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Coordinator:	I’d like to inform all participants this conference is being recorded. If you have any objections you may disconnect at this time. Thank you. You may begin.

Elizabeth Conley:	Good morning. Welcome to the second day of the Secretary Advisory Committee on Animal Health. This meeting is now called to order. Just a few things, (Don) pulled together several recommendations that were sent in last night. I received a few this morning I’ve added to this document that’s now on the screen.

	I believe (Don Ritter) just sent something as well. I will share that with you all and this is just the first stab at the beginning of our recommendations - your recommendations. We’re going to spend about a half hour or more give or take and then we’ll go right into antimicrobial resistance. So I’ll turn it over to you (Don).

	One other thing, we did try to turn the mics up a couple of decibels. We still need you to hold it a little closer while you speak. We did get some feedback that people weren’t able to hear everything. And to the folks on the phone, we hear a little bit of rattling of paper. If you could stay on mute unless you need to speak, thank you very much.

(Don):	That was close. Good morning everyone. This is (Don). I hope everybody had a good night last night, a little warm here yesterday. So I pulled together a couple of things last night and this morning which is the document that’s up there. And there’s not a whole lot of original thought here on my part because I thought that as far as the first FMD section there, I pulled most of that off of (Jim Ross’s) presentation yesterday because I thought some of it were really the key issues.

	One question that came up after the session to me from one of the members was that what’s the plan and what’s the overall plan because we were focusing on vaccination yesterday. And the USDA has really upgraded their planning over the past 13 years I’d say since the UK outbreak and the plan is that book, that the spiral notebook there that (John) and (Jack) brought yesterday.

	So that’s the new version of the red book. We really didn’t focus too much on that. We’ve glossed over some of the initial parts of the plan which in the event of a diagnosis of FMD there are plans in there. Now when you get right down to the specifics of what’s going to happen if we have a 35,000 cow dairy in Indiana be the first diary that’s diagnosed with foot-and-mouth disease. Is that dairy going to be sacrificed? I don’t think so.

	What happens if it’s a 500 cow dairy in Maine that’s the first farm? I think it is. My impression of the plan is that the plan has got to have some flexibility in it. If it’s a 50 cow dairy in Maine - I told my farmers that that’s what’s going to happen and you’re going to be reimbursed. I can’t pay you for milk but you’re going to be - the value of your animals is going to be reimbursed for the market value. But if it’s in Colorado in a feed lot area with 50,000 cows and that’s the initial place, I don’t think that there’s going to be the capacity to be repopulate.

	This is just my impression of where we are with FMD preparedness and it’s going have to be a flexible approach. In any outbreak I’ve ever been involved in - emergency disease outbreak, that’s the way it is. You can do as much planning as you want but avian influenza in Pennsylvania is changed almost daily. FMD in the UK when (Jack) and I were there, it changed about daily. When I got there, if you were on a suspect farm you didn’t go to another farm. You weren’t supposed to go to another farm for three days. They ran out of veterinarians as (Jack) said right away so they adjusted that.

	Anyway the reason that we kind of went to vaccination pretty quickly with the presentation just a bit is because that’s where we are in the next level of the planning process. We’ve acknowledged that some sort of a widespread, more than a focal outbreak was probably going to have to go to some sort of vaccination. So I think that (Jim Ross) did a great job of identifying the gaps in our vaccination planning strategies.

	And so when I put this part of this together that’s what I just laid out. It made sense to me that these working groups that he identified were critical, the first one to being a group of experts that would evaluate existing technology of FMD vaccines. And then I put a little sentence at the end there, “The group should also evaluate various funding options to secure funds to enable to search potassium needs for FMD vaccines mandated in homeland security (unintelligible).”

	And then the other one I think is critical. This is for the standing advisory committee with expertise in FMD. It doesn’t really have to do anything now. I think they need to be appointed and just be a standing committee that if and when an outbreak happens then that’s the group that’ll be convened to decide how to allocate the vaccine - the limited vaccine supplies that are available early in an outbreak and then as the outbreak goes on weeks, months, how are we going to allocate that vaccine?

	Which vaccine are we going to use? Which species are we going to vaccinate? And with the other stakeholder group I think it needs to be appointed and it needs to start meeting immediately anyway. Other thoughts and that’s just the first part of the FMD.

(Don Ritter):	Hi, (Don Ritter). I appreciate what you’re saying (Don) but I’ve been involved in a couple of things also with programmed diseases. The flexibility thing sounds good and it needs to have some wiggle room but I prefer having some thresholds built in the plan because the scenarios that you just mentioned, it’s okay to be 500 or maybe 5000 but not 20,000. It’s just a matter of scale and you’ve got to decide how many can you do and agree ahead of time that okay, there’s 10,000 that we can do but we’re going to try to stamp out because we don’t have vaccines.

	We just said that yesterday so your only chance of stamping out to begin with. So you need to have a defined threshold of what that is but the problem becomes if you don’t have one, it becomes (Imani) Hall Let’s Make a Deal game and that never works to everybody’s advantage. It works to somebody’s advantage who has the influence but I’d rather have a rigid threshold of stamping out plans that get exhausted first. I’d recommend it. That’s what it should be and then you go to Plan B.

	And it’s just money. It’s what we’re talking about. Same thing happens with glue. People want to stamp out glue. I’m told to breeder flock it cost $1 million and people say wait a minute. We don’t have $1 million. Can we live with them? Can we take them to market? Can we do something else with them? And the right thing to do is just to follow your plan and stamp them out and pay the bill. That’s just my opinion.

(Don):	Other thoughts?

(Judith):	This is (Judith). I’ll say I agree with both. I do think - I agree. I don’t like the idea of the deal making on, you know, during the crisis. I think that can lead to bad decisions. The complication is we don’t have enough vaccine right now by any sort of imagination but part of what we’re pushing for is for there to be a very amped up vaccine option. And I don’t want to follow - it often gets difficult for an agency to change its mind once it’s put something down in the plan.

	So if we put in - if we recommend the USDA set thresholds, I think we also have to recommend that they be annually re-evaluated in light of vaccine developments, something that says you just don’t put the number down and then wait things have changed but we’re ten years down the road and now there’s another FMD outbreak and everything’s - we’re still going to stamp out even though now we have more vaccine capability so that I’d like to see, some in-between option or evaluation option.

	I also wanted to say if we’re going to talk about advisory committee, I think there are two areas that need to be included or two groups that need to be included. One is someone or people with expertise in rare breed genetics because one of the huge worries for us in a FMD outbreak is the loss of genetic diversity because there’s a lot of effort to bring back some of the more heritage breeds. And this is important not to certain people who are producing them but that pool of genetics can prove very valuable down the road for all sorts of health problems in the mainstream genetics. Genetic diversity is important to our agricultural system.

	The other thing is including it specifies all advisory committee production agriculture which is usually used to refer to the fairly large scale conventional ads and I think they need to be represented, some small scale animal (unintelligible) as well. And I’ll say this, whether anyone on this committee, any individual thinks that that’s an important industry or not -- I’ll be very blunt -- if there’s a FMD outbreak, I think everyone here recognizes that you’ll need the cooperation of small scale holders. You won’t be able to draft an FMD outbreak if the small scale animal holders in this country are saying your plan doesn’t work for us. We can’t do this. We’re not going to cooperate.

	If you want that cooperation during an outbreak you’re going to have to address the concerns and think about the differences between large scale production agriculture and small scale producers during the planning phase and understand those concerns. And so we need to be involving small scale animal (unintelligible) people on this advisory committee.

(Don):	(Judith), where - just for the matter of clarification this is (Don) -- where did you say - was there someplace in there where it said commercial?

(Judith):	It says production under the third point from a standing advisory committee. It says production (unintelligible). The way that term has usually been used is large scale conventional.

(Don):	Yes, point well taken.

Elizabeth Conley:	Yes, this is (Liz) (unintelligible), response to (Don Ritter’s) comment. I think that having some parameters is a good thing and I’m wondering if maybe one of the things we should consider is looking at the - (Jim Ross’s) phases and types type of document and putting some parameters around really what is, you know, what’s the phase and type and how does that apply to a response. So if you’re in phase 1, type 1, this is the response and then that takes up some of that wiggle room negotiation sort of thing because I think that he lays it out really well in there about, you know, with the phases and types but I don’t think it lays out that focally it’s two counties or two million pigs or whatever. So I suggested that might be a way to build some parameters.

(Don):	(Liz) your suggestion, would that be a recommendation? One of our recommendations is that they be built into the plan, not that this committee would deliberate on that but we’d say there should be some trigger points or thresholds or something like that. Other thoughts? (David)?

(David Smith):	(David Smith). One of the things I didn’t hear yesterday was that we have a model where we can put numbers to the plan. It seems to me in our recommendations that might be something. If it doesn’t exist it should so we can talk about well so we have 10 million doses of vaccine sufficient in this scenario. Do we need 50? We might need 300 in some million doses of vaccine.

	And so those - at least we can put some numbers to a model that gives us a what-if scenario and can it played through and could be evaluated. Even in the face of an outbreak you could pull that model out but it needs to be done ahead of time and it needs some validation to it.

(Don):	So do you think the second sentence of number two there, I put in, “The stakeholder group should evaluate the multiple approaches that can be employed to a short search capacity for FMD vaccines in the immediate short term and long term future.” Does that cover what you’re talking about somewhat or would you edit that? I don’t want it to get too much editing. We can but...

(David Smith):	I think that covers the area. I’d just suggest we be kind of quantitative about it.

(Don):	Other thoughts on FMD? I don’t disagree either (Don) about the threshold. I just - I think picking numbers is oftentimes extremely difficult and I think it would be good if we could do it ahead of time. I’ve always thought that a lot of it’s just going to depend upon the situation and I hate to say that but anything I’ve ever been involved in it does. In Pennsylvania in ’83 we were only taking (unintelligible) AI that killed 6 out of 8 birds in a lab. And if it didn’t kill 6 out of 8 birds then we weren’t taking the flock.

	Five months later we went back to all those flocks and depopulated them. What we called a (unintelligible). It’s changed because we thought - that virus was still there as H5N2 but I don’t disagree. I think that if we could have trigger points or thresholds that could be decided upon ahead of time it would help people, producers and regulatory people in this industry know what to expect. Okay any suggestions on recommendations on FMD?

	Okay at least with the first group there or change it. Think about it and move on. There’s nothing saying we can’t have a conference call in the future, correct? So we don’t have to decide this very minute on the wording of recommendations but it’d be good if we had a plan about how we’re going to proceed after this meeting. I realize that this is a lot to take in right away. (Marianne)?

(Marianne Knevel):	This is (Marianne Knevel). They had briefly mentioned yesterday something about training with the states and something about exercises and I’d like to make some kind of a recommendation to make sure that happens. I know they have people come in and they have training, no difference or workshops or whatever but I think the exercises with the states are crucial.

	And I know the state of Kansas, we had one a couple years ago and it happened in timing with something - some government shutdown. APHIS wasn’t there. Those kind of things can make a big difference arbitrating so I’d like to say something about those kind of exercises being strongly encouraged.

(Don):	I totally agree. We’ve been involved in some of those exercises over the years and they’re very valuable. So I don’t know what the current plan is for exercising segments of the plan but they’ve done individual regions like the New England region. We’ve been doing a secure multiply plan for about five years, six years now and we’ve exercised that a couple of times.

(Marianne Knevel):	One additional thing is that those three questions yesterday, one of them was about trade and trading partners and one of the things that we kind of talked about that I think I’d like to make as a recommendation especially when we - the statement was made that if Mexico or Canada would go positive that trading partners might view all of North America as positive.

	I think we need to have a recommendation that in case one of those other North American neighbors goes positive that we have an active surveillance that is robust enough that we can ensure our trading partners that if we were positive we’d find it. I know you can never prove a negative but you surely can have a robust enough surveillance that you hopefully could help reassure your trading partners.

(Don):	(David)?

(David Smith):	This is (David Smith). I just was thinking also about the - what we learned about the budget. There’s not enough money to handle these things and yes, when foot-and-mouth disease gets diagnosed and it’s declared an emergency that causes a release of funds. And so it seems to me that part of the problem is that well we need the funds now but they don’t become available until it’s an emergency and I don’t know whether this is anything that’s in our realm to discuss or not but the funding structure. The system that funds this, it’s money too late in the program. We could probably invest that money now to prevent problems later on.

(Annette):	This is (Annette). I’d like to add to that too. Another problem is even in the face of an emergency the current method to obtaining funding for the emergency sometimes can be protracted. I guess we haven’t seen a major outbreak for foot-and-mouth disease and that may break some of the red tape but even the CCC funding let’s say was tapped into (unintelligible) and that should take a while. It’s because you have an upfront emergency fund I think, kind of like I’d imagine other emergencies have like $10 million of funding that never gets spent except for in this case it’s part of an emergency. It can be just you don’t have to go through OMB to tap into it. You just pick (unintelligible) just gets it.

(Don):	Thanks (Annette). We can make note of that.

(Annette):	If I need to ask APHIS that’s still an issue. I know (unintelligible) and other major (unintelligible).

(Don):	(Beth Laudner) here and she’s going to step up to the table and try to address that. Thank you (Beth).

(Beth Laudner):	We will still have to go through a process to obtain the funds that we need. What we can do on the short term is re-allocate the funds that you have currently within your hand to not pull things up but I think it’s still important to make sure that we have a very rapid process to be able to obtain those funds and that we’ll have the knowledge that we’ll be able to get those very quickly.

(Don):	Do you think you’ll be able to get them very quickly?

(Beth Laudner):	Quickly in government time isn’t always what others see as time. So I think it’s always helpful - if that’s a concern for the committee it’s always helpful to make sure that we continue to look at that process and how quickly we can obtain those funds.

(Don):	Great, any other thoughts on FMD? Also put the statement in there from the NIAA resolution which probably could be rolled into some of this but I didn’t try to do that early this morning. (Cindy)?

(Cindy):	(Don) I’m kind of lost in the process so it seems to me that we need the wording about rapid fund allocation and I also think that we need to express that if we reserve this amount of dollars it could save the U.S. X billions of dollars by being proactive and timely in our response. And so what my question is is are we going to make these changes sometime today now or in the next two weeks? There’s been a lot of thought.

(Don):	Yes there are and I don’t think we have enough time with the extent of this discussion today. It’s apparent to me that we need to do some more drafting because we have a couple speakers here who are waiting to talk about antimicrobial resistance. We need to move on with the agenda.

	This isn’t an easy topic at all so I think that maybe we can appoint a subgroup to talk about resolutions on FMD and resolutions on ADT and maybe antimicrobial resistance. So let’s think about that as the day goes on and maybe appoint a subgroup. (RJ)?

(RJ):	Right. I was going to just to show everyone that the point of having (Kay) capture the basic recommendations to draft just so we get real-time, capture the discussion. We’ll set up subsequent discussion by conference over the course of the next few months. We just have an obligation to print minutes for the public but you all can prepare your final report as long as it takes.

	We’ve been pretty good. We’ve done it within two months give or take. So we’ll schedule those meetings. You guys will have this document as your working document and so it’ll be a process. We don’t need to spend a lot of time fine tuning the language today. We’ll just capture those basic ideas and then we’ll build on them over time. And I think we can begin since we’ve wrapped this up and then we can revisit later on in the morning.

(Don):	Sure. Anybody have any parting shots? (Willie)?

(Willie Reed):	I have a question. At what point will the total committee sign off on this because there are a lot of personal comments and opinion being made and are being captured here but I’m not sure that I necessarily agree with all of them. I just want to know how will the process work through itself.

(RJ):	In much the same way as we’ve done it in the past. So many of you, most of you are representatives and so you want your stakeholders’ perspectives bought to these final recommendations so again this will be a process. We’ll probably set something up in food shield so we’ll have one working document and we’ll all have - you’ll all have an opportunity to contribute. You’ll have conference calls but nothing becomes final until everyone signs off. And that’s pretty much how it’s been done in the past.

(Willie Reed):	And there’s a way to vote too, correct?

(Don):	Yes. Okay so we’ll move on to antimicrobial resistance, one of our favorite topics. And this morning we have Dr. Bill Flynn and (Dr. Alicia Nogel) from - Dr. Bill is from Food and Drug Administration and (Dr. Nogel) is from APHIS Veterinary Services. And I think what I’ll do is I’ll let them introduce themselves both for a little and they can do a better job at giving their background and we’re looking forward to hearing what they have to say.

(Alicia Nogel):	Good morning. Thanks (Don). Good morning everyone. My name is (Alicia Nogel) and I’m a veterinarian that works for APHIS Veterinary Services. And for the last year I’ve had the privilege in working in USDA’s office of the cheap scientist and one of my primary duties has been to organize and coordinate some of our antimicrobial resistant work across the department.

	I have a cadre of subject matter experts from USDA who are with me today. On the phone we have Dr. Dave Dargatz and Dr. Bruce Wagner, both with veterinary services out in Fort Collins. You may know them from their work with the center for epidemiology and animal health. And we also have Dr. Eileen Thacker joining us in the audience from ARS, USDA’s agricultural research service so that when we get into our discussion today we’ve got a cadre of folks that can help answer questions. And then I’ll let Dr. Flynn briefly introduce himself and then we’ll get rolling on the presentation.

Bill Flynn:	Thank you Alicia and thank you for the invitation in being here today. I’m Bill Flynn. I’m with FDA’s Center for Veterinary Medicine and I’m (CVM’s) deputy director for assigned policy. I’ve been with FDA for about 20 years. I’m a veterinarian and one of my duties and one of my focal issues I’ve been working on for a number of years is the antimicrobial resistance issue so thank you, good to be here.

(Alicia Nogel):	And I believe that prior to today’s meeting everyone should’ve received two documents from us, kind of a three page overview of what we’ll talk about today and some questions that we’d really like to get your insight and input on and also a report from the workshop that the USDA sponsored a couple years ago. And we’ll touch on both of those as we kind of move through this presentation this morning.

	So to get us started, it’s no surprise. Antimicrobial resistance is a very complex global issue. To me this problem really epitomizes a one health problem and what requires a one health approach to resolve. It spans human and animal health and even environmental health. We also know that there’s a growing urgency to address this problem in a very coordinated way.

	The CDC issued a report last fall that really highlighted the urgency of antimicrobial resistance when it comes to human healthcare in the United States. We’re seeing an increased number of organisms that are becoming resistant to antibiotic treatment and for some of these organisms we’ve actually reached a point where we have very few viable treatment options.

	This is not just a problem for our counterparts and our colleagues in human health however because we also recognize that this problem has a significant although -- unquantified for Dave -- an unquantified consequence to animal health. And we know that in animal health we also see resistance to some of the common antibiotics we use and that can have a real impact on our production system.

	So when we think about addressing antimicrobial resistance as a problem as I mentioned I think we really need to adopt a one health approach to do that. We need to look at factors on the human side. We know that over prescription of antibiotics in human medicine occurs. CDC has documented that. We know that’s an area where we also need to address stewardship.

	In agriculture unfortunately sometimes we get the brunt of blame (unintelligible) and in reality we don’t have a good idea of how many of these cases really come back and attribute to use of antibiotics or antimicrobials in agriculture. Despite this we recognize that there’s room for us to improve and there are things that we can do to mitigate the problem on our own and I need to hit the right button. That was not the right button.

	I’ve got it. Thank you. There we go. From our perspective in USDA we believe that it’ll require a three pronged approach for us to successfully address antimicrobial resistance from an agricultural perspective. This three pronged approach includes research, education and outreach which would include stewardship and surveillance and many of you know that across the USDA we’ve been conducting activities in all three of these areas for over two decades now.

	And one of the challenges has been to take these somewhat separate and independent activities and integrate them through a departmental approach and that’s really the point that we’re at now. As you know the USDA isn’t primarily regulatory (unintelligible).

Elizabeth Conley:	You have some interference. Could you please mute and be careful of what you do around the mic?

Alicia Nogel:	The USDA isn’t the primary regulatory agency when it comes to antimicrobial use in animals. That jurisdiction and that responsibility falls to FDA and that’s why we’ve asked Dr. Flynn to join us today. And recently FDA has taken several policy actions to address antimicrobial resistance in animal agriculture. So now Dr. Flynn will go through some of those recent actions from FDA.

Bill Flynn:	Thank you Alicia. So as Alicia mentioned, with regard to and as you know FDA has primary responsibility in terms of animal drugs and the approval of animal drugs and monitoring of animal drugs. So we have been actively involved in addressing this issue for some time and what I was going to do was walk through a couple of the key guidances that really do focus on this issue.

	Starting with first guidance, this guidance for industry 152 and this is a guidance - we use guidance documents fairly frequently in terms of communicating particularly to the regulated industries, the pharmaceutical industry about laying out and providing guidance on processes related to the approval process for animal drugs.

	And so this guidance actually goes back to 2003 and really it’s around that time, late 1990s, early 2000s is when we really shifted our policy toward very specifically addressing the antimicrobial resistance issue as part of the animal drug approval process. So this guidance really laid out a process for pharmaceutical companies that were coming into the agency proposing new antibiotic products for use in a food producing animal that it laid out an approach they could use to assess the resistance issue as a piece of their overall safety assessment for their product.

	So this process has been in place since 2003. I think generally it’s worked fairly well to provide a pathway by which new products can enter the marketplace and that the issue can be addressed as part of that approval process and that appropriate risk mitigation can be put in place along - as part of those products or part of the labeling in youth conditions for those products.

	And one of the things is what this essentially is it lays out a qualitative risk assessment process for doing that, for looking at the risk associated with the use of a particular drug on the development of resistance. One aspect of that is considering the human medical importance of a particular drug or class of drug that’s the subject of the evaluation.

	And so it does include as part of that guidance a ranking in terms of the relative importance of various classes of drug in terms of human medical importance because clearly the resistance issue or the safety issue we’re trying to address here is the potential for the use of this product in a food animal to contribute to antimicrobial resistance that has human health and public health implications.

	So the good news is that process I think has worked well for us over the last ten years or so and I think one of the gaps though that surface with this is that is really all the products that have been on the market prior to that process and I think that’s a question that remains unaddressed, is for all the products that had been on the marketplace prior to 2003 and where those products sufficiently or what does this issue sufficiently assess for those products.

	That really leads into the second guidance set we’ve referenced on the slide. And this is a process we started in 2010 with issuance of guidance form 2309 and really the focus of this initiative was really looking back on the older products, the products that are on the marketplace before we put in place the assessment process for a new product coming in.

	And so the focus of this is really to look back at those older products and see what changes would be recommended in terms of assuring that the products are being used or are used in a way as judicious is possible. And that guidance has been applied really to key recommendations in terms of a policy direction.

	And these really are one for those and this really is focused on medically important antibiotics, basically those that have human medical importance. So it doesn’t necessarily apply across the board to every compound that has antimicrobial activity but it’s really focused on those drugs that have human medical importance.

	And so it makes two recommendations, one, that we should phase out for the use of those particular classes of drugs for uses that aren’t directly tied to addressing animal health needs so that’s basically to phase out the use for growth promotion purposes and then secondly to bring all remaining therapeutic uses of those products under the oversight of a veterinarian.

	One of the things that guidance 209 didn’t do was to lay out any real detail in terms of an implementation strategy, how those changes would be brought about. That’s really what this follow up guidance 213 which was finalized this past December of 2013. And this really laid out a more specific plan about how we were going to go about making any changes to phase out growth promotion and bring these products into that oversight.

	And so it really lays out - apparently is a voluntary process in the sense that it’s asking the pharmaceutical companies that market these products to voluntarily come into FDA and initiate a process to revise these conditions of their product to align with those two key recommendations. We recognize really that it’s really not so voluntary downstream. Once those changes are made and these products are now available under the new labeling those products would no longer legally be available for use for growth promotion purposes and would require the oversight of a veterinarian in terms of accessing use of those products.

	So there’s clearly some very significant changes to how these products and antibiotics have been used for quite some time. One of the things that does - and so we are clearly maintaining the focus on while we’re recommending that the growth promotion usage be removed we want to assure the continued availability of these products and therapeutic uses and that includes preventing, controlling and treating disease in animals. And we recognize that all three of those modalities is really critically important for managing disease in animal agricultural settings.

	One of the other things that this guidance doesn’t lay out is an overall timeline. So it basically set a three year goal for bringing about those changes. And so that timeframe or that time clock essentially has initiated and that really then set the target as being - basically December of 2016 as really the target to get these changes into place.

