that we all agree we need to be concerned about, the welfare, health, and care of the animal and that is another item, how do we do that; what is the best way to do that?
MS. DILLEY:  Right.

DR. ROBL:  The ethical component always seems to come back to this issue of sensitivity for certain kinds of efforts or events and no matter how hard we try to talk about bringing other things into it, it still is this issue that some people have a very negative response to things like cloning and genetic modifications and other people have less of a response to that.

And, to me, that should really remove the focus ultimately as any ethical discussion.  Now, it may be that we want to try to understand that more, you know, where that comes from and how do you address it.  If you could, that would be a real breakthrough. I suspect we won't do that.

But to me, we can disguise ethics in a lot of different ways, but ultimately that's what it is.

MS. DILLEY:  The one dimension you said, Jim, is that it could be an opportunity to understand what you said about people's reactions and why they had those reactions.

DR. ROBL:  Well, clearly, we should understand where the reactions come from, why we have them, and ultimately how we handle it in the case of our recommendation to the USDA.  And it may be that, as Jerry said, the way you handle it is you have an opportunity for choice and maybe there were other ways of handling it.  I don't know.

MS. DILLEY:  Carol and then Mardi.

MS. TUCKER-FOREMAN:  I think part of the reason for having trouble with part of the discussion is that unlike every other party to the discussion, we've had no expert presentations.

MS. DILLEY:  We had.  We had Paul Thompson. 

MS. TUCKER-FOREMAN:  Maybe we should go back and circulate Paul's papers and come back and discuss this afterwards in case he had some important things to say.  I think Paul was brilliant and laid the problems out very well. I think there's another element there which is that it's not just what we do to handle this, it's what it says about us.  The area that's of the ability to be able to read things to decide it will be simply because you have been asked to do that.  

And I think the discussion of ethics is a discussion of are there some things that you don't want to do even though you have the technical incentives to do them and I think that's the kind of discussion you might have here and behind that there is a paper that I'd be happy to circulate of an ethics professor at the University of Pennsylvania who posits a presumption of restraint when you are altering sentient beings.

And is doing x, y, or z something that has such a benefit that it is worth altering a sentient being.  The given is there that you have to -- if you want to accept that you have to accept that in fact there is something about altering a sentient being as there is about altered in your report.  It seems to me that it would be worthwhile and that might mean it would make everybody feel better about this generally if there were an organized mechanism for having that discussion.

The President's Commission on Bioethics is not composed of people like me.  It's composed of people who are ethicists and they have these discussions at some length based on their knowledge of the field.  And I don't think anybody thinks that they're limiting any great minds in the country by having bioethics at that discussion.

I think there are two concerns here, one is  I don't want you imposing your ethics on me and the response to that is, excuse me, if you're going to put genetically engineered animals into the food supply, you are imposing your ethics on me.  So, let's go have a discussion someplace that says maybe everybody can come pretty close to having something they're comfortable with by having some parameters around when is it okay to do this and when is it not okay to do it.

And the second part is that we have a discussion.  If people don't want it to be part of the regulatory decision and that's absolutely a reasonable position to have.  You've got a scientific regulatory process.  You have a scientific regulatory process.  Historically, because FDA says it is in fact an agency that doesn't consider ethics but often does factor ethics in into their decision making.

 

You have people who have ethical concerns within the FDA and maybe arguments that they posit and science posits when in fact what you're getting here is a discomfort over a particular area of science.  And if people could bring themselves to say there are issues here that are not science issues, they don't belong in the scientific discussion, that maybe do want to feel discussed that you have the scientists here to discuss and the scientific decisions that are made, and you may have then arising out of such discussion some determination by the Congress that you shouldn't go one place but you can go another.

You've taken it out of the regulatory process, you've given people a feeling that you've had a serious discussion about a sensitive issue.  That's why I suggested going back to the first time at FDA, a meeting was held on this, that perhaps an ad hoc committee on bioethics to sit down and have a sensible discussion about this which is surely something we're not having.  That's why we're getting this how everyone feels about it without the benefit of the ethical framing of how an ethicist frames such a discussion.

That's my reason why I continue to propose it.  My best guess is that this kind of organized discussion would increase the acceptance of most forms of genetic engineering of animals and that it would probably end up excluding some.  I can't guess what those might be but my guess is if you had a panel of bioethicists talking about it, they would have said there is no reasonable -- that there is no acceptable reason for bioengineering Glowfish®.

But it is the ultimate example of a frivolous use of a technology giving rise to the regulatory level.  No way in hell.  Nobody's going to regulate it but somebody might have said, gee, we think this is really an unfortunate piece of technology.

MS. DILLEY:  I'm trying to keep it in line with what people are saying just in terms of the question of more of a meaningful forum and we've got understanding what our reaction is and why do they have a reaction, what does that mean, including maybe setting boundaries or do we need to do anything to encourage different reactions and some of that is some of the issues that relate in terms of is the treatment excessive or how do you do that with maybe having a more higher level discussion that people are aware of in terms of is there some mechanism about some of these issues, and and then it also potentially separates it out from the regulatory sense into the regulatory review process.

So, we're adding to that list of some of the things that it may or may not do and I don't know that we need to run the gambit of what would they conclude but it's more are there other dimensions of a meaningful discussion that people have on their mind.

I have Mardi, Daryl, Pat.

DR. MELLON:  I would start out by acknowledging that trying to structure some sort of a conversation, an ethical conversation about a new technology in a big democracy is a real adventure.  I mean we have never tried this way before.  People who are nervous about it have a right to be because you're not quite sure what forces you're unleashing and what we're going to mean, you know, either in big terms or in very little terms.  You know, if you're interested in having a particular technology or products go forward this might be something that would get in their way.

So, I understand that people, you know, are not comfortable with it.  There's no reason they should be because we really haven't done it before.  But I nevertheless think that we ought to go ahead with it as an experiment.  I certainly don't think, as I said before, I don't think it is appropriate to have an ethical discussion on a product-by-product basis as part of a regulatory scheme.

But I do think it's important to talk about some of these, you know, bigger issues, at probably several points along the way if we consider embracing any new technology.  I would point out that, you know, having an ethical discussion -- I mean, that there is no one ethical approach to these issues.  If you have an ethical discussion and you invite ethicists to talk about them they will be guaranteed at loggerheads.  

It depends on where they start.  If you start with the notion that animals have a telos, a purpose that cannot be, ethically should not be, inhibited, it says there are certain kinds of engineering you can't do if it makes a chicken totally unable to be a chicken, but only fit to be kind of a production unit in a particular kind of agriculture.

If you don't subscribe to that as a general principle that animals have a purpose and that that purpose needs to be honored and come out with it in a different place.  So, I would say at the beginning that ethicists will not all come out at the same place which is why having an ethical discussion isn't necessarily going to lead to one factor or another.