	So that’s - the other focus of this guidance was to kind of lay out the process and facilitate a clear pathway for the pharmaceutical companies to work through this. And clearly a very important part of this is reaching out and engaging all the key stakeholders that clearly are affected by these changes and try to work through this in the orderliest way possible to try to minimize disruption in the context of bringing about these changes over this three year period.

	And then finally one key aspect of this and one of the key recommendations here is to bring products under the oversight of a veterinarian. Most of the products that we’re talking about are (unintelligible) antibiotics. So the way the law is written, these products, once they shift from the current over the counter satisfy law they become designated as veterinary fee directives which is very similar to a prescription status in that - the sale and use of that product requires the authorization of a licensed veterinarian. And we believe that veterinarian involvement in this process is very important.

	We understand a lot of that is already happening. This formalizes that a bit more and makes it clear that it emphasizes the importance of having veterinarians involved in the decision making process related to these antimicrobials. Clearly one of the things we’re doing because of this shift the EFC, we want to make sure this process is as efficient and workable and practical as possible. So that’s why as part of this overall effort we’re going through the process of updating veterinary key directive regulation to make sure it’s efficient and as streamline as possible.

	And so we’re looking at things to make like what type of information is required on the order, what are the requirements in terms of retaining records, are there methods for transmitting these orders as efficiently as they possibly can be and those kinds of factors. Really the goal here is to make sure the system is efficient to help us facilitate that transition from over the counter status to the FD.

(Alicia Nogel):	So back to - actually before we go back to the USDA stuff, Bill did you want to talk about some of the regional listening session that you guys had for your guidance?

Bill Flynn:	Sure and that does directly relate to the - particularly the shift to bring these products on the veterinary oversight which itself is a very significant change. We did collaborate with USDA with holding a series of public listening sessions really focused on the concern that particularly in certain parts of the country we recognize that access to veterinary services may be very limited.

	So clearly that’s where you’re going to have potential for significant impacts in the sense that we recognize that producers who have been using these products for many years, when these changes are made and these products come under a veterinary fee directive process they may not be able to get - they’re going to now have to have an authorization from a licensed veterinarian to legally obtain those products. So if veterinary access is limited that can be a real practical problem for them. So we worked with USDA to identify -- it was five locations -- trying to look at areas where access may be an issue.

	Really the goal was to provide an opportunity to hear from producers and veterinarians in those regions and as a way to help inform us as we move forward making changes to the veterinary directive fee process.

(Alicia Nogel):	Thanks. And so as I mentioned in USDA we’ve been - many of our agencies have been conducting work with regard to antimicrobial resistance for the past - more than 20 years actually. And recently we’ve really embarked on a way to focus these activities and coordinate them across the department. And one of the first events that occurred that really helped us crystallize and begin this process was the workshop that USDA hosted in May of 2012 and this was jointly hosted by multiple USDA agencies.

	And the purpose of this workshop was to bring together various groups of stakeholders and I mentioned that we shared the report and the findings of this workshop with you. And if you look at that I think you’d notice that not only did we have internal USDA people that focused some of their conversation during the breakout sessions in this group. We also invited representatives from our federal partners and our state partners and then we also invited other industry groups to participate.

	The purpose of this workshop really was to identify where is USDA at in regard to addressing the global very complex issue of antimicrobial resistance and where do we need to be. What are the gaps? What are the things that we aren’t doing? What are the things that we’re doing well? If we’re not doing something what do we need to be doing in the future?

	And we really focused that on a couple different areas. Again you see here the surveillance concept, being able to monitor use of antibiotics and resistance, what are the gaps, what are the opportunities and what do we need to be doing, looking at monitoring management practices and identifying how those relate to antibiotic use and resistance and are there things we can do to mitigate or reduce antibiotic resistance and then finally really looking at some of our research activity to see where do we need to focus our research.

	And one of the key recommendations that came out of this workshop was the need for a comprehensive coordinated USDA plan to address antimicrobial resistance. And so based on that recommendation multiple agencies from across USDA convened and really started to take the specific recommendation and address them.

	And what we did is we systematically evaluated what we’re doing now, what do we need to be doing, what do our stakeholders think we need to be doing, how can we integrate some of these activities across different USDA agencies to be able to leverage our resources and get more bang for the buck so to speak.

	And this really was quite an incentive process and it took us quite a bit of time. And you’ll see I’m very proud that we were able to get representatives from multiple USDA agencies to come to the table and this really was a first when it comes to comprehensively addressing antimicrobial resistance at the departmental level.

	So you are our first group of stakeholders that we’re talking with publicly about the content of this action plan. We haven’t released the plan publicly yet. Our hope is that we’ll be releasing that very soon because the release is relatively imminent and we’ve had this opportunity to visit with you. We really wanted to share some of the thoughts that we had about moving forward as a department to address antimicrobial resistance and to get your feedback.

	So what are the components of this draft action plan? Again we really focused on those three foundational pillars. One is surveillance. We conduct considerable surveillance now. The USDA through its National Animal Health Monitoring System conducts surveillance for antimicrobial resistance. We’re also participant in the National Antimicrobial Resistant Monitoring Systems, NARMS, in partnership with our colleagues at HHF.

	(ERF) also includes in their agricultural resource management survey questions related to antibiotic use and how that relates to economics on different farms. And despite the work we recognized that there’s some room to enhance those activities, develop them further and that’s a component of the plan.

	An important part of the surveillance would be to conduct actual biological sampling at various points through the production continuum in multiple species so that we can get a sense of, you know, again antimicrobial use, resistance patterns and management practices that may influence it. Another pillar we’ve talked about is research and in the action plan.

(Marianne Knevel):	We ask you questions now.

(Alicia Nogel):	Actually I’m almost - you can ask now. Go ahead please.

(Marianne Knevel):	Well you said you wanted to take biological samples at different stages. Are you talking about on the farm sample?

(Alicia Nogel):	Yes. And we can - so that’d be samples on the farm as it occurs now for the NARMS process. We can also take samples at the time of slaughter or in (unintelligible) through the NARMS program there’s also sampling in retail needs.

(Marianne Knevel):	I guess I’m not familiar with the farm sampling.

(Alicia Nogel):	And so what I’ve asked that we do (Marianne) is we’ve got our experts on the line that actually manage those programs and we’ll have - I’ll defer to them as soon as I’m done with the presentation so they can give you a more in depth overview of what those current surveillance activities are you’ve got there.

	So a second pillar of the draft action plan is research and again we would work with our partners at National Institute for Food and Agriculture, NIFA, and Agricultural Resource Service to look at not only multi agency projects but an important component of that would be research on alternative antibiotics. And then finally all this good work, we need to be able to figure out a way to take that information and share it with producers. So education outreach, stakeholder engagement and judicious antimicrobial use program would be a critical and it is a critical component of our draft action plan.

	So really - and I know that it’s kind of disappointing that we aren’t able to share the plan in its total with you now but I think between the previewed document that we gave you and some of the conversation that we’ll have this morning, I think you’ll get a good sense of what we’re doing now, where you think we need to go and we’d really like to get your feedback on do you think we’re headed in the right direction. Do you think this is appropriate?

	We completely recognize that for this plan to be successful we have to have a very collaborative and cooperative group process with our producers and how can we best do that. How can we best work with constituent industries to be able to get these activities implemented and sustain them? And then finally how can we get stakeholders’ support to do the activities we described in this action plan because we realize that this whole issue of antimicrobial resistance, it’s wrought with controversy.

	It’s a very complex issue. And as I mentioned earlier sometimes in animal agriculture I feel like we’ve gotten the short end of the stick sometimes. So what can we do to ensure stakeholders that by completing this work USDA really is trying to help you continue to produce high quality healthy animals in a cost efficient way.

	So that’s the discussion I hope we can have. But in light of (Marianne’s) question Dave and Bruce could you give us an overview of some of the NAHMS work that you do and how you conduct biological sampling on farms as part of that activity?

Dave Dargatz:	Sure (Alicia). This is Dave Dargatz. I’d be happy to address that. So over the years the National Animal Health Monitoring System has sought to characterize health and management on livestock and poultry operations across the US. We’ve triggered stakeholder input, identified key objectives and oftentimes those key objectives include some biologic sampling and that might be in the form of serum to look for antibodies or ear notches to look for, BBD and the like.

	In some cases we’ve collected biologic samples - fecal samples to look for potential food borne pathogens as well as (cummental) organisms and then let’s characterize those with regard to their identity and also their antimicrobial resistance patterns. So as the NAHMS program revisited some of those commodities periodically at intervals of five to seven years we’ve taken cross sectional look at the current status of the prevalence of those organisms on operations as well as their antimicrobial resistance patterns. Is that in sufficient detail?

(Alicia Nogel):	(Marianne) does that answer your question?

(Marianne Knevel):	To a point I guess. Are you taking these samples at universities or do you have cooperative feed lots or exactly who are you getting these samples from?

Dave Dargatz:	So the National Animal Health Monitoring System operations that we survey are a stratified random sample of producers across the country that the National Agriculture Statistics Service provides to us. We enrolled them the particular study. So for example in 2007 and ’08 we did a cow CAP study.

	In 2011 we did a feed lot study that enrolled operations and then typically with the agreement of the producers on those operations we collect some biologic samples in those operations in order to be able to look at the general population how cow CAP producers or feed lot producers or swine producers, whatever the commodity or particular interest for that study group is.

(Alicia Nogel):	And - so Dave mentioned something really important that I want to highlight and that’s these surveillance research and outreach and education activities that we proposed in the action plan. They are voluntary with the exception of some of the regulatory testing that (FFIS) already conducts in their plan. These would all be voluntary activities.

	So that’s another reason that we really want to engage with you and get some of your suggestions on how we can start to engage that quarter group because their participation is essential for these activities to be successful. And before we go to you Dr. Parr, one other comment that I’d like to make is that - actually I’m going to ask Dave to do this. Dave, could you talk for a moment about the confidentiality practices and protections that are in place for producers that do participate in NAHMS?

Dave Dargatz:	Sure I’d be happy to do that. So as I said earlier the list of those producers that we contact comes via the National Agricultural Statistics Service. They’re the same folks that collect and estimate inventory of livestock populations across the US. And so they are a statistical agency designation and so that allows them to ensure the confidentiality of the data that producers provide to them.

	And so as we participate in that process and very recently we received that same designation as a statistical agency which essentially when we collect data and/or samples under that designation it allows us to ensure that confidentiality and to - for those data not to be subject to freedom of information act requests.

	So we’ve done the confidentiality. We’ve addressed that in a couple different ways. One is via using the max umbrella to begin with and then also as we proceed down the line ultimately those producer identification data, the name, address, phone number, all of that type of information gets destroyed, that link to the data. And those data then reside in our data set simply by an operation ID number that’s not tied to any identifiable information about that producer or where they exist.

Bruce Wagner:	This is Bruce Wagner. I just want to add in one other thing. As we do productive data, as we get it and maintain it here, we also have very strict rules on how we report any information. So any information that’s reported as not - is in a summary form so the individual operations aren’t identifiable and we follow pretty strict rules on that and double check that too.

(Alicia Nogel):	Thanks guys. Dr. Parr?

Dr. Parr:	You anticipated my question in advance on confidentiality. I do think that’s an essential piece for the participation you outlined you wanted if you want the voluntary participation of producers and get the samples that’s represented then that confidentiality is still going to be a critical component. You anticipated my question and answered it. Thank you.

(Don):	(Liz).

Elizabeth Conley:	This is in the plan layout. What agency is responsible for which item?

(Alicia Nogel):	Yes it does. So...

Elizabeth Conley:	Go ahead.

(Alicia Nogel):	So generally I think you can get a good sense of probably what those are going to be, right? So much of the surveillance would come under APHIS Veterinary Services. Additionally as we mentioned there are some surveillance components that economic research service does and some of the proposals would also more extensively engage national Ag statistic service and providing some data around antimicrobial use.

Elizabeth Conley:	So having read the report of the stakeholder meeting and also talking with people who were there before and after that meeting and then really working with the commodity groups in D.C. over the last few years, it depends on how you define surveillance if you’re looking at descriptive epidemiology, NAHMS and APHIS do that very well. But if we’re looking at surveillance for antimicrobial resistance in biological samples that’s a research function.

	We very strongly believe that and we believe that it ought to be done by USDA scientists and not necessarily farmed out to universities and others. So I think - this is no news for anybody in this room that’s been involved in this discussion but the fact that USDA’s agricultural research service isn’t the lead USDA agency in NARMS and has advocated some of those positions to FSIS and now potentially APHIS is a really big concern for the commodity groups here.

(Alicia Nogel):	Actually I’m glad you bring that up (Liz). I did ask Dr. Eileen Thacker from ARS to join today and while there are agencies that are designated to lead in some of these activities, in my opinion one of the real strengths of this action plan is we approach it from the departmental level. We really look at it as a coordinated USDA activity where we bring multiple agencies to the table.

	So your points are very well taken and we’ve actually had similar discussions internally about that and I’ll just ask Dr. Thacker to talk for a moment about how we envision ARS being involved in that surveillance both now and in the future.

Eileen Thacker:	Well I think we really need to emphasize what (Alicia) said. This is a USDA activity. ARS is at the forefront. We work closely with FDA with some of the major end with various agencies and we work with FDA constantly on NARMS. So ARS will be intimately involved with all of this as this moves forward so that’s important in recognizing.

	For some of you that don’t know we’re just now finishing up over the next six months a project we did through NARMS funded by FDA looking at comparing samples collected on farms to those in slaughter houses for beef cattle, dairy cattle, poultry and swine.

	The data isn’t ready to be released yet but hopefully within the next six months it’ll be. So what we were looking for working with FDA with APHIS with our colleagues is ways that we can take this information and take it from the farm into the slaughter plans and look and see at each of the - like the continuum that (Alicia) mentioned, how antimicrobial resistance is in the different organisms, in the different commodity groups, in the different production systems even.

	So this is something where FDA is very interested in working with us with. So I think it’s something that looking at the government right now across the agencies this is a very high priority for all of us.

(Don):	(Willie) then (Gil).

(Willie Reed):	Just a few -- Willie Reed -- a few comments related to surveillance and probably research. I think we need to also remember that we have the national animal health laboratory network, 61 labs credited a function in a quality assured environment. They should be able to play a critical role with antimicrobial resistance (unintelligible) evaluation implementation. So I think to not consider this powerful tool would be a true mistake.

(Alicia Nogel):	Thank you. And we have actually discussed and identified ways that we could do exactly that when we implement the plan.

Woman:	That brings up kind of this is a being two pronged approach too that we’re looking at because one of the big gaps that I see is that with NARMS and we’ve looked at the public health organisms, the food borne, the salmonellas, the (unintelligible) and things like Listeria, things like that. One of the areas that we somewhat have neglected to-date other than research and universities and places is the animal pathogen.

	So I think that’s also going to be an area that we need to be looking in antimicrobial resistance in our animal pathogens that aren’t (vilotic) in nature. And I think that that’s going to be something that’s going to be very important and actually we’re hoping to coordinate the (unintelligible) in that part too.

(Don):	(Gil).

(Gil):	Yes this is (Gil). In these two studies that were mentioned -- and I presumed the other studies are ongoing here -- I presumed that you sampled the animal. Did you also sample the premises and the workforce?

Eileen Thacker:	We didn’t do the workforce. Some of the studies did look at the - the one that I’m talking about, the pilot project with NARMS, some did the environment. Some did it interestingly enough. Some did the environment at the farm and at the slaughter plant looking to see the sources of any of the organisms that they found. This is going to be a very - the only disadvantage with this study is it’s really quite small but it’ll give us some ideas on the way forward. That’s what we’re hoping for. ARS does a lot of environmental research and we’re recognizing that it’s a really important thing to be (unintelligible).

(Gil):	Yes. I agree on the environment but really the crux of the issue is the ones who work with these animals everyday. Are we at risk?

(Don):	Anybody want to answer that?

Eileen Thacker:	Well one of the things we could probably arrange to look at is as we move forward with this is working with - we work with CDC all the time for all the food borne pathogens and I know that they do studies on some of these things and they may have already done some of these studies. We could very easily include them in these studies.

(Alicia Nogel):	And I’d add that as many of you know whenever you talk about collecting samples and people it becomes really a much more - even more difficult than it is getting samples and animals sometimes. There are a lot of requirements and regulations and sensitivities there.

	Our action plan doesn’t propose that component and the work that Eileen was talking about, that type of work might be best performed in a research environment on a smaller scale as opposed to a very large surveillance systematic type activity. So I just want to clarify that the action plan doesn’t propose sampling of people.

(Gil):	Granted you can do your study and somebody can do a human based study and you do some correlation but it seems like it’d be valuable to do it all in one.

Elizabeth Conley:	This might be both for (Alicia) and Bill. Yesterday we heard from (Dr. Clifford’s) remark that (Dr. Sherri) actually unfortunately - I shouldn’t say unfortunately. It was great hearing from (Jack) too but (Jack) gave (John’s) remark and said that APHIS was looking at somehow being involved in benchmarking or validating the effects of guidance 213 and so I’d like to understand the objectives of that and how you see that working.

(Alicia Nogel):	That’d be a very important component of the surveillance that we proposed and I’ll let Bill and Bruce and Dave provide some more details on that.

Bill Flynn:	Thanks (Alicia). We’ve been working very closely with our USDA colleagues as well as colleagues in CDC over really the past year looking at possible options for, you know, better metrics for addressing that issue. Clearly this obviously is a very controversial issue as we go forward with the changes that we’re proposing to put in place through that guidance 213 but there’s a lot of interest from the public health community, from public health advocates about the successfulness of that process. Will the changes be effectively made as being proposed and in the end what impact will those changes have?

	I think the concern we have is that there’s to some degree a somewhat in my mind one dimensional view of this which is in the absence of us identifying any other metrics. I think that the default in metrics that seem to be - people seem to be going towards it and simply looking at absolute quantities of drugs whether you’re looking at - and right now really the data we have represents sort of rough total quantities of drugs entering the marketplace held data.

	And that’s really the only sort of measurable -- speaking of measure or quantifying something -- right now that’s where the public seems to be focusing their attention. They have an understanding of here’s the quantity of product that’s entering the marketplace. The expectation is that quantity has to go down and that’s a measure of success. I think our concern is that it’s not necessarily the best measure of success.

	We’re looking at trying to make sure that drug use practices are appropriate and we’re using these drugs as appropriately as possible. It may not fall - be all about absolute quantity. So I think what we’ve been trying to do is and that’s I think reflected a fair amount and that’s what we’ve talked about so far in terms of looking at options across the USDA agencies, looking at other mechanisms like the NAHMS program, the work that ARS does, other options in terms of how we can pull together information that’d be more meaningful information reflecting not only what’s happening in terms of drug use practices at the farm level but if we can have - and that’s what I think the problem is.

	We don’t have good information to point to say look this is in fact how these drugs are being used or a good way to say over time - to be able to say over time all the things we’re doing in terms of education outreach, other medications are in fact having a positive effect in terms of influencing use practices and then to me ultimately are those things actually translating into a positive effect in terms of helping mitigate resistance because that’s the whole point to all this I believe.

	And I think that’s where some of the idea of perhaps looking at options for gathering information on that can reflect drug use practices in connection with ideally perhaps some biological sampling both for food borne pathogens and animal pathogens to have an understanding about how we’re doing in terms of our practices for - in terms of using antibiotic drugs and how are those influencing trends in terms of what we’re seeing as far as resistance, whether it’s a food borne pathogen or an animal pathogen.

	So I think that to me is sort of the bigger picture in terms of trying to look at and I think that may have been the reference that (Dr. Clifford) was referring to. We’re trying to find ways in which we can get the best most meaningful information in terms of reflecting how we’re doing over time in terms of the mitigation we’re putting in place as an example being what we’re doing to guidance 213.

(Alicia Nogel):	And Bruce and Dave, do you have anything to add with regard to how some of the surveillance activities that we’re proposing in our plan can assist our colleagues at FDA with evaluating their guidance?

Bruce Wagner:	Sure let me chime in first. This is Bruce. We’ve alluded to it. It’s a very complex issue. We want to be able to look at both on farm use and practices and relate that potentially to - like Bill was saying some of the resistance patterns that we see on those farms, that’s very detailed and intensive and fairly expensive approach. We also want to be able to look at national trends in use.

	So with all those kinds of ideas going on also to get a very much a national picture on resistance trends, those are kind of conflicting things in terms of wanting to get detailed information from farms but also get national scope. So we’re looking at different approaches in the plan to be able to address the broad issues and try to get as much information as we can. And it probably will be several approaches versus a single approach to be able to develop information to help not only understand the problems but also as metrics for guidance 213 as Bill was saying.

(Don):	(Willie).

(Willie Reed):	(Willie Reed). I have a question for Dr. Flynn. How do you sort out use of antibiotics for growth promotion versus prevention? It seems like to me that can be an area where there could be some real abuse.

Bill Flynn:	Yes. I think that I’d say that continues to be an area that we see concerns being raised. I think some of the criticisms we’ve seen relative to the strategy, we’ve initiated is that the strategy doesn’t include limitations with regard to prevention usage. I think our view is that prevention use, we kind of view it as being in the therapeutic category in the sense that to me the clear line is that whether you’re treating, controlling or preventing disease the common theme is there’s a disease.

	There’s a specifically identified disease that you’re managing and we all understand that. In animal production environment there’s some real value in being able to not only control outbreaks but prevent outbreaks when we have good information in the case there’s a high risk you’re going to have one of those.

	And so I think we’ve been sort of taking the position that that’s important to maintain the availability of the prevention use. But having said that, I think there’s still concern about places where particularly whatever links to the use conditions of these antimicrobials and we know they exist now where there’s overlap between the dosing and duration of use of antimicrobials that are used for growth promotion and their use for prevention.

	So I think I believe it’s going to continue to be an area of controversy and there’s probably work we’re going to - again the guidance 213 is really focused on two things. It’s eliminating growth promotion and bringing remaining uses under vet oversight. It’s not meant to target necessarily, you know, restricting in any way prevention uses but I think that’s probably another area we need to continue to in my mind work proactively on with all the groups involved to really look carefully at how are these products - where are we relying on these products for disease prevention purposes?

	Are we optimizing that use as much as possible? Are there other things we can do to minimize or more effectively target those prevention uses because I think clearly the prevention uses that are going to be most of the concern are those that are long term or continuous use of antibiotics for prevention purpose to route the growth out or life span of the animal. Clearly those are going to be - continue to be - folks are concerned for people and I think if there’s things we can do to focus in on those areas, where is that kind of reliance there, I think that’s probably in our interest to be looking at and now even start thinking about are there things we can do.

	And this may be arenas where we need to be focusing research or other things on where are those needs and are there alternatives or other ways we can use those products in a more targeted way to deal with those diseases. But in any case I’m glad you mentioned that because I think disease prevention continues to be a hot button issue.

	I think we’ve continued to extend the fact that we have to maintain those but I think the more we continue to strengthen our position and make sure that we can say disease prevention uses, these are the issues and we’re doing everything we can to make sure that that is a safe piece of these products.

(Don):	Dave.

(David Nicker):	This is (David Nicker). To (Willie’s) point about the confusion between prevention use and growth promotion use I don’t think it’s so much a worry about potential abuse as it is potential to fool ourselves. The situation in Denmark is often held up as the way to do this and all they really did in the end was change the name of what they do and they actually increased the use.

	So I agree with Bill’s approach on this. I do think we need to reserve some of these uses and whether we called them in the past something else doesn’t matter. They’re important uses.

(Don):	Comment on that Bill?

Bill Flynn:	Yes. Just a follow up (David) is that I do believe there still remains a fair amount of cynicism out there that - and clearly that’s not - there’s going to be a shell game here, there’s changing the name but essentially the practices are going to stay the same. Clearly that’s certainly not what we want to happen and that’s certainly going to - the more we can reassure folks that’s in fact not happening I think that’s really important because that really could undermine everything we’re doing.

	So again I think that’s why on one hand I think we still need to make sure producers, veterinarians have the ability to reach for prevention use antibiotics when they need them but that just means we are making a very deliberate effort to make sure those prevention uses are in fact judicious prevention uses because I think some of the perception is -- and I worry that some of the perception may be reality but I think it’s mostly perception -- is that the public conveys this idea of prevention being just simply putting antibiotics in the feed to cover what should ever happen to come along as an insurance policy.

	Clearly that’s not happening in most cases, that there’s a risk identified and those antibiotics are being used to address a specific disease. But certainly the perception is I think -- and I’ve heard it -- is that it’s “(root cane) disease prevention.” And I think in our mind that’s really not - it’s really not judicious prevention use that you really need to have an identified risk to make it justifiable to be using the product.

(Annette):	This is (Annette), (Don). And that touches on something that I wanted to mention. When I was doing some research related to antibiotic use I noticed that CDC invests a large amount of money into outreach for medical doctors to try and prove they’re judicious issues. And if anyone says to the doctor there’s all kinds of outreach they trail on every office which really arms the medical doctors to be able to effectively limit their use of antibiotics.

	And my suggestion would be that we as a committee encourage the continued collaboration between FDA and USDA to invest heavily into outreach to veterinarians because if they’re going to be the gatekeeper for drawing that judicious use line especially with regard to preventative use, I think that the outreach should be extensive with them to help them do that effectively.

(Alicia Nogel):	Thanks (Annette). This is (Alicia) and we also agree and when drafting the action plan for USDA as I mentioned before one of three pillars that we’ll really focus on in the future will be outreach and education to ensure that veterinarians and producers have the information they need to be able to make decisions about this issue.

(Annette):	And I guess my point is I appreciate that and I think that’s great because that’s a pillar to build on but it can’t be a shoestring kind of outreach budget. I really think that and I’d hope that FDA and CDC would (unintelligible) because considering that they license antibiotic use would be able to prove a significant (unintelligible) on the lines of (unintelligible) provided to medical doctors for that effort.

(Don):	Bill?

Bill Flynn:	I completely agree with everything that was said. Following on to that is I think we agree and I think as part of our plan going forward our intent is to continue to work with USDA and others. And this is an area where we are planning to reach out to the producer associations, veterinary associations and others to really ramp up as much as we can, that kind of outreach education effort.

	I know we did work collaboratively with a number of those groups years ago to develop some judicious use materials or assist in that effort and our thought is to revisit that and turn it up a few notches because I think even from the public’s viewpoint, having that very visible outreach effort goes a long way because I think a little concerning for me is even as we identify - you mentioned identifying veterinarians as the gatekeepers on this is that already we’re seeing some skepticism around that as to whether that’s really going to be sufficient or what assurance can we have that the veterinarians in the veterinary profession is going to effectively take on that task.

	I think reinforcing that I think would really help to reinforce that as we see a strong message coming from those groups, from the veterinary associations, from the producer organizations saying that they’re taking this seriously and here are our specific guidelines for our members that relate to this.

(Don):	(Edmond).

(Edmond):	Edmond here, good morning. I think the problems we’re having which (unintelligible) is that it’s a question of nomenclature. You use growth promoter to prevent the use. How does - is it because of the preventive use that it becomes a growth promoter? Is this a situation in which you have an antibiotic which is a natural occurring form like a (unintelligible) in antibiotic? Somebody lives around with this chemical (unintelligible) a growth promoter but if it (unintelligible) just from that (unintelligible). So I think that the problem is you’re already using it. Why don’t you let the nomenclature and labeling sort out most of this problem? I produce (unintelligible) farm does not use those chemicals because I don’t see how (unintelligible) growth promoter and also anything used for preventive use.

Bill Flynn:	Many of these products we’re talking about are proved for more than one purpose. The vast majority of them are approved both for growth promotion type purposes as well as for some other therapeutic use. And it may be a prevention use. It may be a treatment use for specifically identifying a disease. Again to me the - and generally speaking in very similar labs the growth promotion uses are lower doses and generally the duration of use is a continuous use throughout the growth of the animal.

	Generally speaking the therapeutic uses are higher does and generally for shorter more targeted periods of time. Clearly there’s still today lack of clarity around the specific mechanism by which those growth promotion uses actually enhance growth. Obviously one theory is that by preventing and managing underlying or subclinical disease you have the positive effect of enhancing growth.

	That may be the case in certain cases but I think the point here is that we are moving these products toward a set of use conditions that’s a more targeted limited use of the product only when there’s a specifically identified disease that’s being managed as part of a process and not simply routinely using the product as simply a management tool for enhancing growth.

((Crosstalk))

(Don):	(Don).

(Don Ritter):	Hi. I’m (Don Ritter) and I have a question for Dr. Flynn. The 209 and 213 are welcome guidance documents from FDA and we do thank you for those. But at the heart of those documents there’s a list -- and you can correct me if I’m wrong -- but I think that list of medically important, critically important, important, not important is about 14 years old. Shouldn’t we be using an updated list if we’re going to have new regulations so we target the compounds we should be targeting?

Bill Flynn:	Yes I don’t disagree that the list here you’re referring to which is the ranking of what drugs we consider medically important. It effectively has been in place since 2003. So it has a bit of age on it so certainly - and we have said that, that we do need to update that list periodically.

	And the other confusing factor too is that there are other lists out there. This isn’t the only list. WHO has generated a list that also identifies or ranks antimicrobials in terms of their medical importance and that list is somewhat different than our list. Our list is primarily focused around identifying importance as it relates to the use of these products for dealing with food borne illness and WHO list is broadly looking at the importance respective - focused on - it doesn’t focus on food borne.

	I do understand. We do understand and we’ve said that we do need to update that list. Our concern - I think even updating that list may make some changes but effectively right now we are capturing. There’s seven classes of drugs that’d be affected to this guidance which really reflect or capture the major classes of drugs that have human medical uses.

	They of course vary in terms of how important they really are but they’re all considered medically important as the fact that they have even medical uses. So I think that’s something we’ll still need to have happen in the future in terms of updating that.

	I don’t know that it’s going to make how much of a difference in terms of shifting things but I think the concern of opening up that discussion right now would likely - I think my concern would be that it’d effectively stop the whole process because we’d have to then stop and revisit what products and opening that up to public debate as to what products should be medically important and I think that could substantially set us back in terms of being able to move forward. Clearly that’s still an issue that needs to be dealt with.

(Don Ritter):	I guess in hindsight it should’ve been first. The list should’ve been up first and the one that’d change is the streptogram. I don’t think they’re using people hardly at all. There’s less than 1000 prescriptions a year in the whole country and it’s an antibiotic that’s widely used in food animal agriculture. So it’s the perfect storm of bad for that product.

Bill Flynn:	I had a sense that was what your approach was on but again I don’t disagree. It’s certainly things have changed significantly with regard to the significance in some of the product center stage which is not 20 years ago. Virginia (unintelligible) was completely off everyone’s radar screen until center stage came along. Now we see the use of centers has plummeted.

	It’d be fair to say that it’s very likely the significance, importance or ranking for the streptogram could be downgraded. The next question is whether it could be downgraded to being considered not medically important at all. I don’t know that we’d get there but I do believe that rational or reasonably that it’d needed to be downgraded given the changes that we’ve seen and the importance of centers.

(Don):	One more question then we’ll take a break.

Elizabeth Conley:	Okay, quick comment and then a question. Comment, I really appreciate the effort to look for metrics at success that aren’t related to growth quantities. And this will take just a second but I just came back from the International Pig Veterinary Society meeting last week where (unintelligible) compared mortality in nurseries prior to the yellow card and after the yellow card.

	So what was really interesting is that the year prior the people that had the highest level of antibiotic use had the lowest mortality in the pig. And then after there was mandates that they reduce antibiotic use below this 28 ADDs, nursery mortality across the board increased by 25% and those that had the lowest mortality prior ended up with the highest mortality later.

	So it definitely is an animal health and welfare issue to just mandate lower use. And then the second real quick question is with the USDA action plan, what’ll be the opportunity for comments, how will it be posted, just your plans on that?

(Alicia Nogel):	Yes great, thanks (Liz). So right now we don’t have a confirmed release date but we expect it to be soon. I hate saying that but that’s what I have to say, soon. Our plans are to do quite a bit of stakeholder outreach around the time of release. That outreach would include working with other federal partners.

	We’ve identified different commodity groups but we’d be interested in sharing the plan with visiting with getting their feedback, also state animal health officials and state agricultural department and really I’d suggest that if this committee has some specific recommendations for how you think or you’d like to see that release work.

	Now’s a really good time to do that because we still haven’t finalized those details so I’d actually turn the question around to you (Liz) and say do you have any suggestions for how we should be conducting this outreach when we release the plan.

	Also we see the plan as an evolving document. Certainly when it’s released it’s released and that’s what it’s going to look like. But I think we recognize that the only thing this plan is going to be successfully implemented is by working with our producers and I think that’s going to mean constant evaluation, constant rethinking and constant reassessment of the different activities to make sure we’re really hitting the mark with them. So I see it as a process for the duration of the implementation of the plan.

(Don):	Thanks. Let’s take a break. You guys are going to stay around? We have - more discussion to go here. Eileen you’re going to go but you guys can - thank you for being here. Let’s go until 11:00. Come back at 11:00 please.

Elizabeth Conley:	And just note that we (unintelligible) in pockets of the room and they’re working on it. It’s a building problem actually. It’s not related to this room. Verizon?

Coordinator:	Yes?

Elizabeth Conley:	We’re taking a break until 11:00, no music please.

Coordinator:	Okay thank you.

Elizabeth Conley:	Thank you.

((Crosstalk))

Woman:	If everyone could go ahead and take their seat. We’re going to reconvene in just a moment please. Thank you. Verizon we’re ready to reconvene.

Coordinator:	Thank you. You may begin.

Woman:	Thank you.

(Don):	Okay. Everybody’s back. We want to continue the discussion while Bill and (Alicia) are still here and they’ve given us some questions to consider which I know everybody has had a chance to look at prior to this. So why don’t we just launch into that without restricting it to any specific question? Let’s continue the discussion.

(Marianne Knevel):	This is (Marianne).

(Don):	Yes we probably do.

(Marianne Knevel):	I guess I have a recommendation and that’d be if we were supposed to give some feedback and some help in this process could we get a pre-release of the document to be able to do that. And second when you’re testing, when you take the biological testing, exactly what are you testing for? Is it from the 14 antimicrobials on your list?

(Alicia Nogel):	I’m going to defer that to Bruce and Dave. Are you still on the line about the NAHMS biological samples?

Dave Dargatz:	Sure. This is Dave, happy to respond to that. As far as antimicrobials that we look at, typically what we’ve been doing is mirroring the antimicrobial panels that’s used in the National Antimicrobial Resistance Monitoring System or the NARMS system.

	So that system again takes those (unintelligible) from the swatter collections as well as from the retail meats as well as from the human clinical cases and looks at a panel of usually about 14 different antimicrobial drugs. And typically what we’ve been doing in our NAHMS study has been to mirror the current panel that’s being used in the NARMS program.

(Don):	Any response to (Marianne’s) question about getting a copy of the plan?

(Alicia Nogel):	I need to check that through the secretary’s office. So I’ll follow up with them tomorrow and if I’m able to share that with you I’ll share with (RJ) and get it to you.

(Don):	Great, thank you. Other comments, questions? (David)?

(David Smith):	This is (David Smith). In your research plan you describe a few things that are part science questions I think about resistance and mechanism and so forth. One of the comments that I heard from Dr. Flynn was you’re interested in the drug use practices. And so I wonder if there’s research planned that addresses more of a systems approach to - of the reason why antibiotics are used in livestock production.

	So as I’ve moved to the southeast United States I recognize that production systems have a big influence on the disease outcomes and why we might need to use antibiotics or how they play. And so it seems like there might be some research questions about how those systems influence what seems to be prudent or not or what’d be the impact of removing a use on at least some socioeconomic circumstances.

(Alicia Nogel):	That’s a really good observation Dave and what I’d say is to me how we address that is through the good solid collaboration that we make sure that we have between the different agencies because as you know some of these questions would be best addressed through traditional surveillance kind of activity. But some of these others that might require a little more in-depth or targeted look might need just more intensive sampling. Those could best be accomplished through more of a traditional research kind of environment.

	So in my mind I really think that while we may not have specifically identified a system approach research on antimicrobial use in the plan, I think that’s the kind of thing that naturally evolves over time. And as you’re evaluating your surveillance you just identify hey, we have some more very specific questions about this that we can’t answer through a traditional surveillance approach and we need to rely on more traditional scientific research.

(Don):	Well I agree with (Annette). She brought up earlier the educational and outreach piece. And I just think that’s going to be a key with anything - with this plan, is that somebody’s going to have to get out there and talk to producers, veterinarians - practicing veterinarians. Probably have the opportunity in the fall to go to U.S. Animal Health in Kansas City and do some presentations there to that group.

	Probably some opportunities with ABMA so - and I know you’ve engaged probably all these stakeholders but I think the key is going to be the grassroots type activities that you do as time moves on and as the clock keeps ticking on guidance 213.

	Bill you did just that with our meeting with large animal veterinarians in May and April. Even though you weren’t able to come you were on the phone and that presentation there which was well received. So I think those are going to be key activities.

Elizabeth Conley:	One of the things I would - as you look at stakeholder input, it’s always easy to put out a federal registered notice or a request for information that only those of us who are geeky enough to stay around D.C. actually pay any attention to. I would recommend - and especially as related to new areas whether it’s surveillance - increased surveillance or increased data collection that you consider having some sort of a stakeholder advisory group.

	And I don’t know if it needs to be a FACA group or how you can do that within the FACA rules but that if you get stakeholder agreement on the right objective, how to design a surveillance system or whatever to achieve those objectives, you’ll probably be very surprised at the cooperation you’ll get in people helping you find farms to go to, find veterinarians to work with. But the upfront agreeing on objectives in design is going to buy you the cooperation down the line.

(Don):	Bill?

Bill Flynn:	Thanks (Liz). I think that that’s a very good point. I think it’s what we very much have in mind. The stage we’re at right now we’re continuing to work sort of in this inner agency process. We’ve been trying to develop some plausible approaches and I think at least our current thinking would be then once we have some approaches that the agencies involved think this is at least theoretically possible or things that we can then bring in and clearly particularly if the core of this is going to be a voluntary and it’s going to rely on the cooperation of the key stakeholder groups, producer organizations, producers and others.

	Obviously it’s absolutely critical that they have engaged in that process in terms of how the process is developed. So I think that is one thing we’re certainly thinking about. I think we’re getting closer to the point where we’d like to engage in that kind of discussion and we’re going to have to work through some of the FACA advisory committee kind of issues but it has a next step.

	I think it’s going to be critically important to get input on the key stakeholders like folks involved here today on what some proposals or approaches look like and get that input and then maybe ultimately a step after that might be a broader public input too. I think ultimately we probably need to do that but I think an interim step would be getting some input from the key stakeholders that are going to be likely most directly involved in whatever it is we come up with.

(Don):	(unintelligible).

Man:	I’d like to echo what (Liz) said. Last year I went out to (unintelligible) South Dakota year round one of those areas about 250 miles, drove up there, stayed overnight and gave them a three minute or less lib on what the swine practitioners felt about the federal registered things. And I felt as I said in the room, it was an overwhelming resistance to what you wanted to do. In other words, put the FDs in the hands of the veterinarians.

	It was troublesome for a lot of feed dealers. That’s going to be troublesome for producers. They wouldn’t be able to floor stock certain products anymore because they just didn’t want to carry it because no one could get an FD. But my concern was after I left, has there ever been a summation of those meetings that you came up with that it changed anything that you wanted to do?

	A lot of people drove a long ways to put their input in but there was no wrap up that came later and I agree totally on this federal registered stuff. It’s usually our swine practitioner organizations that pick up and it’s in the federal register. And it’s not your fault but that’s how it’s listed but I don’t sit and read the federal register on a monthly basis. But if you’re going to have input from people I think you’ve got to get back to them.

(Don):	Bill?

Bill Flynn:	That’s fair enough criticism. Yes I think we could’ve done - we have put out a summary and perhaps that’s something we should’ve done and certainly we can still do that. It has made a big difference. I think we’ve continued to try to reach out to different groups.

	As an example just a week or so ago ABMA hosted a session which was basically kind of a table top session where the different commodity groups were represented and we just went through some exercises looking at practical issues, many of which were issues that were brought up at the listening session. And so we are taking numbers seriously trying to figure out ways to make it as workable as possible.

	Clearly one of the challenges is coming up with a set of requirements that’s written in such a way that can broadly account for because of the problem - one of the challenges is that we’re dealing with a huge spectrum that runs from, you know, the back yard, the 4H-r all the way up to the multi state integrator. And you have to come up with a set of rules that generally applies to everyone because you can’t just carve out certain requirements that apply to one but not the other.

	So clearly there’s a huge amount of variability within that spectrum and trying to come up with a way to accommodate those practical concerns. I think we’re making some really good progress. I think we had some really good feedback and I agree. It’s a challenge to reach out to everyone beyond the beltway of D.C. We’re trying the best we can to do that.

	The reason we participated in those meetings was that we could be able to get out there and get some direct interaction with folks but it’s really hard to reach out to everyone and make connection. We’re trying like you said working through the national association as best we can at least as a conduit.

	So in any case we’re - we’ve got public comments in the docket that we’re considering. We’re getting the comments and basic issues that are raised at the listening session and then we’re having some of these follow up discussions like the one that ABMA hosted which are working through some of the practical issues as well and trying to take all those things into account in terms of developing what the final will look like.

(Don):	(Marianne).

(Marianne Knevel):	You said it’s not going to be released in the federal register so there won’t be a public (count). Can you go over exactly how this is going to release what the process is?

(Alicia Nogel):	Yes. So at this point our expectation is that it’ll be what - we’re calling it a soft release at this point. So the expectation would be that we’ve developed a rollout or release plan where we’d engage directly with some of the stakeholder groups that we identify, share the details of the plan with them and this would be both internal and external stakeholders then we’d put it out on the website and then we’d start having this (unintelligible) process moving forward to get any kind of feedback or thoughts.

	During the break (Marianne) I talked about it might be wise for us to clarify a process for how we will receive feedback after we release it. And I think that’s a really good idea and I’ll make sure to follow up with the folks who are working on that plan to make sure we have some clear instruction and a process for how we’ll receive feedback from the groups that maybe we aren’t able to talk to during that specific rollout period.

Elizabeth Conley:	I have one follow up comment to that too because previous issues that have come up and they’ve had listening sessions and meetings, they tend to be held in D.C., New York and L.A. And for those of us -- and remember I’m a producer -- for those of us in the heart of the country that have the most livestock it’s not very convenient to go to a listening session. I strongly encourage you to have those located in regions where people that this directly affects can attend.

(Alicia Nogel):	Thank you.

(Don):	Are you planning on having any sessions?

(Alicia Nogel):	At this point we don’t intend on having any listening sessions around the AMR plan.

(Don):	Other discussions on this topic? Dave and Bruce you’ve got anything? You still there out in the ether world?

Man:	I don’t think anything from here.

(Don):	I see a few recommendations floating to the top that we can consider if we have time today which we probably will and maybe at least develop a framework of some. There’s been some suggestions here. Does anybody else on the committee have any thoughts? Okay well then Bill, (Alicia), Dave, Bruce thanks for being with us.

(Alicia Nogel):	Thank you everybody. I really appreciate the chance to come here (unintelligible) information on our plan with you. (RJ) knows how to get a hold of me so if there are any follow up questions please don’t hesitate to get those to either myself or Dr. Flynn or others here in USDA through (RJ). And concerning getting you a pre-released copy of the plan I have a meeting with some representatives in the secretary’s office tomorrow morning and this will be one of the specific questions I ask. So I’ll get an answer to you very shortly on that.

(Don):	That’d be great. Thanks a lot of (Alicia). Thanks Bill.

Bill Flynn:	Thank you for putting us in this (unintelligible).

(Don):	You’re welcome, good to see you both. I think probably what we’ll do is we could launch right into the foreign animal disease zoning issue. Dr. Kelly Rhodes is here and we could probably start that early. And the plan would be to break for lunch at 12:00 P.M. assuming that fits in with the timeframe of her presentation and then continue on with the afternoon at 1:00. So Dr. Rhodes I guess I’ll let you introduce yourself. That’s what we’ve been doing so - and thanks for being with us.

Kelly Rhodes:	Thank you very much for having me. Is this working? This is better?

Elizabeth Conley:	Yes it’s better.

Kelly Rhodes:	So I work for veterinary services -- USDA APHIS -- and I’ve been working closely with counterparts in the Canadian food inspection agency on this initiative we’ll be discussing today and I feel a little ridiculous holding the microphone like this. I have a background in risk assessment and epidemiology. I’m also a veterinarian certified in preventive medicine.

	Okay. So the topic for discussion and for your deliberation this afternoon or this morning is recognition of zoning for foreign animal disease, FAD control in the United States and Canada.

	A little overview on the presentation, this initiative has been going on since 2007 so there’s considerable background. The meat of what we’d like to talk about today would be the guidance framework but we do need some background first.

	A little overview on the principles of zoning, the timeline of the initiative from 2007 to now and the various components that underlie the guidance framework and then get into the guidance framework, the objectives of it, the principles and approaches and the various components, the nuts and bolts of it.

	Background, first what’s zoning? The world organization for animal health or the OIE has a long drawn out definition of what exactly a zone is. Basically you can break it down into five parts. It’s a clearly defined part of a territory that contains an animal subpopulation with a distinct health status for a specific disease for which it’s controlled by security measures identified and this is important for the purpose of international trade.

	There are essentially two applications of zoning. The first is recognition of animal health status that’s also called in the USDA world regionalization and the second is for disease control and eradication of an outbreak. So countries might create zones within their borders as part of the long term disease eradication plan or immediate control of a disease outbreak.

	In the U.S. we’ve done both. An example of long term would be the bovine tuberculosis zones in Michigan and then of course we’ve zoned over the years for emergency control eradication diseases such as highly pathogenic avian influenza and newcastle disease.

	Canada and the U.S. both have very highly developed emergency response plans for control of foreign animal diseases. They differ - they’re similar in many regards. They differ in a few. On the last Canada model and you’ll see in the center the affected premises are confined with an affected zone as a secondary zone. They call it a restricted zone outside of the security zone and outside of that there’s a free zone.

	So the concentric circles, altogether what they call the primary control zone or we call in the framework document the area central and everything else outside of that is considered the free zone. The U.S. model is a little bit different but again we have infected premises contained within an infected zone which is surrounded by what we call a buffer zone which is equivalent to the restricted zone in Canada.

	And then outside of that there’s a surveillance zone. One of the differences between the Canada model and the U.S. model is that the surveillance zone in the U.S. model is actually part of the free area versus its equivalent in the Canada model in the security zone which is within the primary control zone.

	Why do we need a foreign animal disease zoning initiative? The United States and Canada engaged in a very high volume across border trade in live animal and in animal commodities. For example in 2013 trade and livestock alone across the border was approximately $1.7 billion. There’s also close interactions between numerous agricultural entities on both sides of the border.

	An example would be the swine and pork industry. Foreign animal disease outbreak in either country has the potential for major economic losses in both countries both due to the cost of controlling the outbreak but also to the blockage of trade in the associated economic impact and industry disruption.

	Also one of the reasons for this initiative is response to stakeholder interest. There’s been interest expressed on both sides of the border in establishing formal mechanisms to limit impact of foreign animal disease outbreak on trade between zones that remain free of the disease.

	So the purpose of this foreign animal disease zoning initiative is to establish parameters and agree on measures necessary for recognition of disease controlled zones in each country’s territory before an outbreak occurs so that we can limit disruption and impacts on trade.

	Timeline, I mentioned that this initiative started in 2007 when CFI and APHIS met to discuss zoning for FAD control and the trade implication. We exchanged information on how - on emergency response and on our zoning procedures and discussed the potential at that point for trade to continue or resume between disease-free zones in the event of foreign animal disease outbreak.

	The following previous models that both countries have used for the European Union, we decided that we should start with an evaluation of the veterinary infrastructure and the zoning capabilities of both the U.S. and Canada which we did from 2000 into 2012.

	A little side note, in 2011 the FAD zoning project became an initiative under the Canada/U.S. Regulatory Cooperation Council or RCC. I’ll talk about that a little more in just a moment. Based on the evaluations in 2012 the U.S. and Canada entered into an arrangement for mutual recognition of foreign animal disease zoning decisions which is essentially Letter of Intent. And in 2014 we published the guidance framework for implementing that arrangement.

	Word on the evaluations that APHIS and CFIA conducted fundamental considerations for the evaluations with organization infrastructure and legal authority of the veterinary services, livestock demographics and traceability as they’d apply to foreign animal disease response, surveillance and diagnostic support capabilities and of course contingency planning and zoning practices.

	Both evaluations came to the conclusion that the official veterinary services of the other country could establish and maintain an effective foreign animal disease control zone and protect animal health outside the zone. And further the official veterinary services could provide accurate and valid certification as for the origin of the animal and animal products whether they come from inside or outside of the control zone.