But I would also point out that ethicists who are smart people, good at framing and thinking through issues that seem chaotic and boy really have something to offer.  There is a huge literature on the yuck factor.  You know, there is a yuck factor that is connected with lots of things and how should we deal with it in the food context and in other context.

There is an ethical choice considered.  I mean, if you read Paul Kauffman's book.  He has written books on ethics of biotechnology.  They deal with the ethics of choice.  Much of it overlaps what I would call public policy decisions that we're all talking about we're very comfortable with.  

MS. DILLEY:  So, Mardi, I think you're adding a framing there and your voice to these issues and so you don't have a common vocabulary.

DR. MELLON:  But we don't and we never will but I think we also have this level of ignorance that would be -- I mean, if we were to have some of these conversations with ethicists both helping to structure and then to participate in them substantively, I think we would as a society I think we'd be better off and, as I say, they won't just be coming to them -- you know -- it's not a primal scream, it's an ethical issue, I don't like it.

You know, you start with premises.  You get to conclusions.  You think things through and a lot of the issues that we just have kind of talked about in fact have been thought through in a way sometimes coming to one conclusion and sometimes coming to another.  So, I think it would be -- I mean, I would advocate that we do try or that we at least consider thinking about such a conversation, you know, at the level of the national dialogue or something.

I'm not quite sure what or that even we need even to structure it but that it would be useful to us in our democracy.  I would say if you don't have this discussion then you're embracing a particular philosophy which is that a science and technology should really have virtually without, you know, without this kind of -- without the prospect of this kind of a discussion and that in itself is a -- I mean, that's a conclusion that you -- you know -- you may or may not be justified in on one point or another.

But that, too, you know, there's a big literature on how does science deal with new technology and what the ethical ways of doing it and non-ethical ways of doing it.  So, all along the way I think there are issues that we would be better off as a society if we had kind of engaged in some sort of a discussion and, you know, I would urge that we at least try to think -- get to the point that we might not, you know, be able to say that trying to have those discussion would be in some forum would be worthwhile.

MS. DILLEY:  I've got a lot of stuff I'd really like to talk about.  I want to get the comments and we also need to talk about animal welfare and if we're talking about in maybe another kind of context.  I don't want to miss that either.  I would ask people if you can keep your comments a little bit tighter that would be helpful to get through more stuff.   

I don't want to cut this conversation off but I'm also looking at the last -- we have a little over an hour to get to marketing issues as well as well as talk about our work plan for next time.  Daryl, that doesn't mean you can have only two words or anything.

DR. BUSS:  It does say in terms of where on that item we could add value to the USDA and it seems to me that perhaps -- well, first of all, I don't think there's any question that Mardi's absolutely right, I mean, your ethical perspective and your reference.  So, I wonder if we wouldn't add value by looking at this ethical in terms of offering suggestions on how this might be best approached and I think Carol before made the suggestion of perhaps having an expert panel of bioethicists who would approach it.

It seems to me if I'm the Secretary at least that's something I can deal with and say, well, yeah, it seems like a reasonable idea.  If we have others, fine.  It seems to me that that's what we have to do to have productive input on the ethics. 

MS. DILLEY:  Right.  So, think about are there other models and then think about a mix.  Pat, then Alison, and then Nancy.

DR. LAYTON:  I think what Carol's said, she used the word alter, about we're going to alter animals, and we've been altering animals for more than 5,000 years I think.  I find Chihuahuas totally offensive and you'll pardon me if you all don't like this but if you like this, but I just don't like the fact that we've altered animals to look like a Chihuahua.  I've always been terrified because the first animal that ever bit me and I just have an aversion to Chihuahuas.  

See, I think the issue is that we have as breeders and as humans we have done this for a long time so what is it specifically about genetically engineering animals, that's one of the keys, because it's not just altering animals.  We've done that horrifically in some cases and wonderfully in some cases.  So, part of me is that it's the Frankenstein human side, that is this ethics issue.  

Somehow or another if we can talk about ethics but make sure that we actually get to tease out what is it that we're going to do in genetics, engineering to alter an animal that we find offensive rather than ignoring the fact that we've been altering animals for a long time.

So, I think that's an important context because there are things you can do to animals that would alter them but not make -- it's just turning on a protein that's made in milk, that's expressed, like, lovely.  It doesn't hurt the animal; no welfare issues.  It's living in a wonderful air conditioned unit and people take care of them and when it dies it's put down and buried and whatever.

So I think some type of context upon which somebody can say this particular piece of genetic engineering seems okay but this one doesn't.  I'm more comfortable with the ethicist talking about that aspect rather than the concept of, can we alter animals?  We've already done that.  I don't want to have that conversation.

MS. TUCKER-FOREMAN:  You know, I was using the word.  Do I have to say alter the DNA every time I talk about this?

DR. LAYTON:  No.  No.  We've done with DNA stuff.  That's how we do it.   But I think hearing --

MS. TUCKER-FOREMAN:  It was knowledge from the beginning of this discussion was genetic engineering that you -- 

DR. LAYTON:  Absolutely.

MS. TUCKER-FOREMAN:  This committee wouldn't exist -- 

DR. LAYTON:  I understand.

MS. TUCKER-FOREMAN:  Plus the fact all of a sudden I cannot use a shortened -- 

DR. LAYTON:  No, no.

MS. TUCKER-FOREMAN:  -- when you've been using -- there's something different about what we're doing now or we wouldn't be sitting here.

DR. LAYTON:  Right.  And the key to me, Carol, is how we set up an ethical discussion that looks at that piece of it and that's the point that seems to me is, is it about where we do -- is it where we put it in the DNA or what the level of change is.  That's what our point is and the ethics body needs to look at more technique kinds of things about this I think than just simply is it okay.  I'm not saying this very articulately -- there really is a very low of level of ethics that you're looking at.  It's not just yes or no on genetic engineering.  

I think you really need to look at specific text and specifically how it's going to be expressed and specifically what implications are.

MS. DILLEY:  I thought you were saying basically you're saying it's not to say it was good, bad, or indifferent but say if you were seating a panel of experts to ask them to have this discussion are you asking them to talk about altering animals at large; are you asking them to talk about the ethics specifically of genetic engineered.

DR. LAYTON:  And maybe even a specific case.

MS. DILLEY:  A panel -- 

MS. TUCKER-FOREMAN:  Excuse me.  What Pat said was we've been altering animals  --

DR. LAYTON:  We have.

MS. TUCKER-FOREMAN:  -- but what we're proposing now is different.  I object to the way it was worded.

DR. LAYTON:  Okay.  I'm sorry if I said that.

MS. TUCKER-FOREMAN:  Or somehow I don't understand that. 

DR. LAYTON:  No, no, it wasn't what I intended.

MS. TUCKER-FOREMAN:  I accept the fact, and I think I said it, that what you will likely have in such a discussion is people having ethicists deciding that there is probably nothing inherently wrong here; that there are areas where you might not want to go.  It might not -- that you might not want to go but there are other areas.

DR. LAYTON:  Yeah, and I didn't understand that from what you said, so that's why I wanted to clarify in my mind that we were talking about --

MS. TUCKER-FOREMAN:  I used an example of the Glowfish.  It seems to me a frivolous use of a serious technology.

MS. DILLEY:  So, obviously, again, this is a topic that has people a little edgy and we need to talk through it and figure out in terms of models and what additional consideration we need to have because we're trying to look for what we have out of it and I don't know why that hit a particular button.  I think we have to do that, but I just think that we kind of sort through what we need to think about in terms of design.

Leon and Jim, you stood up, so if you have additional thoughts on this particular piece of it or you're reading to turn to animal welfare or, Alison, I'm sorry, I didn't see your card there.  So, why don't we take those three cards and then if there are other comments about this particular piece let's do that.  Otherwise, we'll move into animal welfare.  

Alison I think was next.

DR. VAN EENENNAAM:  Okay.  Well, I guess the good thing is it seems we have agreement in keeping it separate from the scientific regulatory review.  Is that the general table?  So then the question is we're going to have this forum, wherever it may be, that's separate from the regulatory decision that you can encompass.   I guess you asked what you don't want.  One thing that I think we kind of have to look at is, when in the development process is this panel meeting, if you will?  

So, I don't think at this stage you can convene a panel to say that a process that's already going through regulatory is basically unacceptable and therefore shouldn't be done.  If it would need to be done before development of a product existed and so I'm kind of envisioned how --

MS. DILLEY:  I think the other thing we also said is it's not a product-by-product conversation so --

DR. VAN EENENNAAM:  Well, to me, I don't know how you could judge the ethics of genetically engineered animals if you don't look at the risks and benefits of the specific situation under which --

MS. DILLEY:  It's not product-by-product.  Would you really want product-by-product or would you want --

DR. VAN EENENNAAM:  Well, I guess, I mean, I think ethicists would have a hard time determining whether or not something's justifiable, if you will, without knowing the context in which this modification is being made.  You know, the transgenic --

MS. DILLEY:  We don't want product-by-product, correct?

DR. VAN EENENNAAM:  That was ruled out.  But I mean, from my point of view, my perspective would be it has to be product-by-product and is this actually before you even develop something you'd need to come in and have this discussion or what.  I guess I'm trying to figure out how this might work.

MS. TUCKER-FOREMAN:  Can I offer -- and this is just, you know, a thought.  First of all, this sort of governmental body, it doesn't have to be -- it could be an ad hoc sort of committee, but again, there are multiple ethics, bioethics committees that exist in government now and have for some time that tend to address classes.

MS. DILLEY:  That's another model.  These are kind of different dimensions of what different models might look like in looking at examples of where they're done by class,  product-by-product as part of that.  I think the next phase is probably what we'd want to sort through.

MS. TUCKER-FOREMAN:  Product by product or part of that process of uses of the technology.

MS. DILLEY:  I'm sorry, I interrupted you. I was just trying to understand this.

DR. VAN EENENNAAM:  I guess I was just struggling which way this might fit in the whole process so that we don't have -- I guess what I wouldn't want to see is that this ethical committee or review thing can get in the way of a product that a company has spent 15 years developing and now has decided that that's an unacceptable use of the technology.  That's my concern.

MS. DILLEY:  I hear what you're saying.  So it kind of whatever dimensions of your models and when in the time frame from the RD to marketing to commercialization is going to be most appropriate to have some of these discussions.  Under that would be different different classes and you approach it class by class rather than product by product.  Okay.  

Leon.

MR. CORZINE:  I think we may end up somewhere where Alison said it is.  That maybe the product by product needs to be in that risk benefits.  What is the risk of not continuing research on something and my question for you, Carol, and you dealt with this more than I have as a consumer, if you have ethical things that Jerry alluded to in this, an old Irish point where I don't care and I have a lot of trouble with expert ethics people.  What is that?  I mean, is that your clergy?

I mean, and so the point is where would you insert this and it is if you have a lot of folks that if they are fundamentally here their ethics say I think it's more a fundamental belief that you don't want to have anything to do with the transgenic animal it doesn't matter that have a forum of some sort that's talked about this.

So I have a lot of trouble with -- 

MS. DILLEY:  The person on the actual panel?  Is that your question?

MR. CORZINE:  I'm not sure of the word of even having it is my question and where would you insert it if you were to have it because I think that it is more important and more relevant to look at this risk benefit type exercise than an ethics exercise.  

MS. TUCKER-FOREMAN:  I hear two strains of thought around the table and there's been a lot of discussion about people who have irrational fears of genetic engineering.  I hear irrational fear in discussions of ethics.

MR. CORZINE:  No, and I just don't -- 

MS. TUCKER-FOREMAN:  No, no, we haven't dealt with this as a committee, just as millions of people who don't know about and are fearful about where genetic engineering might go.  Here's a discussion that may have taken place in this field before and people were nervous that somehow something that they had intended to do won't get done because there was a discussion, it was out of your control.  You know what, I feel bad for them.  There was a discussion of it, it was out of my control and USDA decided they weren't going to do that.  

But ethicists are not theologians.  There are people in bioethics, it's not religion, it's not theology, it's not political science, that deal with ethics and they have made a structure for examining issues that many scientists would love to see because it is an extraordinarily structured way of approaching the problem.

And I think they might induce studies for something that was under development for 15 years ago that know about it.  I'd say, gee, it does raise some ethical issues but they would have given you a framework as Paul Thompson did when he talked to us about what are the -- how do we think about these issues.

MS. DILLEY:  What I would suggest, Leon, and I think your question is at some level of what we articulated would be almost no need to sort through why are we using models for these different discussions and how we populate them and when would we do that and it's all part of that mix of different modeling for different things and for different purposes.

And the next level of the conversation if we can identify some of those as possible models either from literature or from our own design would be ultimately best when the presentations we have to look at in terms of scanning those different models before.  Would that makes sense?  Or, the purpose of this, what do you think about that?  That kind of analysis I think is in the next level of comments of going through the discussion of why we need to do it and for what purpose.

MR. CORZINE:  Where. 

MS. DILLEY:  Yes, and where.  

MR. CORZINE:  Well, I guess where in that process, you know, where you hook together.  We don't have a lot of cows but we have names for them, okay.  Our cows have names and I hug my corn too by the way, all right.  But I talk to my corn about this panel sometimes too.  I want you to know that.  

(Discussion off the record)

MS. DILLEY:  So that would be my plan I suppose as to your question.  Jim, Stephanie, Michael, and then catch up to the welfare topic and keep those other things under that and then we'll come back to the marketing.  We have about six minutes to talk about that discussion and other people to talk about the next step.  So, Jim.