	The Regulatory Cooperation Council which the foreign animal disease zoning project was (unintelligible) under in 2011 was a presidential initiative launched by President Obama and then Prime Minister Harper in 2011 as a way to increase regulatory transparency and coordination between the U.S. and Canada as one of 29 such initiatives under the first round of the RCC.

	We were required to put together a work plan for this initiative which had two action items. The first was an arrangement for the recognition of zoning decisions in the event of a foreign animal disease outbreak. And the second was a guidance framework for actually implementing and maintaining that arrangement.

	So the first action item, the arrangement, is about a declaration of intentions whereas the guidance framework is actually how we intended to do it. Based on the outcome of the reciprocals evaluations the U.S. and Canada signed on to a zoning arrangement on October 22, 2012.

	The zoning arrangement again was a formal declaration of the intent for each party to recognize the other’s decisions to establish, maintain and release a zone for foreign animal disease control and eradication. The zoning arrangement lays out certain basic conditions for zoning recognition including ensuring a move or standstill, adopting and stamping out or other control policy and providing a written description of the control zone and the response measures.

	The arrangement also provides for continuation or resumption of trade as normal outside of the zone but that trade may be contingent upon either receipt of additional information, perhaps epidemiological information of surveillance data and it may be subject to additional testing or certification requirements as needed to mitigate risk. Finally the arrangement calls for APHIS and CFIA to develop a guidance framework for implementing itself.

	The guidance framework, the draft framework, was developed over the course of a couple years by a bilateral working group with subject matter expertise in import and export zoning emergency response. It’s restricted to scope to highly contagious foreign animal disease in domestic livestock that otherwise the scope of this project would be absolutely huge.

	So it doesn’t pertain for example to diseases such as EFC not being highly contagious disease and it doesn’t pertain to endemic diseases or to aquatic species, pets, wildlife or laboratory research animals. APHIS made the draft framework available for public comment via a federal registered notice on May 13 of this year. CFIA published it on their agency website in June. The commentary for the federal registered notice closes on July 14.

	The objectives of the framework are to establish an operational plan for APHIS and CFIA to recognize each other’s zoning decisions for FAD control in accordance with the arrangement. Secondary objective is to establish a structure from the obtaining arrangement into long term and making sure that isn’t lost in bureaucratic oblivion. And a third objective is to establish strategies to engage APHIS and CFIA with other governmental and non-governmental stakeholders in order to be able to effectively implement the arrangement during a foreign animal disease outbreak.

	Guiding principle framework or shared responsibility, cooperation and building credibility, shared responsibility because preparing for and limiting the negative impacts of a highly contagious FAD outbreak in either country is a concern shared by APHIS, CFIA and numerous governmental and non-governmental stakeholders.

	Cooperation because of ongoing cooperative effort between APHIS, CFIA and other stakeholders in both countries is going to be necessary to maintain the arrangement over time and credibility because in-depth knowledge of and trust in the foreign animal disease management practices in both countries and zoning practices is critical to the credibility to the arrangement among stakeholders and also supports good decision making during an FAD outbreak.

	There are few essential definitions - there are a lot more definitions in the framework but these are the critical ones. Partner country is a country that’s a signatory to the zoning arrangement. That’d be either the United States or Canada. That’s different from the affected country which is a partner country within which the foreign animal disease outbreak has occurred.

	And then finally area of control which is the geographic region containing the foreign animal disease outbreak. We had to coin this term for the purposes of the arrangement and the framework because we use different terminology in CFIA and APHIS and we need to be able to refer to a single area of control. The CFIA uses primary control zone. APHIS uses control area and then we have other in the arrangement that actually references a disease control and eradication zone so the purpose of the framework we say area control.

	Part 1 of the framework talks about implementing the arrangement and this again is the nuts and bolts of it. The first step is initial notification of an outbreak and the framework specifies that the U.S. and Canada will notify each other of any and all confirmed detections of a highly contagious FAD in domestic livestock.

	At that point the partner country -- the country that’s not affected in theory -- may initially take appropriate action to safeguard the animal health in its territory by prohibiting importation of animals and commodities that could be affected or infected or otherwise carry the agent.

	Step 2, notification of an area of control that’s in action by the (CBO) of the affected country. There’s a form in the framework that’d be used to gather information on the disease agent, on the outbreak on the response policy and also to have the affected country provide a detail -- not a description -- of the area controlled boundaries.

	Using this form it also serves as an invitation from the affected country for one or more qualified staff member of the partner country to embed and monitor the outbreak response. The (CBO) of the affected country must certify that the information on this form is accurate and complete.

	Step 3, recognition of an area of control is an action by the (CBO) of the partner country. He or she would review and counter sign that form thereby recognizing that that’s an established area of control and allowing step 4, trade between disease free zones.

	There’s the provision that the (CBO) of the partner country can request additional information before counter signing. And then step 5, once the outbreak has concluded release of an area of control again using the mandatory form and (CBO) certification and country signature.

	In the framework as I mentioned there are provisions for the partner country to monitor the outbreak response that’s going on in the affected country the designated liaison that’d actually embed in the outbreak response structure. These liaisons would receive all notification and participate in briefings and monitor how the response and the disease control measures are progressing.

	The framework touches briefly on communication to both APHIS and CFIA have detailed internal and external communication plans for - in the event of a foreign animal disease outbreak. The framework basically says that each country will follow those plans.

	And then finally under the implementation section there’s a subsection of extenuating circumstances. So APHIS and CFIA, based on our historical knowledge anticipate that most foreign animal disease outbreaks in our country will be small, focal and within the resources of the affected country to contain through zoning. However there’s the potential -- hopefully rare -- that a widespread multi focal or rapidly progressing foreign animal disease outbreak could temporarily overwhelm the resources of the affected country to control through zoning. That’s what the extenuating circumstances section is about.

	In those circumstances it could require considerable time to make sure that the control area and area of control is effectively established to determine what exactly - which are the areas that are affected, which are the areas that aren’t and then to put that area of control in place and through its integrity.

	So the framework specifies there have been no circumstances. The (CBO) of the affected country would initiate monitoring by inviting the designated liaison but wouldn’t request recognition of the zone - of the area of control until two incubation periods have passed with no new cases outside of the affected zone. The two incubation periods is based on a standard in the terrestrial animal health code put out by the OIE.

	The (CBO) of the partner country may elect not to counter sign and recognize that area of control until he or she determines to their own satisfaction that the area of control is effectively established. Finally the (CBO) of the partner country may elect to conduct a cost benefit analysis before signing. If it’s a widespread outbreak they may want to waive the cost benefits to our industries versus the losses trade from other third countries and the loss of trade with Canada.

	Part 2 of the framework began as maintenance so that it doesn’t get lost from corporate memory. The first committee established would be the steering committee under the framework which is composed of senior level representatives of APHIS and CFIA. This committee engages at a high level. It’s responsible for decision making and approval of researches and also primarily responsible for preserving the concept and the intent of the arrangement, also responsible for promoting stakeholder engagement and participation in implementation of the arrangement.

	The terms of reference for the steering committee are included as an appendix in the framework. The secondary level would be a working group. Hello? Back online. So the second level would be the working group again composed of CFIA and APHIS staff but they’d have expertise in zoning and emergency preparedness and response, import/export and other disciplines as needed.

	This group would engage directly with stakeholders to develop strategies and resources to implement the arrangement during an outbreak, also responsible for maintaining and keeping current underlying evaluations of the arrangement and the framework itself. Again terms of reference are included as an appendix in the framework.

	Finally under the maintenance section there are projects which are specific activities, plans or tasks that are led by the working group (unintelligible) credibility and facilitate implementation of the arrangement, taking into account existing opportunities and venues. An example of the project might be joint fostering drug participation across border foreign animal disease exercises and include zoning recognition.

	These projects would be identified in consultation with other governmental and non-governmental stakeholders. It’s important to note that the framework has no resource obligation in it so the ability to undertake these projects is contingent on resource availability and to tie into existing venues and opportunities. It’s also important to note that since there’s been considerable stakeholder interest in this initiative APHIS and CFIA would encourage other stakeholder groups to conduct their own activities in support of zoning recognition.

	We included part 3 in the framework, the stakeholder engagement part because stakeholder engagement is truly essential in realizing the intent and purpose of the foreign animal disease zoning initiative. We find trade between disease free zones during the foreign animal disease outbreak will require the support of state preventional tribal government industry, lots of different stakeholder groups and objections by any of these entities may create delays or obstacles that’d then disrupt trade and lead to economic losses.

	APHIS and CFIA have presented on the concepts of the foreign animal disease zoning initiative in multiple venues over the past three years including regional and national USHA meetings at the cross border livestock health association, lots of other places. We found that stakeholders are very interested in this initiative. A common theme, a common feedback that we’ve received from is the need for APHIS and CFIA to partner with and to consult closely with industry provinces and states as we - and other stakeholders as we move forward with this initiative.

	The stakeholder engagement part 3 of the framework contains a basic communication plan. This will probably be tailored to meet the needs as we move forward but it does require an annual solicitation of stakeholder feedback on existing projects and priorities as well as proposals from stakeholders for additional projects for consideration under the framework.

	We would engage in additional communication as needed through webinars, town hall meetings, conference calls, multiple other pathways and also provide updates on the projects using established forms. The frequency of communication aside from the annual solicitation will again depend on the needs of individual projects and also the degree of stakeholder interest in the initiative and in given projects.

	The framework contains a basic target audience. This isn’t meant to be inclusive but you can see we have livestock and meat trade associations there, farmers associations, animal health officials that multiple different levels, tribal and original groups and then of course other public officials, agencies and in some cases the general public.

	That’s the end of my presentation. We did have some questions for this group or some points of deliberation. We’re interested in hearing feedback on the strengths, weaknesses, value and feasibility of this initiative and of the framework itself. It’d be - we have some ideas but it’d also be very valuable to hear from you all from potential issues or points of controversy among your constituent industries and advice on how to address those.

	If you have recommendations on actions that APHIS and CFIA can take to promote acceptance and support among state and industry stakeholders of this initiative that’d be wonderful and then finally a solicitation for projects under the framework for 2014-2015 fiscal year focusing in on tie-ins with existing venues and planned events. I hope we haven’t put anyone to sleep. Questions now.

(Don):	Thanks Kelly. (Wayne)?

(Wayne Cruser):	Yes Kelly, (Wayne Cruser). Will the zones change according to the disease that’s found or the (unintelligible) at all? The foot and mouth disease, will there be bigger zones?

Woman:	(Wayne) I don’t think we can hear you.

(Wayne Cruser):	For foot and disease, will there be bigger zones for (unintelligible) or something like that, are they the same zones for all the diseases?

Kelly Rhodes:	There are basic zone sizes with minimum standards for the radius of the inspected zone and of the zones outside it but the size of the zone itself would definitely change depending on the circumstances of the outbreak because the zones themselves are set on - based on not just the nature of the disease or the disease agent but also where the epidemiologist think that disease may have already gotten to, where it came from. Other epidemiological characteristics that might be - travel via wind, animals, basic answer to your question, the size of the zones will change.

(Don):	Just a point of clarification Kelly on what we currently would do if a country - what we currently do if a country has foot and mouth diseases. We don’t allow imports from that country.

Kelly Rhodes:	If I’m understanding your question it’s if a country has FMD and we haven’t evaluated them for any other status as opposed to infected with FMD, yes we don’t allow livestock or fresh meat, fresh beef. There are in the regulations certain mitigating factors for cooked product that could come from an FMD infected region.

(Don):	But we do have a precedent for allowing imports from certain free zones in countries for example Brazil where we allow right now product and animals from one state in Brazil, Santa Catarina. Is that correct?

Kelly Rhodes:	Yes. APHIS conducted an evaluation of Santa Catarina not just for FMD but for CSF, ASF and FCD and (unintelligible) and found that Santa Catarina was free of those diseases, just that state within Brazil. And in publishing a proposed ruling on a final rule to recognize that zone within the country free enabled them to send livestock of all sorts as well as fresh meat to us.

(Don):	Right. Thank you. And so to follow that along further, let’s say there was a scenario where there was an infected - we’ll say Canada because they’re less to have foot and mouth disease in most scenarios anyway than North America so we always blame them. Canada has an infected farm in Saskatchewan across the border from Montana where (Gil) is and (unintelligible) farms. And a control zone is set up in Saskatchewan but the rest of the country is considered to be free. So once the dust settles this proposal would allow movement from other free areas of Canada into the U.S. but not that control zone.

Kelly Rhodes:	Once the control zone was shown to be effectively established and the zone boundaries - the integrity of the zone boundaries was confirmed. Again FMD is - well it’s a disease of itself. It’s a little bit different than most of the other FADs that we consider under this framework. So with that disease that’s specifically what the extenuating circumstances of the framework is designed for.

	We’d not be rushing into resuming trade with disease free zones in that case but to answer your question yes. Once that zone is effectively established then trade could resume from areas outside of that zone.

(Don):	Thank you. I’m sorry to be so long winded.

Woman:	So a couple of questions. One is that it states expert health certificates for either animal (unintelligible) need to state that animal (unintelligible) doesn’t reside in a path through an established area of control. And my expectation is that at some point we may be lifting entire states as control zones to start there. And so is there any opportunity for a need for products that are in refrigerated trucks as an example move under seal through what might be a controlled zone state if it’s an entire state, as an example through Minnesota if it were a controlled zone to get on up to Canada?

Kelly Rhodes:	I think that’s something we’d have to consider on a case by case basis. As you tagged on to the idea obviously it’s to make sure that there’s no avenue for spread of the disease from the commodity that’s being exported. So if the importing country was willing to accept those mitigations then that might be possible.

Woman:	And then the second question I had is whether it’s the (CBO) at the prevention level or the other state animal health official. How do they tie into this plan? And the reason I ask is that USDA zones in California weren’t accepted by Iowa. So the state officials and the (CBOs) at the (unintelligible) level may or may not accept it and what’s the plan for that.

Kelly Rhodes:	Again a very good question. This is part of why we made our stakeholder outreach and stakeholder engagement and we need that component of building credibility in this arrangement because the state officials and other animal health officials in our country do have the ability and occasionally do exercise that ability for not accepting the federal zones.

	So we’d again most likely need to deal with that on a case by case basis. But in laying the groundwork for this and attempting to building the credibility and the acceptance by state and prevention and tribal veterinarians as well as other industry and stakeholders that’s really the first step.

(Judith McGary):	This is (Judith McGary), really a process based question. I’m trying to wrap my mind around if there be any role for a public notice and comment procedure here. I saw mention of a working group but if you could explain about dealing - not specifically with foot and mouth disease but any given disease outbreak. Would there be a role for the public to be involved in the decision and how does that compare to our current procedures?

Kelly Rhodes:	Just to clarify your question is regarding going forward if there were to be a foreign animal disease outbreak in the future can we handle it under this arrangement? Yes.

(Judith McGary):	How does that compare to how we’d handle it now in terms of process?

Kelly Rhodes:	The basic answer to your question is no there wouldn’t be a role in the actual implantation of this arrangement for at the time that we were doing the exchange of information and the zoning recognition for public comment there is an opportunity now.

(Judith McGary):	On this agreement?

Kelly Rhodes:	On this framework. And if there are suggestions as to how we need to change it to make it better, more workable, more acceptable, we’re open to those suggestions.

	The way it occurs now, if there were for example an FMD outbreak in Canada and we were to follow our regionalization plan that’s in the regulations present, we’d most likely close the border to everything in Canada until we could put out - we’d put out an interim role that would essentially prohibit the importation of any commodities that could be affected by or carry the disease and then that’d remain in place until we had an opportunity to assess the risk and then we’d need to put out another proposed rule and go forth from there. And it’d be take a very long time and quite a few industries and partners would probably be out of business by that point.

(Judith McGary):	Thank you.

(Don):	Has anybody from the committee heard back from stakeholders because we’ve had this document for I think about a month now. Any feedback positive or negative from stakeholders on this proposal?

Woman:	(Don) that was kind of implied by my previous question. Our folks are concerned about the lack of public comment and noticed some comment and ability to get involved to address this specific situation.

(Don):	And the public comment closes in July?

Woman:	Yes. What I mean by that actually I think we (unintelligible) to her answer. There’s public comment on this agreement and that’s one thing. But then it once it sort of - I get the sense that we’re handling the agencies including Canada’s agency which doesn’t have a responsible (unintelligible) producers a bit of a blank check. So we get to comment now but if and when there’s an outbreak - there’ll be outbreaks. When there are outbreaks or whatever diseases there are it shuts the door to the ability of our stakeholders to be involved at that time and address the specific situations and concerns of any given disease outbreak.

Kelly Rhodes:	So I’ll point out that this is - this concept isn’t new between the U.S. and Canada. We’ve essentially been accepting administratively for some years their zones for HPAI and allowing free trade between the unaffected regions of the country and partly because for example if you have an outbreak in Frazier Valley, British Columbia it doesn’t make a whole lot of sense to restrict trade from Newfoundland for eggs and poultry products.

	They in turn have been recognizing our zones that we’ve placed for the control of (unintelligible) administratively. So there’s precedent for what we’re suggesting for. In a lot of ways this is just simply formalizing that mechanism.

Woman:	Would the example you gave me be completely non-objectionable? I looked at them closely enough and I certainly haven’t run it by my stakeholders -- the fee for that -- but my concern is it’s one thing to do it for this disease where the situation presumes. It’s another thing to just decide that we’re moving ahead and we’re moving the ability for our folks to comment on that on different diseases and different situations.

(Don):	(Gil)?

(Gil):	Is this the first compact that USDA has entered into in this and then is it being planned to use it as a template for other compacts between a trading partner?

Kelly Rhodes:	The U.S. and Canada has had in place for some years now an agreement for avian influenza which isn’t quite the same as some of the similar components. This is the first type with its arrangement and framework for zoning recognition between the U.S. and Canada.

	We do have in place something similar that was done through our regulations for classical swine fever in the European Union. The same basic principles were if there’s an outbreak of classical swine fever in European Union they’d place their zone and we’d recognize their zone is off limits for export but the areas around it could still export to us.

	As far as moving forward and looking at an arrangement framework with other countries there’s interest on the part of the quad countries. Australia and New Zealand and the U.S. and Canada are the quad countries. And there’s been interest expressed by other countries around the world. We’re not in a hurry to enter into this type of agreement with those countries to the best of my knowledge.

	Keeping in my place, this type of arrangement is based on evaluations of veterinary infrastructure and emergency response capability. And if we don’t come to a favorable conclusion on those we can’t proceed with the arrangement. Does that answer your question?

(Gil):	Yes. I’m trying to understand what is compelling of why we need to do this and whether it’s restraining our abilities - sovereign abilities in the future. And other than the President has directed to do this with Canada, do we really have a compelling reason to go ahead?

Kelly Rhodes:	Okay. Well setting aside that important fact, the most compelling reason is again to formalize the mechanism that’s already in place because it’s been to both Canada and the U.S. as an advantage to have this recognition administratively for HPAI and for the (unintelligible) potentially for other diseases. But administrations change and that sort of handshake agreement may change with them so putting something in place to preserve that is important.

	For other diseases we also consider it important primarily for the economic impact because if we were to follow our regionalization processes that are in the code of federal regulations right now, we could potentially disrupt trade across the entire border or certain segments of the border for years before we recognize Canada as free of a disease if they were to have an outbreak.

	Now I think I mentioned there’s - integration is probably too strong a word but there’s considerable industry back and forth across our joint order. Those industries can probably possibly sustain maybe - four to six weeks maybe of a disruption of not being able to ship their animals with their products but you get beyond that and they’re out of business. So it’s a large concern for us and that’d be the driving motivator for this type of arrangement.

(Don):	Dave? Did you have a follow up (Gil)?

(Gil):	I can or I can wait.

(Don):	Go for it.

(Gil):	Well the issue of BFC comes to mind. Of course that’s all on - all by surprise, the veterinary establishment and us as producers. And the process of - the process of locating imports from Canada’s live animals were quite messy politically but it did work. And I just worry that entering into this type of compact might restrict our options as producers to fight for our right and protection of our segment of the industry.

(Don):	(Dave).

(David Meeker):	This is (David Meeker). My stakeholders do a lot of international trade and have been negatively impacted many times by trade restrictions disguised as animal health concerns. We believe - we support this very strongly and we believe any trade restrictions beyond what’s necessary for animal health are simply trade restrictions.

	I agree with (Gil’s) bet. In the beginning it was a BFC, the blockade that apparently worked but it went on many years beyond what was necessary, disrupted trade and just became a political thing instead of a scientific thing. It’s time we -- particularly in Canada states -- it’s time we treated allies as allies and not enemies in trade.

(Don):	(Gil)?

(Gil):	We have to remember that some segments of the industry profit from trade. Other segments of the industry simply carry the liability. And so we want to have a different interpretation about whether it’s - we actually in the end we’re adequately protected by our blockade in Canada. Of course we’d also add that even if you don’t trade with Canada directly, it raises all boats.

(Don):	(Liz).

Elizabeth Conley:	We’ll get off of that. Our (unintelligible) health committee looked at (unintelligible) and one of the things that -- and I’m going to read this to get the point right -- is they had concerns that the definitions for highly contagious FADs led them to suspect that broad powers implemented in the case of a new non-regulatory disease with production losses.

	And so if the true intent is to only put this in place with the traditional FADs and concerns it should be defined whether it’s the OIE list or whatever because the way it’s defined now, things like (unintelligible) and circle virus and other diseases that we’ve had in the past couple of decades including as well as PED now would’ve fit that definition. And so a definition of - and I know there’s always the (unintelligible) disease to be named sort of thing but I think that’d help focus the scope a little bit. Okay thank you. We actually went back and forth and forth and back on that very point. Thank you for your input.

(Don):	Any other comments on this? Do we want to revisit this? (Marianne) I just going to just say do we want to revisit after lunch but...

(Marianne Knevel):	Quick question.

(Don):	Sure. Go ahead.

(Marianne Knevel):	You did mention there was one caveat in there where if there was an economic sanction let’s say determined to be detrimental to the country. For instance if they did have FAD in Canada, maybe it was a very small that they were able to contain but just the idea if we allowed trade with Canada we might possibly lose some of our export markets. So is that what that’s for and that’d be used?

Kelly Rhodes:	Yes. That’s exactly what that’s for.

(Don):	(Wayne)?

(Wayne Cruser):	Yes. I’m from the center part of the United States and there’s a tremendous amount of hog trade that goes back and forth over the borders. And I want to see that trade going because - for a lot of reasons. It’s robust. Now I too feel exactly like (Liz) says, that we don’t start taking diseases that are too common and too ill defined and then that becomes a trade barrier. I think we solved what the trade barrier occurred when we had to have identification of animals.

(Don):	So there might be something in the form of a recommendation there as far as defining diseases. That’s a possibility. There may be others. Why don’t we break for lunch? And Kelly - do we need Kelly to stay with us if we want to revisit this a little bit after lunch? I hate to hold you up but - yes?

Kelly Rhodes:	It’s okay. I’ll be here if you need me.

(Don):	Okay. Well why don’t we think about it at lunch, come back and spend 15 minutes or so trying to formulate whether we want to do a resolution and then you could be there and then we’ll let you off the hot seat. All right?

Kelly Rhodes:	Okay. Thank you all very much for the opportunity here to present even with this ridiculous microphone.

(Don):	Thank you, 1:15, 1:30, what?

Kelly Rhodes:	1:15.

(Don):	1:15.

Woman:	Verizon?

Coordinator:	This is the operator.

Woman:	We need to take a lunch break now until 1:15.

Coordinator:	Okay.

Woman:	Thank you very much.

Coordinator:	Thank you ma’am.

(RJ):	For those on the phone and also for our Verizon transcriber we're going to begin in just two minutes, thank you. We're going to get started now if everybody could come to the table we'll convene, Verizon.

Coordinator:	Thank you, you may begin.

(RJ):		Thank you. Okay we're ready to begin we need our chair.

(Don):	Okay welcome back. I think that we were - we said that we were going to continue our discussion of the zone - Canadian, U.S. zoning issue a little bit more.

	Not a whole lot more but thanks for sticking around Kelly and so let's have at it and decided what we want to do and then move on. I think - well the plan for the afternoon is that we're going to talk with Kelly Rhodes a little bit more about the zoning issue.

	Then we'll probably have about 45 minutes before (Jack Shear) comes back and joins us to talk about non-regulatory approaches. He'll be with us for however long we need. And then we'll probably have some time at the end of the day to continue our resolution discussion.