DR. ROBL:  Well, I guess what I would like to do is again focus on what our objectives are here and what kinds of recommendations we might make in this respect.  And in terms of looking at an ethical review of types of genetic modification --

MS. DILLEY:  A review or discussion?

DR. ROBL:  What's that?

MS. DILLEY:  I think it was a meaningful discussion.  I don't know if it was -- review, because you make me think regulatory.  Sorry.

DR. ROBL:  Now I lost my train of thought.  This is the point I'm trying to make is that as a company I don't like the idea of trying to move forward with a particular technology not having any idea of what the government might think about it so my view would be is that maybe, and I'll throw this out for discussion, but one potential recommendation would be that the Secretary or appropriate body within the USDA assemble whatever panel they think is appropriate, do some sort of a process-driven approach to give their view or to come up with some guidance that says that, okay, these kinds of things are acceptable or this is the process we're going to use to look at this.

But at least maybe give industry some level of guidance if there is an issue.  Now, on the other hand, I would say that industry actually does this if there is something that is an ethical concern.  At least in my view, we try to stay away from it as much as possible.  So, we're doing ethical evaluation prior to moving in a certain avenue that's controversial.  I really don't want to be part of it unless I can make a good justification.

However, if there is to be some component of this report and a recommendation my view would be that is something more general, something that is up front, something that gives guidance as opposed to something that is reactionary on a product-by-product basis because I think that would be a disaster.

MS. DILLEY:  Okay.  Stephanie.

DR. ROBL:  And, actually, one more addition to that comment.  There have been many, many different national and international conferences on biotechnology transgenics and ethics.  I've been to a number of these and given presentations.  So, I don't think that there is a lack of discussion on ethical issues.  I don't think though that anyone necessarily comes away from that conference feeling more comforted about the issue.

And that's why I think that rather than having some general discussion it might be more appropriate to recommend that this be something that the FDA -- that the USDA considers within its own agency as opposed to simply no compass.

MS. DILLEY:  Okay.  Stephanie.  Michael.

DR. SCHECHTMAN:  Yes.  A couple of thoughts.  And one goes to the prospect of USDA issuing guidance on ethics.  I may not know every law that governs USDA but I can assure you that there's probably not one that gives us the authority to issue ethical -- general ethical guidance on technologies.

MS. DILLEY:  It was suggested to convene a panel to give the USDA guidance.

DR. SCHECHTMAN:  Yeah, but I thought heard USDA issuing specific guidance.  Now, there are things on specific -- you know -- there are standards on animal care and there are standards on animal welfare but on the sort of logical, philosophical things I don't know that we've had those.

At the same time, I heard Carol, I think quite a while back, or actually I'm not sure who said it, it was a while back, talking about these things that are very high policy level and the input that these things have at a policy level and it seems to me that some of these discussions, if you want to go there, you know, you may be able to shape them in terms of exactly what it is that you're asking the committee to do.

And, you know, it may not be asking them to offer pronouncements on organism A or organism B.  It may be asking them to sort of describe the continuum of ethical issues and where different things are likely to fall out of continuum.

You know, and that may be something that you could have more agreement on rather than I'm trying to have people say yes or no.  I'm just offering that as a thought and say, you know, where they say when these things happen these issues go up and when these things happen these issues go down.  But just sort of describe a very general sense of what that is.

I don't know if that's something that's useful to you, if it's something that you'd want.  I thought I'd just throw it out there first.  You know, the idea that you have, the potential to do more, to think about shaping what kind of output you would want and who should do it and to whom that output would go if you want to go there.

MS. DILLEY:  So, let's take -- I think we have Carol and Guy.  Then we'll go on to the next topic with animal welfare.

MS. TUCKER-FOREMAN:  Section 222.42 USC 217(a) of the Public Act Service Act gives the Secretary of Health and Human Services the authority to establish public forums for deliberations of societal issues raised as to development and use of genetic technologies.  

MS. DILLEY:  Is that including the bioethics?

MS. TUCKER-FOREMAN:  This is the Secretary of Health and Human Services has created and the Secretary's Advisory Committee on genetics, health, and society under that authority.  NIH has a bioethics committee, but specifically establish to talk about genetic science and the social issues so in the context of USDA there has not been much of a history or willingness to stand back and say what are the societal implications of letting them do it.  But it is done and has been done.

Both the White House for the President's Advisory Committee on Bioethics I believe -- I don't believe that it was an Act of Congress that established it.  I think it was by Executive Order.

MS. DILLEY:  Okay.  

MS. TUCKER-FOREMAN:  The people who have been running it for the past eight years have not wanted to get into issues of animal biotechnology.  There's clearly no tradition at USDA and no specific legal authority of this type.  I think it's because this is a government-wide issue that it might be much better to have it done by government-wide basis or at least a multi-agency basis.

MS. DILLEY:  Okay.  Guy.

DR. CARDINEAU:  I just have one comment.  If you're really considering establishing this sort of panel that Carol made the comment that the President's Bioethics Panel was made up of bioethicists.  In fact, it's not actually accurate.  In 2003 there were six M.D.'s, two Ph.D scientists, one biochemist, one a brain scientist.  There were six Ph.D.'s that worked at something else.  Three of them were ethicists.  The others were government policy and international policy, public policy and there were three J.D.'s, one of which was an ethicist.

I have that because I happen to have the one that divides up.  So the point I wanted to make is that if you're going to do this that you maybe want to have some veterinarians on there.  Maybe you want to have some lawyers on there.  Maybe you want to have some people who are public policy people on there that have some ethics people on there because there's a lot involved here.

MS. DILLEY:  That's the same question of how do you populate it is a big one, you know, and that's a big challenge and bit part of the science obviously.

DR. CARDINEAU:  This was when Leon Katz was the chairman.

MS. DILLEY:  So, we need to make a decision about, yes, we want to do this one, we don't want to do this kind.  What do we mean by meaningful discussion, what are some models to think about, what are our expectations from that, what are some of things you don't want, those kinds of things.

I think this may be the time to pull some of that stuff together because of our conversations so far.  Maybe come back and talk through it again.  I don't want to continue this discussion now because we need to move on to other things.  So, if we could move to the animal welfare piece of it and it may be that we go ahead.  

Are there things that we want to add to that portion of the discussion now?  I want to see if there are and get those on the table and then move to the marketing piece and it's going to be a very quick conversation because we're 45 minutes from concluding.  So, you need to really keep your comments short and do the brainstorm we need to do so we can figure out the next step.

For animal welfare, under the ethics piece.  Mardi.

DR. MELLON:  Well, I think there are animal welfare issues.  I think the ones that -- I mean, the kinds of things that come to my mind and to other folks' minds is the animal welfare in genetic engineering.  For example, one of the first experiments with animal engineering, putting a human hormone into pigs.  They thought they were going to make lean animals that could be, you know, sold as health food, I guess.