	Just to get you thinking a little bit about that I think one idea I had was that with respect to the recommendations what we could do is kind of go through the topics that we've talked about and develop some general ideas about where we want to be with recommendations, just categories.

	I mean I don't think we need to talk about specific language like we started to do this morning but - and then what I would ask you to think about is volunteering for a subgroup to work in each of - in one of those five areas or maybe more than one of those five areas if you want.

	And then we'll let the subgroups do the behind the scenes work on the drafting of recommendations and then present that to a full - the full committee later on in the summer in a conference call. So does that sound like a plan?

	I don't see anybody shaking their heads or jumping up or down so, good all right. So let's get back to zoning. Anybody have any further issues, questions, clarification or questions for Kelly? (Gil).

(Gil):	This compact I keep calling it a compact I'm not sure if that's proper termination. What is its legal status I mean will it always stay within the authority of the Secretary of Agriculture or will it be adopted by the bureaucracy that administered the NAFTA trade agreement?

Kelly Rhodes:	At this point it is our intent for it to stay within USDA and under the authority of the Secretary of Agriculture. I can't speak to always because always is a very long time but there is no plans to move it out as of now.

(Don):	Great, any other questions? (Marianne).

(Marianne Knevel):	One quick one, I'm going to give you a little scenario and you may not be able to answer it but just kind of - if some foreign animal disease breaks out and let's say it's in Canada and it's zoned, everyone is happy with the zoning and trade resumes between United States and Canada.

	After that trade resumes and everyone's agreed that it's okay one of our trading partners like Japan for instances says we're not going to trade with you now can you renege on your agreement with Canada because of trade issues?

	I know you had that caveat before you could open the zone but once the zones been open can you go back on it?

Kelly Rhodes:	That is sort of the subject of the cost benefit analysis if we were to do one before opening the zone. We've sort of taken the perspective based on historical knowledge that our trading partners are going to do what they're going to do.

	And we can try to influence that in a positive way but we may not have a whole lot of control over that. The answer to your question, once we start trading from the disease free zones I think we're in it.

	I don't - even if we were to go back and say okay we're going to re-think this we're going to prohibit the entrance, the infiltration of these commodities I would guess that from the perspective of Japan the damage is done because we're started trading.

(Don):	Well can you think of any examples of retaliatory action like that that might have taken place recently? You know, kind of a - I don't know I can't but you're dealing with this more than we are.

(Gil):	(Don).

(Don):	Yes (Gil).

(Gil):	That certainly was the case with BSE. We accepted to bring in livestock from Canada, commingle that with our own herds and then had bans on our exports to Japan as a result.

Kelly Rhodes:	Yes there have been examples in the past but again looking at those there has also been examples from a positive light a lot of countries that did not react to our decisions in a negative way.

	So again I think it comes down to the perspective of our trading partners are going to do what they're going to do. If they're looking for an avenue to prohibit our products they're going to take that if they're not they're not.

(Don):	Yes very true, anybody else? Okay speak now, well good I think you're excused thank you very much that was very enlightening.

Kelly Rhodes:	Thank you all again for allowing me the opportunity to meet here with you and again (RJ) has my contact information so if you have any followup questions please feel free and I'm now exiting the hot seat.

(Don):	You have coined a term that I wrote down that I'm going to use at some point. I love the term bureaucratic oblivion. I'm going to use that someplace I've actually exercised that or, you know, in my previous career I probably relegated certain things to bureaucratic oblivion much to my shame.

	So why don't we - we have about like I said we have about an hour and I think we could use it pretty constructively to address - we could probably address all of the issues that we've heard so far just in a kind of more general way than really getting down to specifics.

	I mean if we have time we can get down to some specifics but what I thought we could do is just go issue by issue, say what do people think as far as - where do we need to be with regard to recommendations just general categories.

	And then is there anybody who would volunteer to work on a small subgroup say two to three to four people on that particular issue and over the course of the next four to six weeks draft a - some recommendations? Sound like a plan? Yes okay.

Woman:	(Unintelligible).

(Don):	I'm not going to let you fall asleep, yes we could probably capture it would you be able to do that?

Woman:	(Unintelligible).

(Don):	Well why don't we start with the issue that we just - that's freshest in our minds and go from there go backwards. Just as a starting point from my point of view what I heard was general recommendation was define - it's actually pretty specific, define the list of highly contagious diseases.

	Yes, no is that a - I mean we don' t have to agree with that but just that's one topic that came to the top of my notes. So can we put that under zoning and that would be one that I came up with or that I wrote down. Other's?

Woman:	One that I wrote down that someone had mentioned was, you know, don't pick the diseases that are so common that they cause trade barriers.

(Don):	Yes, yes, yes and (Kay) the first one was define the list of highly contagious diseases. (David).

(David):	I just have a question. I think (Liz) were you the one that brought that up the idea of having the list? So how would PED virus have been looked at on this?

(Liz):	Do you know if you're doing the OIE list PED would not have been on it. And so I don't know if you have the list and then, you know, other pathogens to be named later if something new shows up but right now if you look at the OIE list it's pretty much classical swine fever, African swine fiver, FMD things like that.

(David):	So from the swine industry how would they have looked at that? But would they have wanted that to have been on the list then a mechanism for it or it should...

(Liz):	You know, actually even now PED has not been a trade issue for us. We have a couple places, a couple - probably a handful of countries that won't take live animals.

	And so that's something that, you know, we'll work through quarantine procedures and things like that but we have no countries that are not taking meat.
	It's endemic in Southeast Asia so it's - well so is the FMD but it isn't yet because it's not on the OIE list it has not been a trade issue.

(Don):	(Boyd).

(Boyd):	Yes I was thinking along the same lines and then I came full circle that this is a Canadian American agreement and the novel diseases we have a history of working to working well.

	We were only on the obligation to add (OIE) type stuff so I think you're suggestion is a good one. At first I was thinking we needed to preserve the opportunity to include some (null's) but not all but this is just limited to Canada.

	And we haven't had a problem with, you know, there's not a program that calls for quarantines and stuff on ones that we're learning about.

(Don):	I think if you look at the - under the - where they requested feedback number three recommended actions USDA could take to promote acceptance and support among state and industry stakeholders.

	I mean I think we could make a recommendation there that they over the next year they attend and speak about this issue to as many stakeholder organizations as they can.

	The port meeting that just happened in Des Moines, was that Des Moines? Yes, the U.S. animal health meeting coming up in Kansas City, the NIAA meeting perhaps regional USAHA meeting I mean there's a whole list of national - NCBA, national milk because all of these organizations are going to be - have a stake in this and they're going to want to weigh in.
	So I think that to me that would be a broad category of recommendation is give them some - let's give them some specific places to go and talk about this.

(Judith McGary):	This is (Judith) I'm following up on (Don's) comment but probably broader would be some - the general issue of a process for public input on an ongoing basis.

(Don):	So you would say that - have - specify a process with public input on an ongoing basis in this?

(Judith McGary):	Yes and I realize that may or may not be something that - if I understand what we're doing right now we're brainstorming on topics not necessarily saying we all agree with all the topics we're coming up with.

	So but I'd...

(Don):	Exactly.

(Judith McGary):	...to put that one on the table.

(Don):	Yes, exactly you got that (Kay)?

Woman:	Yes, sorry that's small.

Woman:	Could I also add that I think in the outreach that they need to do outreach to the national assembly of state animal health officials as well as somehow make sure Canada is communicating or getting buy in from their (prudential) CDO's because a Washington, you know, Central Government heavy plan may not be accepted in states that are going to be affected by this.
(Don):	Yes Montana, North Dakota, South Dakota, Minnesota, Iowa. Other broad categories for recommendation, we've got some good ones here I don't know we don't have to beat this to death.

	So okay who would be willing to work on this and realize that everybody sitting in this room is going to work on something? So please, (Gil) thank you, anyone else want to work with (Gil)? Assign (Boyd).

	Yes I think that's a good idea (Boyd) and (Annette) are you still on? There's another candidate. All right, all right yes well (Boyd) and (Gil) will make a good - is that okay?

	(David), (Dave Meeker) okay there's three, we'll save (Annette) for something else I think we need (Annette) on FMD or something like that. All right so working backwards pull out your antimicrobial resistance notes and let's see what we got there.

	Who wants to start that out? Well number one we'll just have to see if we get a copy. I think, you know, we may get a copy of the plan. I'm not sure how much we can comment on the plan until we see it.

	So they gave us the framework of the plan but we really would like to digest that.

(Willie Reed):	(Don).

(Don):	Yes.

(Willie Reed):	(Willie Reed), yes of course I don't know what's in the plan and I did mention to them that they should really consider using the NAHLN in this because there is go many gaps in our knowledge of antimicrobial resistance and that we have 61 labs that are accredited, they're able to run, you know, assays in a quality assured environment.

	There's certainly a big need for standardization of assays and so this is a resource that we should use. Of course these laboratories are scattered all over the country, thousands of samples coming in everyday, millions probably of culture that are identified each year. It's a valuable resource that we should use.

(Don):	Great that's a first category for recommendation there, good. No matter what the plan says we're going to try to do that yes. (David Smith).

(David Smith):	So this is (David Smith), I'll just add to that that they have plans for outreach and extension and I hope that that includes the extension service and often times it doesn't.

	And if they really want to get this message to the grass roots we've got extension agents, you know, in most counties all over the country and they're often not part of the process.

(Don):	Yes that's a great point that's what extension does right?

Woman:	One of the things I think this group could have great value for is really helping define what the objectives should be. I mean we really - they didn't - I didn't hear in the discussion of the plan USDA's objectives around antimicrobial resistance.

	You know, there was potential tactics but I'm not sure to what goals and objectives those tactics are going to lead to. And so if we look at the value of understanding more about antimicrobial resistance and the whole debate I think it would be really good to have some strong objectives of what it is we're trying to accomplish.

(Don):	Okay we got three, use the NAHLN in education outreach, use extension in others and define what the objective is. I'm not sure I wrote down update the list in 152 but, you know, what I heard from (Bill Flynn) was at least from his agency perspective it might rock the boat to much but I - but that's the FDA perspective.

	So I don't know what do others think of that because you had brought that up right (Don)?

(Don):	I brought that up I believe (Don) I mean really one (unintelligible) it is an important one (unintelligible) but, you know, the list should just be accurate to what is important to human medicine.

	That's all I'm saying and maybe it never needs updating if it never changes but if it does change then it needs to be updated. So I think we're amiss if we don't recommend that we update an 11 year-old list.

(Don):	Agreed.

(Don):	To match the new regulation.

(Don):	Yes.

(Don):	And add a process where it's reviewed every three years or something, you know.

(Don):	Okay great well that's good so we'll put that in there or have the group figure that out. Other points? (Marianne).

(Marianne Knevel):	(Marianne), she never did say and maybe I misunderstood and you can correct me if somebody else took it differently that we had any kind of public comment that they would be taking public comment.

	I mean she said they were going to release it on the thing, they never said that comments would be accepted. Did anybody else take it that way? And so it's still very unclear as to how exactly are they going to take information from stakeholders and utilize it.

	They want the buy in from stakeholders but how exactly are stakeholders supposed to put any input in? That was very unclear to me.

(Cindy):	(Don).

(Don):	Yes (Cindy).

(Cindy):	This is (Cindy), actually after you raised that I heard her say they do not plan to seek public input. So if we feel strongly about that then perhaps now is the time to get that...

(Marianne Knevel):	I feel strongly about that.

(Don):	Yes that's good I got that, that's on the list okay yes, good that's progress here. Yes we will.

Woman:	We got five.

(Don):	You got five? (RJ) is like assigning - she's assigning team members here. Other points on the antimicrobial resistance and this is not to say we - this is not a list in stone.

	If the group decides, you know, a week from now you wake up in the middle of the night and you think, my God why didn't I say that. Well you can still, you know. Good we can add to it. No you can't (Liz) but, you know.

(Liz):	And I think just as something as a group that we should probably discuss is to understand whether surveillance is a research function or whether it belong within regulatory agencies within USDA.

	And maybe it's joint, you know, that there are regulatory pieces that, you know, can help design and even collect samples. But I think that that's with the stakeholders I've worked with the idea of having regulatory agencies collecting data and reporting on them it sometimes makes people a little uneasy.

	So, you know, I can come up with verbiage around that if we work on this together but just kind of capture that thought.

(Don):	I can tell you one person who is going to be on this group. Okay.

(Don Ritter):	So (Don Ritter) here, there is something that wasn't discussed at least that I've heard of is, you know, I think it goes to (Marianne's) question about who is getting samples where is that supposedly APHIS and FSIS have signed an MOU between them to work together in doing back tracing or backtracking or maybe routine surveillance I'm not sure what it all entails.

	But, you know, that needs to be - know more about that I guess I’m not sure that goes into our comments because we didn't really talk about it but and then (Shear), (Jack Shear) may be able to comment on that later I'll try to ask him about that.

	But, you know, like right now there's a big wall between processing plant samples that go - that FSIS takes and then on farm samples fall under the jurisdiction of APHIS but then we're trying to - they're trying to do away with that wall somehow. Are you hearing the same thing (Liz)? I don't know any details about it.

(Don):	Okay, well that group has got a good handful there. So (Liz) I know you're going to volunteer for that group. (Don)?

(Don Ritter):	I'll volunteer for that.

(Don):	Great thank you, anybody else want to volunteer for the antimicrobial resistance group? (David) great okay, good group. (Marianne), (Willie) good okay excellent. Got it down, is that who you wrote down?

Woman:	Yes.

(Don):	It probably was yes, yes you're good (RJ). All right, so okay moving backwards I can't remember yesterday what was - it was FMD, FMD was the last one?

	FMD okay let's bring it back to FMD actually that was this morning too so go back, backwards. So here again let's just try to keep it broad for now. If we have more time towards the end of this hour if you want to get into some like more specific talks, revisit one of these categories we can do it.
	But right now we're rolling along so FMD there's a bunch there, anybody want to start that out?

Woman:	(Don) to start with there is the whole issue of vaccinations not only lack of vaccine but lack of funding, lack of - well not yet transparent process to obtain vaccine or funding fast enough should we have an outbreak.

(Don):	Yes, others?

(Willie Reed):	(Willie Reed) I have a - just a comment. Yes I think there are at least three areas that I see here that are, you know, the vaccine issues we've already heard about that.

	Then I think it's the testing capacity that will be needed and again these non-laboratories can play a huge role in that but they need to be fully funded. And then I think there's a workforce issue, having enough people to provide all of the, you know, the on farm diagnostics and evaluations that sort of thing.

	Not having enough perhaps veterinarians to handle this depending on the scope of the outbreak. And so we really need to take a look at that perhaps even considering better utilizing veterinary technicians, other, you know, paraprofessionals to help in some of these outbreaks.

	So someone needs to take a look at that, you know, what are the roadblocks from allowing that to happen.

(Don):	Yes great. I know as a state animal health official that one of the things that I used to worry about was - I never worried - I did worry if we were the first state I mean obviously that was a huge worry.

	But if we were the first state I knew we were going to have every body in the world coming in to the state to help us. But if we were the 10th state, you know, the resources would be very thin and then we were really going to have to rely on our own resources or who knows what else.

	And that was never clear to me how that was all going to be sorted out. So that's a great point about workforce. (John Fisher).

(John Fisher):	Yes (John Fisher) and we're talking about foreign animal diseases they're not just FMD right? We've been talking about FMD but the first discussion yesterday was foreign animal diseases before we got into FMD vaccines so.

	I'm asking you (Willie) you're looking at it in the context of FAD is not just FMD?

(Willie Reed):	Yes I think what I said would apply to all FAD's.

(Boyd):	This is (Boyd), one side issue to tie two of our issues together when we talked about FMD vaccine, talk about the speed of response. I hope it's not lost on everybody else it isn't lost on me that animal ID at least in cows would play a big role in how fast the cows are identified in a fashion that is useful will allow vaccination to occur much more efficiently and fast.

	So those two issues are related but I don't know - I don't know the action item to that but I just thought it was important to point that out. I thought about it after the fact.

	If you've got a herd of cows that are EID because we obviously would have to identify whose vaccinated for FMD it's a lot easier to get them vaccinated fast and the ones that don't have to be caught and tagged.
(Don):	(Gil).

(Gil):	That link that was sent to us this morning I'm not sure who sent it to us but the resolutions of the animal health emergency management council really does cover most of the bases of the things that we are - would be concerned about.

	And the only thing that it doesn't cover is the issue of importation of products that might be harboring FMD.

(Don):	Was that your document (Scott)? Is that the one that NIAA developed?

(Scott):	Right.

(Don):	Yes, yes okay yes that's a good one for that committee to take a look at and find out how we could incorporate some of those recommendations. The other thing that I wrote down from this mornings discussion was somebody brought up the issue of I think it was (Marianne) of exercising the plan.

	So I would add that to the mix of - it's always been a pet peeve of mine is that I mean I realize we have to have a plan to exercise so that's not always the answer but it does help to periodically not only help to test the plan but it also helps to bring attention amongst your state and regional stakeholders that this is still an issue, we're still working on this, we haven't forgotten about it and we're progressing.

	So I think those exercises serve a number of purposes. (Wayne).

(Wayne Freis):	This is (Wayne Freis), you know, when we had our PED development in the swine industry it - we didn't - we weren't set up reagent wise initially. And I think the diagnostic lab at Iowa State was getting a lot of samples.
	And I went to a meeting this fall and there was a lot of accolades on how fast the moved. But one of the things that I get concerned about having been in diagnostic and vaccine field is do all - are we really prepared reagent wise around the country to identify these foreign animal diseases and how many - and (Willie) would probably be better to address this.

	But how many labs are going to be doing this and are they set up ready to go and are there reagents there or is it going to take a long time? And sometimes some of those simplest things get forgotten about.

	So I just think that going through an exercise of emergency preparedness might be kind of smart and it starts with being able to diagnose it.

(Don):	Yes, (Willie).

(Willie Reed):	I think that's probably a question for (Beth) to answer since she's - has more up to date and better information than I would have.

(Don):	Go ahead if you're still here (Beth).

(Beth Wotner):	(Unintelligible). I think there's maybe two parts to what (Wayne) was saying. One is knowing what diseases do you need to be prepared for so looking at what's going on around the world and looking whether you have that diagnostic capability for that specific disease.

	In this particular case I was state (headman) doing some work with corona virus. In (VSL) we happen to have a conventional PCR based on someone's graduate work from over 10 years ago when PED was moving through Europe.

	So there are many diseases around the world that we do not have the specific diagnostic test for in this country. Many of those like you said we can get in place pretty quickly but, you know, there would be value in looking at what's going on around the world and what's our capability to diagnose what seems to be at least on the move.

	And then the other component that you brought up was on the emerging diseases. So the NAHLN methods working group is having discussions about how do we have the capacity for the detection of emerging diseases whether it's microarray technologies or it's the sequencing capabilities and being able to sequence right from a sample and being able to sort out the host DNA from the agent DNA those types of things.

	All of that is having discussions I think as (Willie) has brought up several times it's a funding level for that and having it not be side projects that the laboratories, NAHLN laboratories or NBSL have but that is a core part of their work having that level of preparedness.

	So they're having discussions about what would it take to train and equip laboratories to be able to do more on emerging diseases so you can do that workup when you don't get that TGE diagnosis like you thought you should have gotten.

(Don):	Right, well there's another issue that was brought up this morning that I wrote down was funding. How quickly can USDA access the funds? I think that needs to be rapid and I think that was something that came out of this morning's discussion.

(Don Ritter):	Well (Don) and to finish up the lab discussion that we talked about the surge lab capacity and ways to increase that with pooling or rope samples, bulk milk, non-individual animal samples and new technology.

(Don):	(Willie) and (Don) is there a group working on that or (Beth)? I mean on surge capacity, you know, I've heard the term thrown around in respect to FMD a lot and we've certainly seen it up close with EMD and maybe with AI but is there anybody that's currently looking at that? Come on up again you can just sit here.

(Beth Wotner):	I can make one comment on it. Working with the DHS center in Texas there is a laboratory capacity estimation module type that we have that allows all NAHLN laboratories to put in how many technicians they have, what type of equipment they have.

	And it helps work through rate limiting steps in the HAHLN laboratories. I think a point that was brought up yesterday (Don) that you brought up that's a very good point is much of our modeling will look at what is needed diagnostic tests for the outbreak situation but the worried well and the ability to have these business continuity plans and being able to do more of the actual PCR testing of animals versus having to do that active observational surveillance.

	And we do know that animals with FMD we can pick them up on PCR before they're clinical. So we are going to have with our business continuity plans if we can't do the testing we are going to move positive animals and that's a risk, you know, we're going to have to take to continue with business plans.

	But the more capability and capacity that you have the less risk that you would have to take in those kind of situations. So we have abilities to look at the capacity but the - much of that is focused on the outbreak pieces not necessarily the level of testing across the country for business continuity plans that would be needed, which would be a large amount.

(Don Ritter):	Yes and I guess that was my point and I guess what I'm advocating is kind of extreme pooling for the (unintelligible) where you say, you know, 100 or something or something that you wouldn't normally do because you want to know who it is.

	But if you got a calculation that it's not likely to occur in then you - and you could screen 100 at a time and not lose sensitivity, which you can determine, you know, or go to a place that has FMD and do the work there or pay them to do it, you know.

(Liz):	Along those lines one of the things I think is we look at testing and laboratory capacity I think we have to have capacity and test and sampling protocols to be able to find out when we're negative.

	And to - we have strong enough surveillance that we have a pretty good idea that we're going to find our first positive animals whether it's CSF or ASF or FMD because at some point we're - our trading partners especially are going to keep challenging whether we're - we really are what we say we are.

(Beth Wotner):	And I think (John Zack) mentioned this yesterday briefly but we just done our negative cohort studies looking at FMD serology because that's another huge piece that's going to have to take place.

	So we've been talking about the capacity to detect the virus but to get into the recovery phase just as (Liz) was saying that's going to take a tremendous amount of serology work to do that.
	And there's ongoing work on getting better diagnostic tests that will test infected vaccinated animals and just that they're vaccinated but that's another whole area that's a huge amount of laboratory capacity to do the amount of serology testing that you would need to declare you're free or parts of the country free.

(Don):	(Wayne).

(Wayne Freis):	Yes when I was in the hallway for lunch here I was talking to Kelly coming into the room. She said they are actually pretty concerned about African swine fever because it's moved into Western Europe now and so, you know, we may be to focused on FMD and better be focused at the second and third car that are behind us coming to so.

(Don):	So I think we touched on it a little bit when somebody talked about the Miami Airport yesterday. But and I know that this is in the NIAA resolution that interdiction measures have, you know, we can't let down our guard there.

	And even when we do the best we can, which I'm not sure we're doing but we're doing better than were, something like PED comes in. So I think that we could make a comment about that in recommendations. (Wayne).

(Wayne Freis):	When I was at the Miami Airport last year what really came home to me and the people that were in our group was that we said well do you put tissues that you're suspecting something.

	Well just down the hallways here in the refrigerator freezer there. And I was setting there thinking that we got a $500 million facility sitting down at (Ames') that's probably the highest tech building in the country and we're just throwing them in the refrigerator back at the Miami Airport. I mean talk about bio security issues, wow.

(Don):	And that is a busy airport I remember when they did the safeguarding review in 2002 I saw a presentation by somebody who was part of that team that went down there.

	And I think they said there were 30 - how many, 30 international flights an hour coming into Miami out of Topeka and that they figured 55% of the passengers were carrying contraband agricultural (exhibits) of some sort, you know, maybe it was a think of hard cheese or something.

	But a lot of stuff is - they showed a picture on a table about that long of everything they confiscated for that day. Yes there it is and whole pig legs and from South America and bush meat and all that stuff.

	So we're doing a better job of that now but so I want to make a comment about it.

(Judith McGary):	I'd like - this is (Judith) I think it got mentioned but I’m not seeing it in the notes right there the issue of simply our trade policies and preventing FMD from entering the country through trade.

(Don):	Preventing our trade, our overall trade policy you say?

(Judith McGary):	Yes so it would be - so talking about - and I think, you know, we talked about I think there was somewhere in one of the proposed resolutions but I'm not seeing it in these notes the issue of not opening up trade with countries, which accepted, you know, cooked products with countries that have FMD including FMD with vaccinations.
(Don):	Yes that was an issue that (Gil) brought up too the Brazil proposed rule. I think that I had put in that document I sent around that a couple of those rules are closed and well both of them are the Brazil and the Argentina rule are both closed for public comment then APHIS is evaluating the comments.