But they didn't.  They keep up with an immune compromised, blind, nearly sterile animals, that could barely walk across the room.  After it didn't work the first time, they did it again and they came up with another set of animals that were blind and immune compromised and couldn't walk across the room.  And then they did it again.

MS. DILLEY:  Health impacts?

DR. MELLON:  Pardon?

MS. DILLEY:  Health impacts?

DR. MELLON:  Well, my question is this.  I think that -- I don't think this is an easy question but I think the question is when you've got a technology that can produce those kinds of effects how often do you keep -- how many times do you try?  You know, are there any ethical constraints on how many times you can do it?  I think a similar question arises in terms of cloning.  

Let's say that the success rate of cloning is 10 percent which it was for a long time and it may still be.  How long do you go ahead with a technology where you create nine debilitated animals that die young for every one that appears to a success.  You do it once?  Accept that as the basis for a commercial technology at that kind of failure rate?  Now, I don't actually think the answers to these are straightforward, but I think those are the kinds of questions that people have in mind.

I mean, how much?  It is a lot of animal suffering that is entailed in moving some of these new technologies forward.  Some that we've always accepted, how much?

MS. DILLEY:  Jim.

DR. ROBL:  Mardi, I hate to say it but you overstated the Beltsville happening a little bit.  On the other hand I do agree with you, but there is a caveat to that and that is that when those studies were done in Beltsville it was back in the 80's which was prior to implementation to a lot of the animal welfare regulations that we currently have.

So, currently the kinds of things that you're discussing do come within the regulations that we have in terms of the IACOOK program so there's a lot of development that has taken place within the regulations for dealing with animal care and welfare and it is a process where we recognize that in some cases you do have consequences that cause some pain to the animal and if there is a consequence where there is pain to the animal you have to justify offsetting that and what the benefit of the study is.

You do have to address issues as you mentioned about has this work been done; is it duplicative; have you done an adequate literature search to determine whether this work is repetitive; and a lot of different things like that.  So, I think that in my view the animal welfare regulations have really come along quite well.  We do have inspections.  They do go through our documentation, in fact, in a lot of detail.  

So, my view at this point is that animal welfare is clearly a concern.  It has been a concern for some time and regulations have been put in place that I think are quite good.  

MS. DILLEY:  Regulations meaning the Animal Welfare Act and IACOOK, is it?

DR. ROBL:  The IACOOK is in, you'd have to give me a moment to get the entire regulation halfway right, but it is USDA that administers the Animal Welfare Act and I don't know exactly what the responses are in terms of different institutions having an IACOOK, okay.  I know that if you deal with the federal government at all you have to have an IACOOK.  If you get federal funding you also have to register with COMAR which is under the HHS.

So, each institution has to have an IACOOK that's very well set up and focus is associated with this and then there are regular inspections that take place by the state veterinarian.  

MS. DILLEY:  Guy and then Alison.

DR. CARDINEAU:  I want to second what Jim has said.  I mean, one of the reasons I'm not an immunologist was that I didn't want to have to sacrifice animals so I became a molecular biologist instead, but I work on vaccines and if you're going to work on vaccines you're going to vaccinate animals and measure an end response and if you're able to do this you're going to challenge some of the pathogens and the ones you've actually hoped are going to survive and the ones you haven't vaccinated are going to die.

Now, that's not a very pleasant thing to think about but the reality of life is that any pharmaceutical that's produced has to go through animal testing before it goes through human testing and we do use animals for this capacity, primarily rodents, but there are other animals that can be used too, depending on what you're working on, so, I think that's why we have an IACOOK and you have to substantiate support, your approach to the animal experimentation, how you're going to do things.

Some things are allowable and some things are not allowable and you have to go at least at the university, meet with this committee who is made up of individuals that are not all scientists.  They're people from the philosophy department and other departments but you have to convince them what you're doing is appropriate.

So, I don't know the details in the experimentation you're talking about, Mardi, and I agree with you that when you keep doing the same thing over and over, an experiment that doesn't work the first time is usually not going to work the second time unless you do something different.  But I think that we have controls in place, at least in the five years I've been an academic, that would preclude that sort of thing perhaps today.

And Daryl may know a lot more about this from the vet school, but I think this is a reality of life.  If you work with animals, some animals are going to be injured.

DR. MELLON:  That's what I said.  It wasn't an 

easy --

MS. DILLEY:  Russ and then Jamie.

MR. KREMER:  I think this goes back to distinguishing what's the difference between plants and animals and what was overlooked this morning was the fact that animals endure stress and things like that.  This is a very sensitive subject to me and I appreciate the discussion.  I appreciate there are some standards apparently in place for Some research animals, but I'm going to go beyond that.

For one thing, I don't think it's wrong at all for this committee to reiterate there's a need for a welfare standard, a welfare protection of the animals because, you know, they do have -- they are in the animal kingdom.

And I think if we could maybe kind of even be more specific about what areas, what are areas of animal welfare we're concerned with and things such as, you know, pain, such as stress, such as longevity of the animal, and I don't know the research aspect of this.

I mean, we talk about using transgenic animals for possible food sources, you know, how that affects, you know, that animal.  You know, I mean, I'm concerned with animals that are genetically modified conventionally, you know, for instance, the 40 pound turkeys with the breasts that are three times larger than the body really can take.  That's a humane issue, including the longevity aspect.

And then I think part of animal welfare when we're talking about that is, you know, the question as to, you know, why didn't this occur until this event happened in the last five naturally.  Is that an animal welfare concern.  So, I think a young research animal, that's easier to question and issues out there that I'd like to see addressed.  

MS. DILLEY:  Jamie.

DR. JONKER:  My comments are kind of built on Russell's in looking at once you get through the research level and get something to commercialization, is there something inherent in the way that the animal has been changed through transgenesis that makes the care of that animal different than say a conventional animal.  Running through my mind, I'm thinking maybe you had them synthesize a specific type of protein in their milk and maybe that alters their amino acid requirement so their nutrition is different.

And I don't know if that's under welfare or animal health.  I think it's kind of a gray area.  But you know, did you change the material way that animal can be cared for because of what you've done with the technology to the animal that you've cloned.  And I don't know whether that is  welfare or animal health care.  I think it's something that has aspects under both, and if we develop an animal that's going to need a different housing system, a different type of feeding regimen, maybe a different type of preventive health program, how do you make sure that that information about that is really given to person that's going to take care of them, you know, particularly if you're working on something that may carry through generations so that, you know, a producer may end up having an animal that has that gene and it just becomes generally in the population of animals rather than, you know, being specific to this site, this creature has it, this creature doesn't.

MS. DILLEY:  Okay.  Alison and Jim.

DR. VAN EENENNAAM:  I guess, from the welfare perspective of animals that are improved welfare for food.  All they are is disease resistant now and so I think that has to be considered here too.  It could be an improved animal welfare situation.

MS. DILLEY:  Okay.  Jim.

DR. ROBL:  In following up on Jamie's comments.  The one thing I am not familiar with is I know where we stand in terms of animal welfare regulations and so forth but I don't know how far that extends and in particular I guess in relation to transgenic animals.  We don't intend that our animals would go into the food chain or under any other ownership.  They will be under our own animal welfare program.

In the case of other situations where they might go under other ownership that might be something that is a  consideration for the USDA, particularly, as Jamie said, if they are demonstrated to have any kind of specific requirements.

MS. DILLEY:  Pat, did you want to comment?

DR. LAYTON:  I just had a question for Jim.  Is there ever a case in which you have to if you're going to do this that you're going to sterilize the animal so that it doesn't have a chance of ever passing on?  And in some plants they would look at genetic engineering that you would sterilize it so it can't by any accident go any farther so I was just wondering if that was a consideration?

DR. ROBL:  That's a good question, if that's a consideration.  I'm trying to think of -- because we also come under recombinant DNA regulations and that also has containment.  I believe there's sterilization components to that.  Most of the animals however are sterilized for other reasons.  They get too difficult to handle if they're bulls.

But we do in some cases collect semen for storage and for breeding purposes but I think that most of that is really under recombinant DNA regulations as opposed to animal welfare regulations.

DR. LAYTON:  But would that make a difference?  I mean we going through a study right now where we're actually artificially sterilizing squirrels and the behavior issues are what was the second part of the study and so I didn't know if there was a -- if that is a part of animal welfare as sort of the sterilization issues with animals and the way --

DR. ROBL:  Oh.

DR. LAYTON:  There were animal welfare issues that were looked at and I didn't know if that was part of the issue.

DR. ROBL:  If it's an animal that used for research purposes, if it is then you have protocols and that comes --  there are what's called standard husbandry practices.  For our purposes all of the manipulations under the SOP and there are some things such as standard husbandry practices such as vaccination and so forth that doesn't go through the IACOOK and there are other things that are other kinds of manipulations that would.

So there is some distinguishing in an animal that normally is used for food purposes and what are considered to be standard husbandry practices.  

MS. DILLEY:  And I realize that it's 3:00 and our energy levels are around zip in the room.  So, I think we should take our first run at marketing pieces and then the remaining half hour focusing on things between now and the next meeting.  

MS. TUCKER-FOREMAN:  One quick comment, again, food animals is covered under the Animal Welfare Act that no one talked about the experimental ones.  

MR. SLOCUM:  But isn't this animal welfare falling under the ethical stuff?  We talked about both.  Laboratory animals, okay, and then we talked about animals that are out there in the production chain.  Do we need to put both of them on the back burner or do we need to put animals out there in the production chain because of the safety of the animals.

MS. TUCKER-FOREMAN:  We divided it earlier.

MR. SLOCUM:  We did divide earlier.  It's still up there.  It's just a question.

DR. MELLON:  There ought to be a place to consider animal welfare.

MR. SLOCUM:  The issues Mardi talked about and the issues Jamie talked about, they both revolve around a transgenic opinion is a different issue.

DR. JONKER:  That's where I don't know exactly how to parse that out because the animal health care can serve the welfare issue.  In my mind the animal health and care are in the animal welfare issues.  I have some difficulty.

MS. DILLEY:  Any time you organize or reshuffle the outline it's always kind of an uncomfortable thing if we shuffle it the other way as well.  

MR. SLOCUM:   See, there's a presumption on the animal that Jamie was talking that they had passed muster from an ethical perspective and they passed muster through the AWA through the laboratory perspective and now they were animals that are in the production chain and I think they should be talked about in a different part of this outline.

And I don't know animal welfare versus animal health and care, I don't know the difference.  Some folks in the room can tell us if there is or isn't if you want to talk about that some more.  

MS. DILLEY:  I know we've taken one run at that and I got to go look back through our notes and figure out the next stuff.

MR. SLOCUM:  That's if you want to talk about it from the same farm and the same animal.

MS. DILLEY:  Right.  If we could take about ten minutes and look at the marketing piece.  Again, I know that marketing and we ran out of time given that some people have to leave early and I'm sure we'll come back to this but I think the idea would be a good way to kind of try to transition.

So, what do we need to do; what are some pieces under here we need to highlight for that for writing and I think that needs to be done and flushed out between now and our August meeting I think that we need to include on this list under the marketing section.  Mardi, I think you had your card up and then Carol.

DR. MELLON:  I actually would like to offer the notion of the ethical conversation about animals as a part of the marketing piece which is might think of it as maybe a kind of sophisticated focus group for the kinds of applications of the technology that are likely to be acceptable to a broad range of the society and those that might not.  

So, that waas the very purpose, but I think that there will include in those conversations and discussions that that will be valuable to people making choices about different technologies both in terms of what to use and how to offer it to the public.  

MS. DILLEY:  So, noted in terms of overlap.  I don't want to make any decisions about the outline.  My brain is so scrambled on the outline right now I just have to go back and look at it more.  But I think your point is well taken.  They're all in connection with how we parse this out.  It's an important thing we need to do but I need to do it on a little more clear head.  

Carol and then Jerry.

MS. TUCKER-FOREMAN:  Yeah.  I would have trouble with that because then the context is on the part of the USDA with the marketing issue and we want to market these so how do we make the ethics discussion grow in a way that encourages people to accept them.

And, you know, again, the better way I think is to have this be a multi-agency sort of organization.  I'm wondering why a list that's there now is a government function.  You know, I --

MS. DILLEY:  It's not.  We talked kind of talked about it broader than government yesterday and this got moved from regulatory to marketing.

MS. TUCKER-FOREMAN:  But all of this is a discussion of what we think the Secretary of Agriculture ought to do and I think that -- 

MS. DILLEY:  Actually, we're going in all different directions right now.  There is that discussion that it may not be there.

MS. TUCKER-FOREMAN:   If you just ask me, the risk benefit is something that a company or an individual who has product makes a decision about it and the government doesn't have a role in any of it.  

MS. DILLEY:  Jamie, then Brad, and then Jim.

DR. JONKER:  Actually, I think USDA could have an interesting part in looking at risk benefits through the Economic Research Service.  Maybe not looking at specific problems, but more generally.  What happens when you do something that affects the carbon footprint of livestock production to technology.  What happens to -- well, I'll leave that as an example.

But I do think that USDA can have a role in kind of the generic looking at risks and benefits.  They have a function in that they have some parts that are regulatory and safety and they have some parts that are not that, education, economics, marketing, and I think that they do have a role there.

Maybe it's looking at the economic impacts on a sector of the industry and taking notes of doing something to it that might affect a smaller producer or a larger producer and what are the effects far reaching.  I think there are rules for USDA to look at, the types of risk assessment issues.

MS. DILLEY:  Just one question.  Larisa, do you need to go?