	It doesn't mean the committee can't comment on that so yes. So that committee's got a pretty extensive list. Are there any other items that we might want to consider? Like I said it's not...

((Crosstalk))

Woman:	I have one question and I’m sorry my mike - I'll have to come back up here again. When Plum Island goes off line and things are transitioned to Kansas will that facility, would it be one that could be available for vaccine production because it would be off the mainland of the United States?

	You know, would it be one that could handle vaccine?

(Beth Wotner):	That's a good question there will be a small though it's a bio - a BDM a biotechnology development module that will be able to have 30 to perhaps 100 leaders of capability to produce experimental or pilot vaccines.

	But it won't - it will not have a full blown manufacturing capability attached to it. But it could make small amounts of vaccine. It could as far as the question about what else could you put there.

	It could have the manufacturing capabilities. I think one of the challenges is and others that are more involved with the vaccine development here than I am is having that capability and being able to staff it and have it up and running and on a continual basis.
	But it is going to have a small ability to make pilot amounts of vaccine that would then - the intent is then to work with the commercial partner that would take those and put them into their manufacturing processes and get where you could scale up and do large volumes of it.

(Willie Reed):	(Willie Reed) but (Beth) maybe that's an opportunity for private public partnership with, you know, from (Sucra) Company they could produce vaccines, sell it to the rest of the world, we don't need it or I mean in order to be able to generate of course, you know, income revenue to be able to staff it and keep it going, just a thought.

(Beth Wotner):	But and there's, you know, part of the rationale for the selection that DHS did of Kansas was because of the animal health corridor that's along there and there have been quite a few discussions with companies that are looking at what would they perhaps want to strategically be located by that facility and be able to be at that facility or close by that facility and partner with folks.

	And there have been - has been one public meeting talking about that being a module and what -how would it best serve the needs of both the government and the industry. And they're expecting to have yet another meeting this year to have more discussions of that.

	So that will be a good opportunity to have more thoughts put around that. I think part of the challenge where we're caught in is we've got the conventional vaccine that we make now that requires a live virus and large amounts of, you know, you have to grow the virus.

	We're all looking down the road where we have recombinant technologies that allow us not to have to use the whole virus. And that's kind of the quandary we're still caught in is between the hope and promise of will we have vaccines coming down soon that don't have to be produced in the way where we have to have large amounts of - which is where the releases have occurred from large amounts of virus present to kill.

	So that's kind of the challenge we're in this kind of a gray zone right now where we don't have those technologies but the promise is there.

(Don):	All right, any other items? So subgroup for that I certainly will volunteer to be on that, anybody else? (John Fisher), (Scott Stewart).

(Judith McGary):	This is (Judith) I'll volunteer.

(Don):	(Karen Jordan), was that (Judith), (Judith)?

(Judith McGary):	Yes sorry (Judith McGary) I'll volunteer.

(Don):	Great, got those? Okay, a good group, yes let's add (Annette) to that yes, are you there (Annette)? (Fisher), (Scott Stewart), (Wayne) too, great (Wayne). Yes great okay, I see (Jack) is here but let's continue ADT and then we can be done with this if that's okay with (Jack). Fine with (Jack) okay.

	So yes, ADT let' see anybody - I have on my document monitor all technology for electronic identification and trace ability of livestock and poultry movement. New tech, I think it was new tech merge - monitor all emerging technology for the electronic identification trace ability of livestock and poultry moving in our state so that is one issue that came up.

	Merging, continue to monitor emerging technology and critically evaluate it for cost effectiveness and ability to be deployed under ADT.

(Liz):	Don.

(Don):	Yes (Liz).

(Liz):	We had some discussion yesterday about learning from the PED outbreak.

(Don):	Right, good so what can we learn from the PED outbreak? Yes.

(Marianne Knevel):	This is (Marianne), is there any way to try to encourage them to incorporate one system I mean, you know, USA (herds) something that instead of having so many different systems that don't coordinate well?

	I mean it seems really quite frankly kind of asinine that they don't already. How can you expect to improve technology with they don't start with it in the first place?

(Don):	Yes that's a good point I mean as a former state animal health official we just - I saw a lot of different vendors coming on board with platforms for interstate health certificate, you know, CVI's certificates of veterinary inspection.

	You could - there's probably five companies out there that will do them. And VS, veterinary services has their own platform, which from what I heard yesterday not many, not to many are using even though it's free.

	So yes good point. What else I thought there was a couple more ADT issues?

Woman:	I actually think we had a lot of discussion with the actual proposals for - resolutions were pretty short.

(Don):	From yesterday (Kay)?
(Kay):	Yes this was actually (unintelligible).

(Don):	So that's - yes that's something to add to the list for that group. Dr. (Orek) is - others? Okay so who wants to be on the ADT group who hasn't already volunteered? (Cindy) all right, (Edmond) would you be on that group?

(Edmond):	I guess so.

(Don):	ADT, you're a good team player. Anybody else? (Karen) is on the FMD group but anybody else can - I think we've kind of snagged everybody else.

(Judith McGary):	This is (Judith) I'll go ahead and volunteer for a second group.

(Don):	I was hoping you would, thank you. All right good, (Marianne) also, great thanks. That's a good group all right. So we got our subgroups we'll have one more to do at the end of Dr. (Shear's) presentation. (Jack) you're on again, thanks for coming back.

(Jack Shear):	You bet, all day I wanted to come spend the day with you but we had all kinds of (unintelligible) so I apologize. Can I bring my presentation up? While we're waiting for that to come up I'll give you a little background about how we got to this point and sort of the - and I'll talk about it throughout the presentation.

	This is basically an initiative that's been driven by the Secretary and it's been driven by a lot of other things and that's how long it takes to get a rule out these days, okay.

	So that initiative was taken up and as the Secretary said we want to be more - I'm sorry we want to be more of a partner and working closely with our regulations in order to move initiatives forward to help increase trade and increase that relationship with our partners.

	So a lot of what I'm going to talk about goes through that process. Now our folks meaning the regulatory folks that work for us everyday they've had kind of a culture shock in relationship to this initiative because they're like well wait a minute aren't we regulators isn't that what we're supposed to do.

	And the answer to that is yes we're not walking away from our regulations. We're looking at our regulations in an effort to, you know, I always shut my phone off but the one time I didn't my boss called me and said, hey how come your phone is not on and that's probably them calling now.

	Anyway, so and I shut it off yesterday and they tried to get a hold of me and they couldn't so I told him I'd leave it on. But anyway so, to move on so our folks are going through this sort of cultural adjustment in that we're trying to make them think from new parameters about regulations and how we deal with our regulations.

	It's a very comfortable situation for a regulator to look at a rule and say that's not what the rule says black and white, I'm not here to interpret it I'm here to enforce it. And so you get yes or no to a lot of the questions.

	But now we're asking them to look at the rules that we have, existing rules we have and think about them more flexibly, how can we get the job done, still do what we need to do, still help to accomplish the task without violating our own rules but yet assisting our counterparts.

	So I'm going to run through this for you and this as I said this initiative started with the Secretary's office, it came down to our Administer (Kevin Shea) and it was given to (Michael Gregwyer) to take forward.

	And they've been working on it almost a year but it's just come to fruition these last few months. As a matter of fact when I tried to get materials released so I could hand them out a lot of it was still restricted because the Secretary hasn't even been briefed on all of this yet.

	So some of what you're going to hear and see while they sent it up to the Secretary's office there hasn't been a formal briefing. The Under Secretary has been briefed but not our Secretary so, let's go to the next slide.

	Am I - okay as I said before APHIS as an organization has always been in a regulatory role but often the only thing that we contribute - it won't be the only way we contribute in the future to agricultural and animal health welfare.

	So we do plant health, we do animal health and we do animal welfare. So there's a lot of rules out there that we have to work with and there's - when you have a lot of rules and you have room for interpretation everybody reads a rule just like an email and they see it differently.

	So as I spoke about this cultural shift is something that we're going to have to work on and our people are along with many other changes that they're undergoing these days they're going to get used to this and the other piece of being a regulator is if there's always that fear that if you make the wrong decision and it spreads disease you will be held responsible.

	So that's clearly something that we have to get over in driving those decisions down to the lowest level to let those people make those decisions because in interpretation if someone interprets it wrong and they want to - and the counterpart wants a different read on that rule it goes up the chain. Well that time and that's frustrating for a lot of folks.

	What we want to be able to do is say, you know the rules, you know, the flexibilities that you have go ahead and make that decision and that's going to take some time for them to get comfortable with out in the field.

	So let's talk about how we got here. Executive Order and the number is right there, 13563 identifies the best use - if they want us to use the best and most innovative and least burdensome tools to achieve regulatory ends.

	So that's what the President wants to see. Practically that's a policy decision so the (Copon) report on rules said that a regulatory review time has increased dramatically in recent years.

	And the next slide kind of goes into that, so the average review time that we've seen from the Office of Information and Regulatory Assessment when they went back a few years and looked at how long it took us to review and get a rule finalized you can see that as the number of rules has decreased the number of time to get those rules out has increased.

	And this 140 days in 2013 is an overall average. We have rules in VS that take years to get through. So, you know, this is, you know, anytime you look at a chart you just got to realize that there's a lot of numbers that have been put into that chart.

	We have some rules that have been held up for two or three years as people, you know, wait for things to change or the current administration doesn't agree with that rule, there's all kinds of things that can lead to that.
	And this administration that we've worked with this - they want us to do fewer rules and less regulation and more flexibility, that message is clear. And the fact that we've got fewer rules to put through the system and sometimes that's difficult.

	So across APHIS we brought a - across all our units we brought senior level people together and we put them on a team. They looked at and reviewed international literature, they interviewed representatives from other federal agencies.

	And then they want out and sought examples where APHIS is already using flexibility in regulation and rule making. So as they worked through that they came up with three basic ways that they were going to work on this and as far as alternatives.

	And one was to use non-regulatory approaches as a preferred solution when they protect animal health and animal welfare. So in that mindset they said well how are you going to do that?

	They're going to look at risk, how to maintain enhanced production in trade both domestic and import and export, is it environmentally sound the decisions that we're making and does it pose a minimal burden on stakeholders.

	That was a big factor, what are we asking the stakeholders to do as part of this. So the three components that they looked at and sorry I got to bend over to get to this mike, were as listed here the use processes that we consider non-regulatory solutions for emerging issues.

	And an example of that in VS is our recent aquaculture work where we worked with the industry to create aquaculture health plan that was equivalent and that everybody agreed to and was consistent and gave them guidelines for how they would operate.

	We didn't write rules that said you'll do these things, the health plan was put together, the industry kind of agreed this is a good health plan, this is a good standard for us to follow and it's non-regulatory. But it still gave the industry guidelines that they could follow and move forward.

	The second part there was to continue to work on issuing more flexible regs and the way we interpret that in the veterinary services is we looked at our regs and we looked at how can we do this and how are other agencies doing it.

	And if you look at FDA, FDA writes - if they write a regulation it's very broad, it's not very intricate it doesn't get down to the brass task about what they're asking you to do. The way they get to that is in their guidance document. Their guidance document essentially becomes a reg because everybody follows it.

So we took that same philosophy and said well we can do the same thing because if we write our rule broad enough and write a guidance document that we can change without going through the regulation process we can be more flexible in that guidance document when things change in regards to the rule.

	So that's the direction we decided to take on that and I'll talk a little bit about what we're doing in that department in some other - in some ways. One example of that is when we were asked to change a port a consumer wanted to ship animals, cattle through a port that we didn't maintain staffing at.

	We had nobody up there, we had nobody within five hours drive of where this port was. And our answer is it's not a port, we're not going to - that's the standard answer it's not a port you got to go to one of the ports that's listed in the CFR because we list them, here's the ports you can use.

	Well that's not the speed of commerce, that's now how things are done now-a-days. These guys contract with these ships a year ahead of time and they bring them into certain ports, there's only certain ports they can go into.

	So this ship was going to come into East Port Maine, (Don) knows well about this. We had nobody up there within four or five hours drive. We brought people in to deal with this port, this port is not a permanent port, we brought people in to cover the export.

	And we were told well you only do it - you only need to do it this one time so be flexible. So we were we brought people in to cover the port, we shipped these cattle out and they were going to - were they going to Russia or Kazakhstan I can't remember?

	Turkey, okay so they're headed to Turkey and these are dairy heifers and it's a new program they're trying to get all these dairy heifers and get this - because they realize if they can get dairy heifers and get this - because they realize if they can get dairy heifers there and they can produce milk that's a good way to get protein to their people, good plan.

	But we were not prepared to deal with that, we had to ship folks in from - plus they were using containers it's the first time we dealt with containers. Another obstacle for us and we only had a couple people in our whole organization that knew anything about container shipping for the live animals.

	So we shipped them up from Florida our folks that knew about it. And the first shipment on the job trained everybody else, we brought people in hired terms and temps to cover so that we had people locally that could handle those shipments as well as telling vets you're going to go up there on detail and you're going to cover this and we made it happen.

	So was that flexibility? Well I my book as the Eastern Regional Director that's extreme flexibility because in the past if someone wanted to go to a port that wasn't on the list we'd just say simply, not a listed port, we're not servicing that port, we don't have our people positioned to service that port, it's very expensive to do that.

	But now the way the speed of commerce goes we get these requests all the time now to service different ports even airports that aren't listed as servicing live animals and we flow to do that okay.

	So the next one is determine where we can and should interpret exist regs more flexibly. We actually have two projects here that I'm going to talk about a little bit.

	One is how we're handling the vet services southern border ports, the other is potency standards for biologics and I'll talk to you a bit about them in just a little bit.

	So we look at this from a systematic process and consider alternatives. What are we going to look at? We're going to look at what are our interpreting rules. First of all let's look at it from a risk based standpoint, what's the risk if we change this?

	If we went to a different port that wasn't in the CFR what's the risk? Well there's really no risk there except we're not prepared to do it. The facilities aren't there, the personnel aren't there but that can all be changed.

	So we worked with stakeholder input, well the exporter really needed this port to function and when it came to the port themselves they needed the work, they needed the business it was the - we were in a downturn in the economic standards and they needed the work for their port folks.

	So we balanced risk with economics and well the economics won there's really no risk they could use the funding there. Can we do this, yes we can. We considered our human behavior well what are the trust factors involved, what are the risks with those trust factors in human behavior?

	Civil rights and that's something you don't really think about but is this decision - how is it going to affect civil rights decisions and examples of tribal consultations and environmental justice if we do something that's against any one of those what are the results going to be, what's the outcomes?

	And then we were - we used flexible approaches to adapt our management. Well we didn't have people in place we had to make a decision to adapt to that not to say well I - it is a good as a taxpayer I can say well why would I pay to ship people up there by plane to functionally service this export?

	Why am I as a taxpayer paying for that is that fair to everyone else? So in any decision or solution there's a spectrum and we look at this from is there a rule should we have no intervention at all or should we make it voluntary or should we make it mandatory, a mandatory regulatory program?

	And in between there's all the steps in between so that's all part of what we're looking at here. One of the components of this is - a big component is education and outreach and it's not just for our counterparts the people that we work with it's also for our own people.

	So that they could learn how to handle this new sort of thought process. So we do national studies on domestic livestock we learn a lot from those in the NAHLN's world and I think you're all familiar with NAHLN's.

	Statistically we get valid information from them on disease risk and production yield and that gives our producers data about choices that they can make and it also gives us that data.

	Also in this process we looked at industry self-regulation and that's where the secure foods, supply plans came in. How can we safely move eggs, broilers, turkey, milk and pork during disease outbreaks in quarantines?

	And I can tell you I've been in enough disease outbreaks to know that the rules change when the disease outbreak occurs. Many times things are relaxed so you can get the job done and interpretation of rules in the CFR are much more widespread.

	And I can tell you during Exotic New Castle Disease when we started in California they had a - we were told they had a net and elastic egg program meaning all their eggs came in, all the eggs that they produced in the state they consumed.

	So we had no problem, we thought we had no problems with shipping eggs anywhere. As it turned out they do consume a number of the eggs they produce but they also bring a lot of eggs in, package them and ship them all over the country and that was in a quarantine zone.

	So a lot of states had a lot of difficulty with getting eggs from a quarantined area shipped to their state but the federal regulation said things that are washed and sanitized are safe for shipping.

	So as long as we fulfilled some other issues that were on the table for the states and looked at what - clean and disinfect the trucks those kind of things. Egg flats we could only use plastic they didn't want anything paper.

	Those kind of things we outlined those, we took care of those and we were able to work with the states to get that done. And it's not just the feds it's - this is a joint process many times where the industry of the state, federal and university collaboration has to happen and it's more true most often when I'd seen this come true is during outbreaks.

	There was some pilot tests that looked at the process in APHIS. One was a seed summit and a meeting with stakeholders to develop their approaches to addressing seed imports and virus risks that was done through PPQ.

	I've already talked about the aquaculture plan that we worked out and for safe trade in fish. And the aquaculture industry those of you that are familiar with it it's pretty vast and has a lot of different moving components, different people in different areas of that aquaculture and they don't always agree.

	But they came together and agreed on this plan and this health plan and so it's become a guideline of a way that you can get things done in the industry without regulation.

	Another piece is that they looked at how can we create performance based regulations. So we wanted more flexibility in the long term to the stakeholders options to reduce agriculture health and animal welfare risks and potentially reduce the need for future rule making.

	So if we could put that flexibility in there we don't have to make rules and I once heard someone say rules are made for the 10% of people that want to break them and everybody else follows them.

	So you don't have to make rules to catch the ones that find the loopholes in the rules you have if your rules are flexible. So we seek - we sought input from our staff where do we see little risk and opportunity to be smarter and when you ask a regulator how to be smarter they can come up with a lot of ideas.

	They know - they've seen the violations they know how to plug the holes but they struggle with how to make it easier to get the job done and we - and that input then you have to go to stakeholders. What are we doing that's hampering your business or your ability to do business tell us what those are.

	Then you go back to your regulations and you say well what's in the regulations, where do we have room to move and what regulations do we need to change?

	And then if there is room let's put pilots in place to check and explore different approaches to the rules that we have. So we started some regulator flexibility projects (VIAS) says basically we have two I think there's 10 in a row and I listed on the last slide and you'll get to see them.

	But our first one is the U.S. based dipping stations for Mexican cattle. If you've followed the news and you've watched what's happened down on the Southern border you've seen all of the violence that's going on in relation to the drug cartels that are down there.

	It's a real battle zone and the issue of safety of our personnel who have to cross the border over into Mexico to look at the cattle before they can be moved back into the United States to be imported we were concerned many of our ports got shut down.

	We are concerned for the safety of our employees and the Department of State gets involved, international services gets involved and we needed a solution because when you close a port it creates a huge ripple effect in the economics of not only the port but the folks that are importing those cattle.

	And Mexican cattle is a big business and when we closed that down it created huge problems and we got calls from governors, senators, congressman. Why is that port closed what's going on, when can you get that port back up.

	So we looked at options. Now we can't control what goes on in Mexico but we can control what goes on in the United States. So our option was even though it says that the ports - the dipping of the cattle because of the cattle fever tick has to happen in Mexico and it has to - and before it was shipped over the United States.

	And we inspect them in Mexico before they come into the United States we said that's not working. We got 5 of 10 ports closed at this point, not right now but at the point when we started to look at it. How do we work with this?

	So what we decided to do is build additional ports on the Northern side of the border and we're bringing those cattle over now at 5 of the 10 ports. We've got stations and I'll show you those when we come to the map where we bring the cattle over, we dip them and they move on after the dip has time to take effect on the ticks and they move on from there out of Texas into other states.

	That's pretty unheard of, we spent a lot of time and effort doing that and the minute we got done with those 5 three others went down that we hadn't dealt with and we're now working on bringing those 3 on board.

	When we get finished all 10 of the border port cities will have a comparable city in the United States where we're going to have the option of doing an inspection. That doesn't mean we want to make those permanent, we don't.

	We want to keep the inspection - and the Mexican Government wants to keep that inspection in Mexico but with the violence and it's something we can't control once again, our solution is let's build temporary ports let's continue that business plan until this violence can either be controlled or it goes away or there's enough information and intelligence to tell us it's safe to go back.

	Okay, now if you look at this map the ports where we're now doing inspection across the border in the United States are all in Texas. They're Hidalgo, Laredo, Eagle Pass, Del Rio and Presidio.

	We're currently working on Columbus, Douglas and Nogales. When we finish with those we'll probably work on (Sana Trieste) and (Sana Lies) although those ports right now there is little violence in that area. But we've decided it needs to be option to in case there is that we don't close the port we simply move to other facilities.

	This next project is with the CVB and it's a way to look at the consistency and potency standards for biologics. My understanding of this is that when it comes to biologics the less (anagen) you can put in that biologic to still have it be potent, effective and safe but more the less costly it is to the producer. And we've been operating under old standards for that consistency and potency.

	And CVB has said we can look at those regulations, not change them but look at them and policy documents and the manufacturers roles and make them more consistent and up to date.

	So they're doing an internal review of potency and testing guidelines and they're working with international regulators because it's not just the United States when you change those kind of things around if they're shipping overseas we got to make sure we meet those standards also.

	So they're working on that to make all that happen and without any change in regulation. So that's going to be a big thing and it's going to save the manufacturers of vaccines a lot of money, at least that's what we hope.

	So this last slide is all the other projects that (VIAS) or excuse me APHIS has undertaken. And I - I'll tell you what little I know about them. This first one is an animal welfare issue and it's a de minimis approach for animal welfare licensees.

	And this comes about because they're - at what point do you continue to monitor and regulate somebody that's moving animals around or that's showing animals.

	For instance if I’m a magician and I got three pigeons that I use for my act should I be under welfare animal welfare regulations? Well in the past they were and it's kind of silly but regulations sometimes throw a wide net and they catch folks that they didn't mean to catch.

	So this de minimis has - it will set levels from where inspections don't need to occur for certain folks. The next one is a proactively determined similar to - for biotechnology de-regulations and that has to do with - that's a BRS approach.

	And what they're trying to do there is if there is already regulation that governs a project or a product that's similar to some other biotechnology that's come along instead of going through the whole regulatory process why not say this is comparable it's under the same rules let's just grandfather it in.

	And the next one was to exempt citrus peel from import restrictions. My understanding of this is when pleasure boats come in at the ports they have a lot of food on board that is pre-prepared and it may have citrus in it and our rules say that all citrus has to be destroyed.

	They go on those boats and when they come in and it's perfectly good food that's not going to leave the ship and they go in and destroy it all. It's a huge waste and a huge cost and the transfer companies that run these big pleasure ships have said hey is there some other way you can look at this and get this done. So that's being looked at.

	Facilitate limited imports of Canadian ash for - ash logs for travel use. This has to do with the Emerald Ash Borer up North and (Don) probably knows about this.

	There is a tribe up there I think it's the Mohawk that uses these ash logs and they make I would say I don't know exactly they make religious ceremony figurines and stuff out of them.

	And with the Emerald Ash Borer they haven't had access to bring some of the logs across because they were worried about spreading that. So they're looking at a way to do that to help the tribe - for the tribes to help them use that.

	And then the last one is grant a general permit for the EPA registered microbial viral pesticides. Every pesticide that comes into the United States has to be permaneted through EPA and what they're saying there is if they're similar and it's general why can't we put them all under one.

	And it's less time so it wouldn't take as much time to get a permit or get a product permitted into the United States. So that's kind of what we're trying to do. I know we probably have a lot of questions I know our folks had a lot of questions when we started down this road.

	Mostly they said well are we not going to follow our regulations anymore and the answer is yes we are but we're just going to - we're going to require some flexibility in thinking and some changing culture. So I'll stop there (Don) and you can see is we have any questions.

(Don):	Thanks (Jack), yes I can comment on the main East Port situation that you guys, you know, initially said no but then you said yes and you made it happen and we have a really good area veterinarian in charge up there too and some good staff in Maine.

	And I mean for a couple of years there were I don't know what the totals are for East Port Maine but it's some phenomenal amount of heifers that went out of there 25 or 30,000 over a couple years.

	It's slowed down a lot because now they're going out of Delaware and there's a port in Delaware and Pennsylvania but.

(Jack Shear):	And I think the guys lost his permit to come into that port that's why that ship can't come in there anymore.

(Don):	That wouldn't surprise me. Great, (Marianne) and then (Wayne).

(Marianne Knevel):	Okay, on your de minimis approach exactly what would that eliminate I mean you're talking about a guy with three doves but...

(Jack Shear):	Sure.