DR. RUDENKO:  No, no. analysis.

MS. DILLEY:  One question for me given that we're really close to ending, going to the next steps would be are there anything missing?  I know yesterday we talked about the fact that import/export industry and about we're not going to have a bullet item for it.  Is there anything else?  And it may not fit here on that same thing.  But is there anything missing here that doesn't belong here?  Jim and Jerry.

DR. ROBL:  Some of those I think I'm not quite sure why they're there but they may be consolidated.  I work at marketing and where the USDA's role would be is looking at implications on the broader market.  In other words, does bringing a transgenic animal, how could it be integrated into the U.S. total market and what are the implications of bringing a transgenic into the market which has to do with things like marketability of the product in general.

If you bring a new transgenic beef product and it reduces beef consumption by 50 percent in the U.S. maybe that's something you'd want to think about.  If it has issues related to trade how might you be channeling segregation so those are the kinds of things that I would look at is the USDA focusing on implications on a broader scale; in other words, the U.S. and international.

MS. DILLEY:  Okay.  Jerry.

MR. SLOCUM:  Well, I was going to mention what Jim mentioned a moment ago.  Socioeconomic impact of these new transgenic animals introduced.  And, second comment goes back to the risk benefit analysis thing.  It seems to me it belongs in every piece of this thing and it almost belongs even in the ethical part unless this committee's going to be truly into bioethics that it's going to have any matters of commercial impact on it, whether it's a veterinarian or whatever it is, even that characteristic might look at risk benefits of these new technologies or at least new technologies out there.

I don't know that that what's that offers but it seems to be the risk benefits group belongs in just about any piece of this.

MS. DILLEY:  Guy and then Russ.

DR. CARDINEAU:  I agree with Jerry.  I think that if you're going to look at a regulatory assessment, part of a regulatory assessment is an analysis of risk and benefits.  If there are potential risks and there are no benefits from a regulatory perspective there's no reason to do it.

If, on the other hand, the benefits outweigh the risks sometimes you're willing to try something that may have, you know, may be risky if the benefit far outweighs that risk so I think that it really is implicated in everything.

If you're talking about food safety, going back to plants there's a lot of concern that when we put foreign genes into plants they could be allergens.  So what was the risk of that occurring versus what was the potential benefit of eliminating having to spray our chemicals, for example, on plants that make them resistant to insects.

So, you sort of weigh those things and I think in virtually every instance there's analysis of a risk versus benefit.  I don't think it's limited to marketing.  That's why I had it up at the safety part.  So I think Jerry's right.

MS. DILLEY:  Russ and then Jamie.

MR. KREMER:  Just quickly on the consumer choice comment there and that bullet point, I guess I look at that it seems to me like that needs to be beefed up as far as the point of this is more serious than bacterials, for instance.  I'm thinking about when you talk about animal product that we're talking about maybe in the future, you know, human blood produced from fish for instance, you know, how do you label that.

I guess what I'm saying is that clear transparency is maybe a term that I'd like to see used that a consumer or person that's going to be affected or have no choice that those products have very clear transparency about what's the possibility of having this product into their system.

MS. DILLEY:  Jamie and then Pat.

DR. JONKER:  Listed under general characteristics of governance, education.  When I look at what something like what Russell just mentioned, the type of information to livestock producers and I don't know if that fits under marketing but I think they have -- USDA has this unique role of serving as a purveyor of the donation to the producers, this educational role, and I don't quite have it flushed out how they fit into this discussion of transgenic animals at this point in time but I think we need to have a placeholder there for how the extension service fits into this at the point where, you know, not in the pre-approval process of a product, but if at some point in time a food producing animal that's approved, you know, how do they take that information to users that may have questions.

You know, if they're looking to their extension for -- now they will ask, you know, about round up ready corn, round up ready soybeans, and we'll have those discussions.  Under livestock agent are they going to have discussion of round up ready cow let's say, you know, something like that.  They're going to look for people that they trust for providing the information and one place that they do that is through the Government Extension Service which is a process that we have.

MS. DILLEY:  Okay.  Pat.

DR. LAYTON:  I think one of the things, and I'm not sure where it fits, is if something gets safe, food safety issue, and it's imported into the United States, where is the role on helping us understanding, you know, setting up a standard maybe for labeling it or helping us understand how it's going to be imported in the United States and full disclosure that it's something genetically engineered coming in or helping the public know that issue?

I feel like I'm in Europe right now.  But I do think, because I don't think the technology may go faster in other places and it's going to come in and it may come in as, you know, hamburger, I am unclear, but I would like to know that there's someplace in that international marketplace that somebody is watching out for what's coming into the United States and helping us know about it and maybe even labeling that a little bit more than country of origin.

Is there any response to that?

MR. SLOCUM:  I'll try and answer that.  I mean, for the people that export to us that we import from these categories you've got some food points that are thoroughly vague so you've got that line of defense.  There's a lot of things you don't have, Pat, is are they doing something transgenically that we're not aware of.

DR. LAYTON:  Right.

MR. SLOCUM:  And you can have that -- I'm telling you you'll have that part, but if they do things, if there's some effort spent understanding, you know, what's going on on these farms, countries that we first heard, then the next element is that whatever, if they didn't want to identify it, we're going to hold it roughly to the same standards we hold ourselves to, nothing less, nothing more.

So, it behooves us and the committee to finish this report and behooves the USDA and the other related agencies, pertinent agencies, to get on with the business system.  I'm not saying this is going to happen as gradually as you all are asking in these other places.  If it does, I suspect you won't know about it.  

Well, if you don't know about it you just don't know about it.  You don't know what to test for, you don't know what to look for.  If it looks like a duck, walks like a duck, it's going to be a duck.  And, you know, I don't know how you avoid that.  Are you going to check it, not going to check it.  

MS. DILLEY:  Okay.  Any other response on that?  

MS. TUCKER-FOREMAN:  I think Jerry's actually on the right track there.  If you're talking about meat, not a live animal, if USDA will be asking when other countries approve the creation of transgenic animals they will, and, in fact, we haven't, then it will be part of FSIS's determination and equivalence of whether a particular plant can export to us they will say are you slaughtering transgenic animals in this plant.  Those would be a matter of form.

DR. LAYTON:  I guess my question is, is there a role for the ag person in each consulate to be aware of research in the country and know if there's a likelihood that that technology thing is being -- it's sort of the information feeding role that I would like to know.

MS. TUCKER-FOREMAN:  FSIS has a staff of people who follow what's going on in the meat log in the plants and in different countries that export.

DR. LAYTON:  But they don't if they're following the genetic engineering research and so that's why I'm wondering if there's an ag --

MS. TUCKER-FOREMAN:  We're at the point where it was approved.

MS. DILLEY:  Okay.  We have to limit this conversation because we've got 10 minutes to figure out next session and I want to get to Mardi's question.