(Marianne Knevel):	...you know, they transmit disease as much as anyone else and I'm - as a producer who got hit by somebody with one roping steer that they put on a self feeder with TB and we happen to be pastured next to them what does de minimis mean?

(Jack Shear):	They're working on defining that completely but I think what it - it's mostly for animal welfare folks and it has to do with taking a sensible approach with how they regulate now.

	We - I know the animal welfare folks like they monitor the pet breeders and what it - at what point does a pet breeder become a puppy mill that needs that regulation or if you're simply a breeder you've got one dog that you breed and you want to sell puppies to your friends should you be regulated by us?

	Should I come into your facility and make sure you meet the standards that - that's kind of what they're looking at. It's a sensible approach and I understand what you're saying with disease.
	We're not going to take a de minimis approach to disease that will still be the same but a de minimis approach to enforcing regulations on people that really are not in the business of selling animals and moving animals. Does that help? Not really.

(Marianne Knevel):	I could also just add that this would only cover animals covered under the animal welfare act, which is very...

(Jack Shear):	Yes I...

(Marianne Knevel):	...a very specific group of animals.

(Jack Shear):	...right so VS is not part of that.

(Don):	(Wayne).

(Wayne Freis):	Yes, (Wayne Freis) here I’m just wondering what does it cost to put all those ports in down in Texas? A typical port what does it cost the U.S. or you guys to do that?

(Jack Shear):	I’m not really sure exactly. I know that what we have to do - I can tell you what we have to do. Often we have to find a facility that either that someone wants to rent to us or wants to let us use and in many cases we work with the Texas animal health commission and they just let us use their facilities.

	They had existing facilities where they used to do the tick - they used to have a real tick problem and they did along the border there so they had facilities and we just used - they were kind of out of commission.

	We came in and cleaned them up, put up gates, put in a dip vat and got it up and running. So those are the things we had to do. So those first five were pretty - it was a matter of taking our workforce, cleaning them up and utilizing facilities and then getting the dip vat up and ready.

	These next three we're working with separate owners that we'll probably have to either rent or buy property to do that and I don't know exactly (Wayne) what the cost is but I can certainly get that for you.

	It's not in the millions of dollars or anything like that.

(Wayne Freis):	I was just curious...

((Crosstalk))

(Jack Shear):	Before it was basically going for a dip pad so the cattle can stand on that after they've been dipped. If there's no an existing dip vat we go ahead and put that in, we try to use a facility that already has pens if we can find one that's adjacent.

	And in many cases like the three new ones we're working with there are people that own the facilities that want to run that facility with us so they're allowing us to use their land because it's an economic advantage to them to move those cattle through those pens.

(Don):	(Cindy).

(Cindy):	What's the timeframe on the biologics project?

(Jack Shear):	I don't know, (Beth) will know more about that because we just talked about that today on the telephone. They've taken some steps.

(Beth Wotner):	We're planning to have a international small - it's small but an international workshop to bring in other regulators from other countries and that's planned for later this fall.

	So from that workshop then we'll look at are there - what types of changes can we make that would be from a non-regulatory standpoint was there anything that suggested that would take regulations. So at that point we'll know more after that workshop.

(Jack Shear):	I think on all the projects that we're doing that's one of the best ones as far as what they're trying to achieve with that because it's really going to show a cost savings for those folks if we can make it happen.

(Don):	(David).

(Jack Shear):	This is a pretty boring topic and I hope I didn't put you to sleep but when I was working on this I was like what is it we're trying to do here and we had many meetings and finally it's just kind of growing now and I think it will blossom into something that's worthwhile with time.

(David Meeker):	(David Meeker), I don't think it's boring at all (Jack) I think if you ask the average person on the street if common sense and regulation go together they would say no but I think it does and think the project is a really good idea.

(Jack Sheer):	Thanks (Dave) and I think that's what we're trying to show is that - and we're trying to teach our people the same thing that cultural change is use your head, what are you trying to do here, what are we trying to accomplish in this regulation and how can we get that done.

	Are there ways around what we're trying to do? Maybe the rule says you got to do it this way but is there a risk based way that can still be done and not put folks at risk for disease?

(Don):	Another example of something that you did in Maine many, many years ago and I - it may still be going on was we have a land border port in (Holton) where we allow livestock to come in.

	And our facility there was not adequate and so at some point I think in the late 80s early 90s we started using the Canadian facility to inspect cattle coming into the U.S.

	And I don't know whether they're still doing it but they did it for a while. So it was the opposite example of the Mexican one where you're examining them in the U.S., these were U.S. cattle being examined in Canada. So you've been flexible for a while (Jack).

(Jack Shear):	Okay, we did do - we still do some - some of our Canadian border ports we use their facilities to look at our - look at the cattle coming across we send our vets up there but I think there's only a couple.

	As DHS is taking over and they're redoing all of our ports and they're putting a lot of money into security and that sort of thing our facilities are slowly getting upgraded and that's a good thing but it's costly.

	We've - our border port vets are amazing folks that can operate on very little and they're very ingenious on getting the job done. For a while they were - they didn't have a place to off load at one port they didn't have a place to off load the cattle to look at them so they put some - they pulled a bunch of trucks around and they blocked them in and they let them loose in that little square pen so they could look at them.

	They didn't have any other way to examine them otherwise. We hear about these things and it’s not optimum and that's not happening anymore but, you know, at least the guy was thinking I got to - to do my job I got to - it says I looked at them I can't look at them in a truck so he'd find a way.

(Don):	Anyone else? Yes (Liz).

(Liz):	(Jack) I know that in the old pseudorabies days, which we hope are long gone we had a regulation about making a regulation about making pseudorabies a program disease but the actual program was done with program standards it could be adjusted and changed.

	And I think we've kind of got the feeling that that might not be as easy to do again but is that something that would fit into this non-regulatory approach - it's kind of a non-regulatory approach to a regulatory disease but.

(Jack Shear):	Yes I think kind of a - psuedorabies is a good example of using program standards where everybody worked with those and they worked well. TB also had program standards it had strict rules but it had program standards that went with them.

	What we got into - the trouble we got into with TB when the lawyers got a hold of our program standards and they were more flexible than our regulations.

	They said look, your program standards have to match your regulations. So when the lawyers get involved in some of these things we have to stay in line with but I do agree and I think agriculture is a good example of that.

	Here's an industry that came together, talked about well what do we need, what diseases are we concerned about, what do we need to regulate and how can we standardize ourselves and what are the health concerns. And they lined that out and they're moving forward so it's a step below what we did with pseudorabies but it's a step in the right direction.

	And I think we can still do that I think we can still like write a broad general standard as a regulation and then come back with good program standards that are good guidelines because the other thing I find is people want to know - other people want us to - we're seeing this as PED a little bit they want the specifics, what do you want me to do.

	They want the specifics but yet we're sitting here federally and saying no we don't want to give you the specifics we want to give you the broad general outline of what we want you to do and then, you know, you do what you feel you're comfortable with to meet that.

	And that's - so we're also educating a little bit the industry that we're not going to be as regulatory in certain circumstances.

(Don):	So that's kind of a great segue to something that I would - I wanted to pick your brain about and we can still go - keep on with the non-regulatory approach.

	But this morning when we were talking about FMD and the plan we talked about the fact that there aren't any specific triggers for when you will de-populate and when we would transition to vaccination or one of the vaccination strategies.

	So the example that I gave was that, you know, if it was a 500 cow herd in Maine that was the first herd we would probably de-populate it. If it was a 30,000 cow dairy heard in Indiana or a 50,000 cow feed lot in Colorado we might not have the capability to de-populate even if it was the first one.

	And there was some discussion of well should there be and are there direct triggers. And you and I were in England early on in that outbreak when we saw things changing everyday and you did the same thing I know in END and other outbreaks.

	So I just was looking for your - your thoughts on whether it's possible to write specific standards with respect to - let's say just with respect to FMD?

(Jack Shear):	I've been on so many outbreaks and I've seen things handled to many different ways. One of the things that comes to bear is - let me give you an example. When we were in the Shenandoah Valley in 19 I guess it was 99, 2000 was it 2000? Yes it was 2000 yes.

	That was a AIL break that was killing birds but it wasn't high path okay. But it was still killing the (birlo) breeders and it was killing the turkey breeders. And basically we came in there and said there's a vaccine available if we vaccinate that was one of our plans let's vaccinate.

	When we talked to the rest of the industry across the United States it was like no don't you dare vaccinate those birds it will ruin our ability to export. So there's pressures that come to bear in those situations that you don't think about and they're just - it's amazing.
	So I think that industry in that part of the country suffered while we tried to eradicate with our tools of de-population and euthanasia and some of that industry suffered really badly because of pressure that was coming from other directions.

	Now no one will ever come out and say that's what happened but we had a vaccination plan and all of a sudden we cached it and we didn't use it but I think it would have saved some birds but it would have hurt the rest of the industry in the United States.

	I would have hurt exports and so on and so forth. So in answer to your question (Don) I think there should be triggers. They have to be flexible triggers. I just don't think - every time it's something different that you're dealing with.

	You know, you just can't draw a circle around it and say - when we went down to Texas for the - and that was a - there was only a couple of live bird markets that were involved in that but that was a high path outbreak down there, that's 2005 I believe.

	But it was the cleavage site was covered so it wasn't acting like high path it was a weird one. But we went in there and de-populated and what was interesting there is the testing that we had to do, you talk about drawing a quarantine zone and all the testing.

	These two live bird markets drew birds from certain places. We went out and tested all those facilities and we couldn't find it but we tested 10 mile radius' because Japan wanted that and Japan's - and we wanted to reestablish the market for - as quickly as we could.

	And that's another pressure we're under is what do you need to do to reestablish the market for the rest of the industry how fast can you get that done?

	In California during END we went in there and drew a huge quarantine zone. Well when you draw a zone like that you got to go out and someone talked about it yesterday you got to prove the negative. I think it was you (Don) that said that, that's really hard.

	So to prove the negative we're out testing the desert because we're out in the desert looking for birds where there were no birds because that was part of our quarantine zone, it took a huge amount of time.

	And someone else talked about well you're not going to go in and kill a bunch of animals I believe that was (Karen), you're not going to go in and kill a bunch of animals we don't want to do that.

	And our philosophy is if you talk to regulators now-a-days they're like we want to vaccinate and we want to control it first but if there's the thought that by going in and doing a massive de-population quickly that we can stop it there's going to - that discussions going to come up, people are going to talk about it.

	And if that stops it and saves the rest of the herds and prevents spread that's a pressure that will come to bear even though we have these movements. Now when I was in England part of the problem they had was it was like a perfect storm when they had those pigs hit the market the slaughter market it was the time of year when they're going out and they were counting the number of sheep that everybody had.

	And in England and the EU they get paid based on how many animals they have it's kind of like a surplus plan so it's a food plan. So they paid them based on how many animals they had.

	Well if you listed to the evaluator that you had 50 sheep and they came to your place and you only had 39 then that was a problem. So what they did is they bought all the neighbors sheep and they got their 39 up to 50 and so there was a lot of move - that kind of movement that went on that's what spread it for them.

	And then when they realized they had that disease we ended up killing more animals as a result of animal welfare issues because they wouldn't allow them to move than ever got the disease it was a real imbalance.

	And I hope we don't have anything like that in the United States but I guess I'm not really answering the question but I'm just saying there's so many options and that's why there aren't triggers because you can put them there.

	When we went to California we had a book on how to deal with the END. It was a great book somebody sat down and really put a lot of thought into how to work with END.

	Well we pulled it out, we looked at it and like well this really doesn't match what we're dealing with here we got to come up with our own options here. So as an honest practitioner of many different outbreaks that I've seen we're going to have to work with industry and talk to them and see what they want us to do.

	And we're going to have to work with the different regulated people to see what they want us to do and export and import is important. So there's a lot of factors that are going to come to bear on that trigger and I guess that's why there aren't triggers because if you say these are the set of things we're going to do that may not hold up for the next outbreak and what works in Wisconsin may not work in Minnesota.

	So I don't know it's a terrible answer but it's the truth that's kind of what I feel and what I've seen.

(Don):	No I agree that's what I've seen to and you've had way more experience at it than I have but it's - do you have anything (Karen) you're looking at me? Sure you do.

(Karen Jordan):	Well I know we keep talking about, you know, we want triggers but I guess and, you know, I've sat on - I'm part of the secure milk supply, I've, you know, I've tried really hard to as a producer wearing the producer hat now to follow this whole secure milk supply and how we're going to respond and all of this.

	And when you bring up about setting triggers I cannot in my mind visualize how you can have something that sits well for 500 and then this is going to kick in and we're at (2000) cows and because just the animal moves, animal movements I think all industries really figure that when we diagnosis it, it will not be on herd.

	And I think that's where I always keep approaching it from I just mentally and it's a discussion we have in North Carolina when this thing happens it's not going to be one herd and it's not going to be one state it's going to be multiple species.

	And if we prepare, if we do all our preparation that it's a really bad day I mean in many farms a large number of animals, many species then to me we've got our ducks in a row and we can handle it.

	If we make our decisions on we're going to stop it at one 50 cow dairy, de-populate and we're done to me that's the worst plan in the world because as the way our animal movements are I don't think that's practical to have that discussion.

(Jack Shear):	I agree with you, this is the story I always tell folks and it's something that nobody wants to hear. First of all no one wants to talk about emergency management when there's not an emergency.

	It's like most people like well, that's a scenario that's your model it's not going to, you know, that's not - the story I always tell is about the small city that had a fire department and they had some extra money at the end of the fiscal year so they went out and bought a new fire truck and put it in the fire house.

	And it was beautiful, they polished it, they took care of it. Five years went by and they hadn't had a fire. The garbage - the city garbage truck needed new tires so they took them off the fire truck and put them on the garbage truck because it was in use everyday and they needed it.

	Then the city pool had an issue where they needed to shift water and they didn't have the proper hoses so they took the hoses off the fire truck and they went over and used them to fill the city pool and didn't bother to take them back.

	Three weeks later the City Hall caught on fire and burnt to the ground and everybody walked by and said get the fire truck, get the fire truck. Well it was out of commission because they - and no one seemed to care when there wasn't a fire that they were - they weren't preparing the fire truck.

	But that's what we ask people to do, we ask the government to do that too and it's like you got to prepare for this and get ready for this but no one wants to put the money up to do it, no one wants to maintain the fire truck.

	And that's the hard part but we can't ask for the new fire truck we have to ask for maybe a new hose and just work with what we can get. And we did a look at our folks, what we wanted to do in VS was to establish a group or a cadre of folks that were emergency managers that's what they did.

	They trained, they got ready, they worked on stuff, they were - so that if - when and if a big one came we were ready to respond. Financially though funding wise can't maintain it.

	Also on a voluntary basis the U.S. Forest Service as they told us in there they're kind of the experts on dealing with fires and they've always got emergencies.

	They tried to do the same thing and until they got funding to maintain people they couldn't do it on a voluntary basis to keep teams and people interested in being on the emergency response teams.

	We're experiencing the same thing. Some of our emergency response team folks have been on there for 5 or 10 years and they're going well how can I get off this thing.

	And we need to bring other people in and train them. So nobody wants to pay for the fire truck that's kind of where I see things. But and I feel sorry for a guy like (John Zack) he does this stuff everyday, you know, and he struggles with trying to get the job done and getting people to realize and getting it on the front page of their newspaper and so it's on their plate and they're thinking about it.

	We got to have the fire truck, not necessarily the fire truck but we got to - if we got a fire truck we got to maintain what we have, that's just my opinion.

(Don):	(Don) first and then (Edmond), yes.

(Don Ritter):	All right yes (Jack) I'm the one that brought up a little less flexibility I guess in the index case and that there needed to be - and it comes down to money, you know, we say we're going to stamp it out and then if it's 500 it's okay if it's 5000 it's okay, if it's 20,000 wait that costs to much.

	You know, but where your own plan currently says that to initiate stamping out of infected and contact herds unless the number or the size of herds precludes stamping out quickly enough to stop disease spread.

	So my question is, you know, couldn't it say, you know, up to a certain number of animals or up to a certain amount of dollars and if it exceeds that then it goes to a committee to decide what to do?

	Then the industry would know that if I got a 100,000 head herd, you know, I’m not going to get de-pop because I’m over the line but if I'm a 10,000 head herd I know I'm going to get de-pop.

	It's what's going to happen if I'm the perfect storm and I get the first finding they're going to - because we don't have enough vaccine. You're going to have 48-hour, 72-hour de-pop option that might do some good and if it's a Monte Hall let's make a deal game by who it is, how many animals, what are they worth, you know, like let's all talk about it all weekend and call our congressman then you're sunk.

	So I just think that initial index case needs more teeth on what stamping out means. Over that number it can't, you know, then it goes to another life, it goes to the Secretary it goes to some damn body I don't know.

(Jack Shear):	Well I can't say I disagree with you it would be nice to do it that way. What I see is and I think we'll run into is when that case hits NVSL and gets confirmed all the red flags are going to go up and everybody's going to be in high gear.

	And the answers are going to come fast and furious but what we are driven off of in any outbreak is the EPI, how fast can we get the EPI together on what's happened.

	It goes to (Karen's) issue about how wide spread is this, is that the index case can we stop it there? I guarantee if we think we can stop it we're going to put all our resources to bear.

	And the question of money and that we do a lot of things before we know we even have the funding, we just move and in the case of disease we put birds in the ground we're not even sure we have the money.

	So I think some of that would be nice to define but there's to many options but it's a good comment I think it's something we could take forward and it could be looked at.

	Where you can draw those parameters and but I don't want to - I wouldn't want to draw them around money I would draw them around what does the EPI tell us, as quickly as we can gather that EPI what is it telling us?

	We go to (unintelligible) just shipped 30 heifers all over the country and he's got the disease. Well we're pretty much de-populating him is not going to help us, staying with the swine industry huge battle on our hands.

	What's North Carolina ship out a day, 700,000? That's amazing and most of those are little feeder pigs and I wish we could clearly define it because it would make my job easier because that would be very easy to act from there.

	But I think the EPI's going to tell us where to go and those epidemiologists they're not going to sleep for a couple days when that big one comes. They're going to be out there trying to figure out what's going on, everyone is going to be on high alert.

	We're going to bring every resource we have to bear on that case until we're overwhelmed. That's the way we handle all emergencies.

(Don Ritter):	So who currently would decide? You know, kind of where does the buck stop?

(Jack Shear):	Well I think the discussions would happen first at the VS executive team level that's the folks that you've seen here sitting. They would be evaluating the epidemiology and taking their lead from what the epidemiologists are telling us.

	If it was big bucks then the question goes right up to the administrator who takes it to the Secretary's level where it should go if it's big because then we get a national emergency declared and we're right into the funding we need.

	And the other thing that happens in that situation when a national emergency is declared is a lot of things are relaxed. We can do things when there is a national emergency that we can't do for instance during the Shenandoah Valley outbreak.

	We put some birds in the ground, buried when that was really not what they wanted us to do. So but we had to do it safely where we didn't mess up the water table.

	We burnt some birds on the quarry, that was an interesting experiment birds don't burn very well and we learned from that so.

(Don Ritter):	Yes they got a lot of water in them.

(Jack Shear):	They do have a lot of water in them and they can't - there's no air space when you pack them into a burner so it doesn't work. Cows you can burn pretty good but - and pigs burn real well because they're fat, sorry.

(Liz):	No they're lean, they're lean.

(Jack Shear):	They're lean now, maybe they wouldn't burn so well now.

(Liz):	Yes (Jack) quick question, Dr. (Clifford) had told us that he has some kind of pool of money and I was thinking it was 4 or $5 million at his disposal that he could use for emergencies before he had to go to CCC funding.

	Is - we talked a little bit about having some kind of a pool for emergencies but I didn't...

(Jack Shear):	I know that certain commodities have more funding than others. The poultry folks have always done a really good job of having indemnity funds available and but I can say this that we would transfer funds if we needed to do deal with whatever the issue was and I think 4 or 5 million is probably close to what we could - we carry over in a year to deal with poultry.

	Now the poultry folks wouldn't like it if we took their money and dealt with pigs but if we just did it temporarily until we got the CCC funding reimbursement and put it back I don't think it would matter.

(Edmond):	Let's go back to regulator because I have something to day on the funding. I think we're just beating ourselves over the head. It's a simple problem for legal draftsman or policy writers.

	They will have the language to cover all the disease you are talking of because if you say 5000 animals and then one cow gives back a cow you have 5001 where do you stand there in the field?

	So I think you have to let - keep it open and let the person on the ground to the decision and that's in as much as it was made in good faith blah, blah, blah this is the language that we use to cover this represents (unintelligible).

	And it cannot also be tied to money you have to think of geographic spread I believe to control the would it work and that decision would depend on what I do work because even if it's 5 and I do no work then there's (unintelligible) to kill the animals if it did not work.

	And when it comes to funding my thoughts are that they should consider (unintelligible) not animals some businesses that national security problem say FMD because it could literally wipe off a whole head or wipe off - destroy the industry in such a way that if you go at it from that angle funding could be procured on reserve and say this is for diseases of this nature would trigger of (unintelligible) amount of funding immediately.

	You could even get it passed and then have (unintelligible). They don't have to give you the money but since once it is declared that this sort of disease (unintelligible) will automatically drop down the tree for you and I think that might work.

(Jack Shear):	That's a good idea. I guess from my perspective in the outbreaks that I've worked about I've never - we spent $239 million out in California for END, never worried about the funding and where it was coming from.

	It was mostly CCC funds and we actually got more than that and it took a while for that to happen but we went out and did the work without the money. So I'm not as concerned that the money will come I’m not going to sit as a regulator as a disease control person and wait for that.

	And that's not the way we teach our folks, we're going to go out and we're going to act and we're going to act with the industry, we're going to act with - quickly and the money will come.

	And the CCC funds are there, if they're not there the Secretary is going to declare an emergency. If FMD hits if it's big I have no doubt that within a couple of days that emergency will be declared and we'll move forward.

	And we'll move forward without the money. If there was a big poultry outbreak right now we'd do the same. We've killed birds, killed animals, put them in the ground before we've ever had the funding to cover what we do.

	And that's not illegal to do that but I can tell you too what I - think about this, everyone I've talked to all experts and I'm no expert on FMD but they all say if we get it and it's widespread we're in control status right away there is going to be no mass de-population.

	We're going to control, we're going to vaccinate to control, ring vaccinate if we can and to control it where we can. And where we can't we'll just have to deal with it.

	And if we can ring vaccinate and control it then we'll go in and, you know, de-populate what we need to de-populate, animals that are suffering and that sort of thing.

	I've seen - we've seen FMD, you know, in England it wasn't that serious of a disease. The sheep go over it they were fine and it was hard after a while to even find the lesions on them.

	The cows not so fine and there weren't that many pigs in England by the numbers, I didn't realize there were so few but we just didn't see many. I did see a few what do they call them pot belly pigs people had for pets, that was interesting we de-populated a few of those.

	But it's an interesting disease and I know there's different strains that are more virulent than others but the one we dealt with in England you really had to look to determine with Orf and other diseases that were over there what you were dealing with and make the right shot, the right call well we drew blood of course and tested them.

	But mostly you were out looking to start with it was an observance thing. So you look for the lesions, if you saw lesions you thought were suspect you drew blood. We didn't draw blood on all the herds.

(Don):	The first suspect case that I saw was a little lamb that I would have said Orf, had, you know, had sore mouth. And when I went back and I told the people at the task force about it they said how do you know.

	I said, okay well and then I couldn't go on a farm for a couple of days, you know, in the beginning and it turned out to be sore mouth but, you know, how do you know sometimes it's indistinguishable.

(Jack Shear):	And I want to say something and this is me, the people that went over and did END, went over and did FAD or FMD in England they came back and they needed, you know, how we talked about the farmers and the stress it put on the farmers.

	Those people needed some counseling too because we killed a lot of animals and it affects you I got to tell you, you come back you're not the same. And I worked with a farmer that we walked on his field in a day he had 300 years of breeding in his sheep, we put them down that day.

	The other thing that was really sad was this was lambing time so all of the ewe's were pregnant and we were putting them down. And there was a question yesterday about an attorney she's not here today.

	She asked about euthanasia. What they did over there and it was amazing if you - if you've ever seen a sheep dog work they're a fantastic animal and there's no fences really in England they have hedgerows.

	And the farmers would send their dogs out and they'd bring the sheep up and those dogs would hold those sheep in a circle while the euthanasia occurred. And they went in with captive bolt guns and shot them in the head and then they pithed anything with a brain pith that didn't die from the captive bolt.