DR. MELLON:  I just wanted to respond.  I think we ought to raise the issue of the appropriate role of the USDA in marketing the products of these controversial technologies.  I'm not at all sure.  I mean I'm not at all comfortable with the notion that USDA is out there, you know, using our taxpayer resources to promote from them to make sure that they are acceptable here and around the world.

But I understand, you know, based on the history of USDA and its traditional role why that comes naturally to them.  But I just want to raise it as an issue that as we go forward I don't think everything that can be made, you know, by U.S. agriculture necessarily ought to be promoted by someone of the agency.  

MS. DILLEY:  So I know people are anxious to get out the door again and what I would suggest there are a couple of different things we need to do.  One is go back and look through the notes and try to figure how we've done a couple of different pieces and I think there are still things that we can do as staff facilitators and Michael and Pat in terms of getting our arms around the organization of pulling out things, organize it just a little bit better.

Then I think there's kind of separate writing things that need to be done, different concepts and trying to foil them together.  That would be in the introduction framing piece which is obviously really important and is going to take a while, couple of runs at it to get it right, and probably evolve over the course of conversation, but somebody or bodies taking leadership and pulling that together and trying to frame it.

The animal piece, you need to pull all the different things together and sit down and write that out and put it in black and white.  Then there's some pieces on the governance.  Pin down the governance definition and whether we're only lumping a buch of things in there, whether we're only talking USDA's role in governance or it's broader than USDA and it's just governance and what we're trying to do.

So, part of that is framing and part of that is trying to go through the discussion and trying to call a couple of questions in terms of getting our framing right and organization.  And then I think we've got particular chunks that we've talked through, the safety, the marketing, the ethical.  We need to pull that stuff together and see where we are and have that looked at by the committee. 

So, part of what I'll ask is -- and then have that all sifted through so that by the next meeting we've got enough time to look at a first run at all this and then see what are we missing; how do we need to expand our conversation; do we need any more information or pieces of discussion so that we have that opportunity and then how do we set up to do some additional discussions on how that is discussed and we've just got to organize our discussion for that last meeting.  

So, what I would suggest, the first step being try and get a few people who would be willing to take some leadership roles in different segments of this so that the introduction framing piece and a couple of people to do that and that would be really helpful and the reports in the past and maybe we ought to use that model piece again.  

And then maybe if people would be willing to take some of the marketing and ethical.  Again, it's going to be a little bit not completely straightforward.  We'll probably be reconfiguring as we see the different pieces, but I think at least a run at it is going to help us a lot because we're moving chunks of the concept as opposed to the rhetorical around to try and put a first cut at a paper.

So, leading up to that it would be really helpful if people would be willing to take some leadership on the introduction piece.  I'm just going through this in terms of the 1, 2, 3, and then sub-topics under that.  So, would people be willing to help with the framing part of it, the introduction?  All right.  Alison, Nancy.

DR. CARDINEAU:  Yeah, I will too.   

MR. CORZINE:  Could we capture what Guy had and could that be sent out?

MS. DILLEY:  Yeah.  We have that.

MR. CORZINE:  As a start.

MS. DILLEY:  That we have in a cluster of things that we talked about in the context of the introduction framing.  We got a lot of different pieces that we pulled together.  So, Guy, Alison, Nancy that would be great.

For the next piece it's got a different sense of a topic, if you will.  Under there we have clear decisions about what that will look at.  We've got big chunks of it.  The safety pieces, the marketing, the ethical pieces.  So, are there people who are willing to take the big safety piece on, Greg?

MR. JAFFE:  Yeah.

MS. DILLEY:  Okay.  Others to help Greg?  It's food safety to animals, it's impact.  Right now we've got a fair amount of stuff under safety.

DR. SCHECHTMAN:  Let me suggest that we're probably going to wind up needing to have, you know, little writing groups that are going to talk among each other and for that purpose we're going to need to enlist folks with different points of view on each of these common sense so that, you know, there are people who have different views on what ethics came about, you know, where that's going, different views on how the safety stuff should be put together.

So, we're identifying what persons we think might be doing this and more of them volunteers but we're going to be trying to -- you all will have a chance.  That's right.

DR. LAYTON:  I don't mind helping on the environmental impact side but I don't know the food safety side.

DR. SCHECHTMAN:  Well, we're going to be -- and, again, the reminder is that we need to be -- if you're writing a whole long poem you're 10,000 feet too low.

MS. DILLEY:  Okay.  With that -- is there anybody who wants to work on the safety piece?  Okay.  That will be assigned.  Marketing, Brad, because you helped with marketing yesterday.  Anybody else on the marketing piece?  Carol, yes?  

DR. JONKER:  I'd probably do food safety.

MS. DILLEY:  You want to help with that one?  Okay.

MR. SLOCUM:  I'll help with marketing.

MS. DILLEY:  You'll do marketing.  Anybody else?  Okay.  What about the ethics piece?  Mardi?

DR. MELLON:  I'll jump in for that one.

MS. DILLEY:  Alison?  Okay.  Definitional piece, governance and stuff, I don't know if that refers to the group so much.  We just talked about it so we'll kind of --

DR. SCHECHTMAN:  We'll define governance definitions and send them around and we'll see what else we need from there.

MS. DILLEY:  All right.  We should work with the intro too because that's part of how we're going to frame.  

MR. JAFFE:  There are people like Randy and others who aren't there.

MS. DILLEY:  They will be assigned.  We just need people and I'm trying to put people where they wanted to be if they had feelings but otherwise that was their opportunity to do some writing.  All right.  Anything else before we adjourn?  Anything else, Michael?

MR. JAFFE:  What about our last meeting?

MS. DILLEY:   December 18th, 19th, pending confirmation of location.  Did I get that right?  

DR. SCHECHTMAN:  I have not heard anything about any reason why our budget would not continue next year.  If I hear something -- next fiscal year -- if I hear something like that I will let you know.  Presumably I think it's another year.  

MS. DILLEY:  Jamie, did you have one other?

DR. JONKER:  Yeah.  I'm just wondering if we really do not have a lot of time on this is it too early for people to start thinking about recommendations for our last meeting?

MS. DILLEY:  I would say if it's within your group you'll get to a point where you feel like we're leaning towards this and if you want to put that out there that's fine.  I don't think we have always approached recommendations the same.  If we got them, great, if not, but that's not the overall necessary conclusion of the report.  

DR. SCHECHTMAN:  Okay.  So I guess we're about to adjourn the meeting.  Thank you everyone for your stamina and your thoughts.

DR. LAYTON:  Thank you everyone.  Please remember to leave your badges.

DR. SCHECHTMAN:  Big challenge to get through this quickly and hopefully we'll be able to come to an acceptable conclusion.  

MS. DILLEY:  Travel safely.

(Whereupon, at 3:28 p.m., the meeting was adjourned.)