	And some of the cattle had to be pithed but sheep usually the captive bolt did the job. I know that's gruesome but what amazed me is that those dogs could bring those sheep up and hold them while they were being put to death.

	And when we stood there and watched that happen that has an effect on you and then when England wasn't able to handle some of the disposition of those animals we had to go spray acidic acid on them everyday while they sat out in the field.

	I was on one farm and they were out there 18 days before they got trucks in to get them. And the farmer, that's his farm and he lost everything. And we were out on this - English people are amazing people I really gained a tremendous respect for them when I was over there.

	I was out on a farm and we were putting everything he had down that day and it got late it was about midnight when we finished we started about 6, 6 in the morning.

	We put everything down, everything living cloven hoofed animal on his place we put down. There was four of us, when we got done and we sent the farmer he was out there watching us and he started crying I said you need to go inside you don't need to watch this.

	So he went inside and when we got down about midnight his wife came out and invited us in for dinner and that will make you cry. I mean we were there and we were destroying his farm and he had dinner for us.

	So it affects regulators too they're not made of stone. The same thing happened out at END we had folks that we were putting people's personal pets down and that's a hard job.

	Walk into someone - we couldn't do that now you couldn't away with that, it wouldn't happen. So and that affected them so we have to deal with that too.

(Don):	(Jack) is right, the worst day that I had over there was lambing season and I did the same thing, probably exactly the same thing that he did. And sat at somebody's kitchen table one morning and they were crying because they had sheep that they'd been breeding for generations.

	They had Holstein dairy cattle that they've been breeding for - purebred Holstein cattle. And they said to me well we'll sign the paper but we just want to know that you're going to be there to oversee this.

	And so I was there a couple days later and it was pouring rain it was the last day of March, pouring rain just flooding down. And they brought the sheep down and there were a couple other veterinarians and me and they used the captive bolt for the - we had some slaughter house workers there that used the captive bolt on the adults.

	But we sat in the mud, the veterinarians sat in the mud and for all morning while it was raining we euthanized by injection probably 700 lambs. It was the worst thing I ever did.

	And I came back from that and the next day I got on a plane and came back to the U.S. and was invited to Washington two weeks later to meet with Secretary (Venehman) because we were the first group that came back.

	And I told her scheduler I said well I've got two talks scheduled this week I wish I could come down and so I didn't go. But a few other people in my group did go and told her our experiences.

	And said, you know, we got to work on this, we got a long ways to go but it was - and then I went back with my wife two years later for one of our anniversaries.

	And we had communicated with that particular farmer and they invited us over for dinner that night when we were over there. I mean it was just - they were the best people in the world to just, you know, work through it and it was awful.

	But and there were 400 plus vets that went over and we've had a lot of different experiences but we all came back affected by it. (Marianne).

(Marianne Knevel):	Even if it's just your opinion can you - give us or give me some idea of how to help, how to attack this lack of vaccine availability? What, you know, we all kind of agree that it's one thing that we really need the most is more available vaccine.

(Don Ritter):	Yes and I...
(Marianne Knevel):	We're in the front lines...

(Don Ritter):	...I think that was (Edmond's) point that if we - that you need $50 million for a vaccine bank. So if we went in a different funding stream if it's a national security issue 50 million is like one fighter plane or something I mean come on, you know.

(Jack Shear):	Well first of all so one of the things we're told as regulators and I said this yesterday don't ask for resources and don't say you're not prepared. Well you guys talked around it yesterday and I was listening and I was like yes there's some good ideas being thrown around here.

	When you talked about attacking it piece meal we can't - if we can't have the whole fire engine give us the bell, something, you know, let's just get started. And, you know it's - if it's - if the industry recognizes that the vaccine bank is woefully inadequate we should be able to move that initiative forward.

	We can't as regulators go ask for that. We can say - we can't even say we're not - that it's not enough. We have to do what we have to do with what we got and that's what we get.

	And we can bring the data forward and show it to folks and say here's the information then the decisions have to be made and the initiatives have to be pushed from there and that's not - that can't from us it has to come from you guys.

(Don Ritter):	It's just saying it's the constituents going through congress, going through the process of getting funding.

(Jack Shear):	Yes.
(Don Ritter):	Which is what we did for influenza back in the day.

(Jack Shear):	Absolutely.

(Don Ritter):	I remember meeting with Joe Biden then when he was a Senator from Delaware and he goes how much do you guys need (unintelligible) and I think we just came up with a number out of our head like 25 million or something and he said okay, you know, we'll get it.

	And that's how this whole thing (unintelligible) market deal the whole thing got started.

(Jack Shear):	Yes.

(Don Ritter):	And it started somewhere.

(Jack Shear):	Exactly and we could ask all the time, you know, and, you know, Dr. (Gildorf) is sitting over there and are you ready? What do you think are we ready? We'll do our best but yes you can always use - vaccine having that on hand and having the master seeds even that is going to take time to gear up to do that.

	And finding a - and there was a discussion about maybe we should contact with the company to go out in the middle of the desert and just starting making this vaccine and having it on hand and being ready from that perspective.

	But again we're back to the fire engine we got to make sure people want to pay for that and maybe if we don't ask for the whole fire engine we ask for part of it we can get something done.
	But we got to do - I'm in the same vein with you guys and we won't - the veterinarians of this country will not be the ones vaccinating the herds it will be the owners.

	We'll be going around handing the vaccine to them if we had enough and saying, okay here's how you do it if you don't know how we're going to show you, vaccinate all your animals as quickly as you can.

(Don):	(David).

(David Smith):	Yes (David Smith), I - so the irony is that when there's an emergency for an animal disease emergency the money is going to become available. And yet what we're talking about is well we need the money now to be prepared so that we don't have as big of an emergency.

	So it seems like there is a, you know, it's just ironic and I wonder whether or not this committee - if you can't ask for money or make that point is that a function that this committee can help with?

(Don):	Yes I would think so, we have to figure out how to frame it but I mean to me this is the top priority of this committee, this subject and it has been for a long time, you know, which is one reason I'm happy to be part of this committee because we're talking about it.

	We're constantly bring it up when we meet and even when we don't meet we bring it up and we're doing that regionally too it's not just here in this committee.

	We've been doing all around the country separate entities have been doing planning for this egg, not egg but pork, milk, secure milk supply regional initiatives.

	You know, Texas A&M you - it goes on and on but still there are gaps and deficiencies that needs to be addressed. Whose hand did I see raised? (Dave), (Wayne)?

(Wayne Freis):	Well I was just going to say that, you know, if you're going to make vaccine you've got weeks probably months to get prepared, geared up to make a viral vaccine because you get all your master seeds growing and adapted to the cell lines.

	It takes weeks to get that done. If you have the USDA license outlines and then to grow it and get - I would bet you're looking at four to six months from start to end at least.

	So I mean it's going to take a long time and that's for everybody unless they've been doing them and they're doing it on a regular basis. So I - and I doubt that's been done on a regular basis here. So it takes a long time you guys and that's a long time for the disease to run around the country.

Man:	(Don), question on that, if you do get that made what's the shelf life on that vaccine?

((Crosstalk))

(Don):	Yes I know somebody that's having those discussions right now.

(Beth Wotner):	Yes so that's one of the challenges. One of the (facts) so, you know, that you have it quickly ready to go would be have a vendor based inventory but that's going to be about a two-year shelf life for it.

	So if you have it already mixed up ready to go then every two years everything you have you'll have to turn over. With vacc the orange juice concentrate as (John Zack) referred to it the fact that it's stored it's killed but stored over liquid nitrogen.

	You can have with the vaccine bank the companies will guarantee that for five years the potency of the vacc and then you take that, ship it to them and have it made into finished vaccine and we currently at the bank keep it longer at that because we do regular potency testing to watch if it starts to decay on the potency side or not.

	So we're able to keep it longer than that but that means then, you know, you have to send it to get mixed into the finished vaccine. And we've already with the vaccine bank it's already been established as soon as we identify which subtype we need to get from the bank we'd start the vaccine in progress right away.

	And then it would just be generally we're supposed to have it back to us in three days after we send a level of it we'd have back. But the challenge gets to be finding something that has a long enough shelf life because if you buy large quantities of it you heard us talk about 23 different subtypes recommended from the world vaccine bank.

	So you think 23 times however many doses that you want of something and if you had to turn that over every - if you had it finished ready to go and turn it over every two years.
(Don):	So how much vacc do you have to like let's say it's type O of some certain subtype how much do you have in the North American bank that we could get within that three-day period, how many doses?

(Beth Wotner):	Let me just say it's a small amount, you saw (John Zack) present. I think in one of the scenarios he showed for the State of Iowa I think he saw 23 million animals could potentially be - need to be vaccinated and if you wanted to do the state and cover the state.

	We would not - it would take - let me just say it this way. It would be at least a couple weeks before we would have enough based on what we have in the bank to be able to do 10% of that.

	So there is not significant amounts. Remember the bank was established as a legacy to - with the vaccinate to kill strategy where it was looking at perhaps even different kinds of production systems than we have today not the movements that we have today.

	But meant to be one of the measures you would use to stop the shedding and spreading and then de-populate all those animals.

(Don):	(Wayne).

(Wayne Freis):	Dr. (Wotner) there was a kind of a mishap that occurred over in England where there was some finger pointing on how the virus got out of the lab. What was ever found on that?

(Beth Wotner):	They had kind of a - several things being done at the same time. They used - they were not using heat treatment of all the materials that came out of the laboratory there.
	They were not using heat treatment, they were also undergoing some construction and had some older pipes and so they had traffic through an area where you didn't have completely decontaminated materials and it managed to move from that.

(Wayne Freish):	So the virus...

((Crosstalk))

(Beth Wotner):	Right, it - there were - and that's - they actually have received funding since then for renovations. I was recently there and they had the ability to upgrade facilities.

(Don):	(Edmond) and then (Gil).

(Edmond):	Okay, (Edmond) here. I think one other thing we should consider is recommending that the veterinary schools here pick up on foreign animal diseases.

	I grew up with the foot to mouth disease and all these things that are (unintelligible) and I could just see and recognize it. One of the problems we had in the UK was that about three generations of veterinarians have come up with new vaccines (unintelligible) before (unintelligible) I think it was off and just ignore it, finish early.

	And so there's bound to - there should be a reach out to the veterinary colleges that is introduced this foreign animal what you would call foreign animal diseases to the students so that they would be aware because it would - somebody will see it and will think it's something else.

	And that initial lag before you diagnosis the disease I would be worried about it would have impacts on the ability to...

(Don):	You know, one comment that I would make about that is yes I mean agree. In England though the guy who had the initial index case wasn't the type who would call his veterinarian that's my understanding of it.

	That it started there and they never called the veterinarian and like three weeks later he ships and takes it to a slaughterhouse and started (unintelligible) inspection veterinarian picked it up.

	So three weeks goes by and it spreads and there are a lot of ways it spread. But the one thing that USDA has done really well over the past several years is they have revised the accreditation, veterinary accreditation process.

	And so many of us who are accredited veterinarians and there were 50 or 60,000 of us now it used to be veterinary accreditation was just you got it and you got it for life and that was it, you know.

	It wasn't like licensing where you got to get the 12 credits or 24 credits every year continuing ed. It was you were accredited, you know, right after vet school a lot of times and that was it.

	Well, you know, you got to go if you're a category two accredited veterinarian you have to do six modules and I just looked them up again. My accreditation ran out and I didn't know it.

	And (Bill Smith) - I know, (Bill Smith) emailed - my area veterinarian (Charga) emailed me and said you accreditation ran out, you know, a month ago. I said you should have told me.
	But I - it was strange because I had gotten an email from USDA that said my accreditation runs out in 2015 and then I got an email a day later that said we rescind that email and we take that email back and so I was a little confused.

	But it ran out in April so I had already gone on to start to do some of the modules but you have to do six modules every three years of continuing ed. So it's good and one of those is a foreign animal disease module that, you know, goes into vesicular diseases and so forth.

	And it's there - and the modules I got to say (Beth) and (Jack) have you done any of them?

(Jack Shear):	I had to get accredited in Wisconsin because my son sent me an email saying hey dad your accreditation is about to run out. So yes I did them.

(Don):	So yes and I did too and they were - they're good, they're very good they're developed by Iowa State and, you know, I was very impressed. And so I quickly did the other three and then I got my accreditation squared away with (Bill) again so.

Man:	I just did mine last week and I said the same thing they're very good but don't wait until the last two hours of the last day because you'll never get it all done.

(Don):	They gave me a break though they said if you do them after it expires you don't have to go through the whole thing again.

(Jack Shear):	I was going to comment on the fellow that had the initial index case. I happened to see him when I was an (exiter). He had two black eyes, guess where he got them?

	A couple producers he was in a bar bragging about the fact that he had had the case and that he had actually got identified from the (valuer) and a couple producers were in there and they took exception to it so.

Woman:	On the education and outreach thing and I guess I heard how amazing the FADD skills that are on Plum Island are and I know that there's been - yes I don't know if there's been budget cut backs or as many people go through but I think that would be also something that this committee might want to consider recommending is the support and, you know, expansion if possible, which I know is difficult with the number of animals and the types of faculty you need to have to teach that.

	But I've heard that that's also a life changing experience and we need those people out in the countryside.

(Don):	I'll say this I've had a lot of training as a veterinarian and that's the best training I ever got was going to Plum Island for that FADD school.

Man:	Me too.

(Don):	(Gil) sorry.

(Gil):	No problem I've - it's an interesting conversation you guys are having. What is the status of your relationship with Homeland Security? I mean do you have a regular working group on this issue or what?

(Beth Wonter):	There's a variety of levels that we interact with at Department of Homeland Security. They have a science and technology unit that we interact with much that's you've heard some of the fact that they were funding some of the oral fluids research and other research.
	They work very closely with us to make sure they're not duplicating any efforts that are already underway. So on the technology side we work very closely with them.

	On the - in (Bath) and that facility because our laboratory is at Plum Island and we'll move into that so we have a vested interest in making sure our laboratories meet our needs for the future.

	We're - we serve - I serve on for APHIS on the executive committee for inbound, (Steve Kappas) represents ARS for USDA on it along with DHS. So we've had a lot of input into the design of our laboratory areas and those types of things.

	So we coordinate well with them there. We have had DHS was interested in funding some additional work in carcass disposal and we detailed an APHIS person over to DHS to make sure that, you know, that we had the opportunity to have a lot of input into how that work got done and that was very successful.

	We currently have another APHIS person detailed to DHS to work on an enhanced passive surveillance project that's with their Homeland Security Center, what was called (SASDI) but now is (IAD), we have an individual that details there now.

	We also work with their office of health affairs to provide information as we look at how we - what our roles and responsibilities are with regard to responding.

	And I think - I don't work directly with that particular area but I know that we've worked out the roles and responsibilities and who does what and the authorities.

	I know there was early on with the Department of Homeland Security there was some issues about who was going to do what and who was going to come in and do what but those types of roles and responsibilities have been worked out.

	I'm trying to think where else we work with them (Jack). Yes they have - we cooperate and work with exercises they sponsor so there's been exercise sponsors to have FEMA, FBI all the other groups together and we're included and on the planning groups for all those types of exercises.

	So there - they've evolved very much as an agency and we've developed relationships with the individuals there that work on the agriculture side. That's still a small piece of what they do obviously but we work closely with them.

	The custom and borders piece of it I don't know as much about that but I know we have interactions and when there's new import alerts that need to be put out those types of things there's education and trainings with the CBB folks.

(Don):	Are you pretty satisfied (Jack) and (Beth) with where we are with customs and border port inspections and because, you know, you always hear anecdotes from people who have been at a farm and come back and haven't been inspected and so forth.

	And I mean do you think that's come - been upgraded significantly from where we were after the safeguarding review and since the UK outbreak?

(Jack Shear):	When I've seen it it's kind of individual with the individuals and I hate to say that but, you know, I've been in places where they're very strict and they kind of give you the once over and kind of make you feel like you're going to prison.

	And I've been with other ones where they're not as informed. I think we can always do better we can always train more, we can always get them in a better position to understand and work closely with them and that's our job that's what we should be doing to make it better.

	If we find an instance where it's not going well and they're not doing what they need to do we need to work with them and deal with the specifics rather than generalizations.

	I think a lot of times we fight the same things if someone does something wrong and it's just those regulators gosh. But if we find - and that's kind of the - I'm a Paul Harvey guy with the rest of the story.

	So when I hear something it's like well let's get the whole story and then let's go deal with it on an individual basis and let's work with things to make it better rather than criticize, which only makes it worst.

	So we're on the lookout for that and we tried to improve those relationships and some places we were successful and other places we're not and sometimes it's our fault too in that relationship building.

	But I - the longer I've worked with government the more I've learned is it's not about the regulations it's about the people and it's about the relationships that you achieve and how you work with folks that gets things done.

	If you go about it in the wrong way all you do is hit roadblocks and people can put roadblocks in your way because they have the authority. But if you come to them and ask - I always come to someone and ask for their help because I always need their help.

	I never figure I can get it done by myself. People respond to that it's like I need your help this is not going well we are not getting the inspections done the way we need them to be done, we're getting complaints can you look into this for me.

	That's kind of the way we approach it. I know there are slip ups everywhere. They have a tremendous job though and they look at a lot of stuff. There's a lot of stuff coming through those ports everyday.

	It's risk based and when you guys were talking about this the other day I thought about this too. I thought - I sat there and thought, you know, we do this on a risk basis that we don't have enough people to look at everything and I'm sure that things get through and it's kind of scary to think that they would.

	But we also - it's risk based and it's complaint based because if you're in the market or in the business and someone else is getting away with something it's long before we hear about it because people don't like that.

	They're going to turn - they'll turn those other folks in and say he's doing this I know he's doing this and you should look into that and we do. And so that's part of it, I'm going to let (Beth) talk too, do you have anything to say about that?

	Okay but I think we can do better just by working together and I really believe that and that's where we need to go. And if we - we had a deal today just today someone was complaining about someone else's work and I was like well that's pretty general let's get some specifics and then we'll address it.

	But just saying well I can't work with this person because - well tell me what the issues are and let's fix it. So anyways so that's kind of me.

(Gil):	(Don).

(Don):	(Gil).

(Gil):	Well, you know, as long as we've been kind of doing anecdotes on that issue of customs and the form there that asks have you been on a farm. I've had trouble answering that and I 'd be coming back from the horn of Africa where I was in an export quarantine center mingling around with tens of thousands of sheeps and goats and camels and stuff but I was not on a farm.

Woman:	(Unintelligible). Yes but I think it needs to say have you been in close proximity to livestock. At least there was that one last week that did. But I've had a terrible time we've talked with DHS about - you say yes and the guy says, go on through.

	And you're like no you really want to send me to the USDA inspection, you know, because if you don't I'm going to call (Kevin Harringer) and he's going to yell at you.

	But, you know, how many people do they just overlook that checkmark?

(Don):	You know what I think is interesting too is we're all acutely aware of it because we're in the industry, we work with animals, we're concerned about disease.

	And so when we don't get the response we think we should get we're going to bring it to their attention and I think that's good. And I wonder how many people don't know and someone said something yesterday it was well we walked around in India there's cows everywhere and...

Man:	(Edmond).

(Don):	...was it (Edmond). So yes maybe you ought to make that decision are you around animals whatsoever. But the other thing I think about all the time is 1% of our population is in agriculture.

	So 1% of us are concerned about that when we're going somewhere the rest of us really don't know about it and don't know enough to ask about it maybe. So that's an education process that we need to put in front of folks too and I think that's our responsibility also. (Marianne).

(Marianne Knevel):	This is (Marianne). In the case of an outbreak of - a big outbreak obviously you're going to need a huge workforce. Do you have any protocol to try to get that kind of a workforce together and the training that they would need?

(Jack Shear):	Well the first thing we're going to do is bring all of the USDA's workforce to bear on it and any emergency starts from the ground up. That's basically you utilize local resources then you build to the regional resources or the state resources then you - state resources then you go beyond that to regional resources.

	Then we go to using agency resources, then we'll go up to using department resources then departments recruit departments. So all those federal people will be available.

	We bring those on, we - those are people we wouldn't federalize. I took a look at the states and...

Man:	Emergency type persons?

(Jack Shear):	...yes, yes I took a look at the states and said in the event of an emergency how many states can send their regulatory vets that work for their state offices to us and it's not a very big number it's like a 130.

	So that's a problem that we need to work out is how can we bring those people to bear. I want to bring this to your attention too, when I was in England if your practice was affected by the outbreak and you could no longer practice they came to work for the government.

	But the veterinarians that could still practice and were not affected there were still in their practice. So that was an interesting fact to me that that was going on and I see the same thing in the United States.

	We have (NAHRK) folks that would come to work for us and they're listed and we're hoping that they're available. But they'll have their lives too I think if their practice is devastated by the disease process and they can't work we may not get them.

	We may get them but we may not get certain folks that are on that list. So those are kind of promissory notes that's what I'd call them that maybe they'll come.

	I know the federal people will be there, I know that we'll get the state people within the state where the issue is affecting them. And I think in the event of a big outbreak I think we're going to get any of the emergency response people that can help us.

	I think they're going to be there too because I've watched how states have built their emergency response corps and it isn't anymore it isn't just general health people.

	When you are working with disease there's certain people that - certain things that veterinarians have to do but then there's things that we're no good at and we need to use other people like driving machinery and digging holes and all that stuff that's part of an outbreak.

	Transporting animals, doing paperwork, permitting that can be done by a wide variety of folks. So we'll bring all our forces to bear and maybe it won't be enough but the way I've seen it built is they have what's called a MAC group it's a multi-agency coordination group.

	And they bring everybody in and they say okay (Jack) you work for APHIS what resources can you bring to bear on this? And then they go to FDA and say okay FDA this is what's going on this is the kind of people they need what can you give us and they bring all that together.

	But I think there's going to be a local response too because the local folks are going to want to work on this too, they're going to be affected by it because when the feed companies if you're not feeding animals what are you doing you got to be doing something.

	And that's what we noticed during Exotic New Castle Disease the economic impacts that you - that are created as a result of an outbreak don't just affect the animal owners it's all the other economics that get impacted as a result of that outbreak that you don't even think about.

	People delivering seed and agriculture the aspects you wouldn't think of. We had the county agents all involved in California, they were really good help because they brought to our mind other aspects that might be affected by the outbreak that we weren't even thinking about.

(Don):	Thanks.

(Jack Shear):	I don't know if that answers your...

(Don):	One more (Gil).

(Gil):	One more I'm sorry, yes. No you bring up about personnel, most rural areas Montana included we're pretty well organized with volunteer ambulance services and world fire volunteers.

	And pretty much integrated with the Sheriff's Department and all trained in incident command and it's - have equipment, you know, it's a resource, and radios.

(Jack Shear):	And I certainly believe in that. One of the things - the other thin you lean when you do enough outbreaks is if you leave somebody out they're throwing rocks at your house and that's a true story.
	If you don't include people they - give them the option to say no I don't want to be part of it but bring it in and say here's what we're dealing with can - do you have anything that you can help us with.

	We left out that when we were in California we left out the Los Angeles County Health Department as part of the Exotic New Castle Disease outbreak. They were not happy with us and it took us a long time as a result of that to bring them into the fold to help them have them help us and work with us as a result of that.

	We left them out, they were insulted and that was an important lesson to learn.

(Don):	Okay great discussion, I think we'll wind up that discussion I know that (Liz) has one other that she would like to run by you (Jack).

(Liz):	So over the last two days we spent a lot of time talking about PED and Dr. (Clifford) - with World Pork Expo when I talked to him said, we'll have somebody brief the committee and then he said (John Zack) can do it.

	And (John) yesterday didn't know anything about it and he said so, well maybe you can ask (Jack). And so I'm wondering obviously I've been living and breathing this for quite a while but I'm wondering if you wouldn't mind giving the committee kind of a, you know, 10-minute overview of, you know, maybe starting with the idea that you're going to do the reporting, the federal order, that whole process and what that entails?

(Jack Shear):	I'll try to do this without insulting anybody okay, the best I can. Well I think when PED started our thought process was what did the industry want, let's work with them and make sure that we give them what we need - what they need.
	And that was back in April of - May of 2013.

Woman:	May 17.

(Jack Shear):	May 17, so we went along for a year and this thing just kept growing and spreading and what was happening there is we also found that not only were we dealing with this virus but there were four other new introduction - three other new introductions of other viruses not all corona's but that came into the United States during that period of the year.

	So concerns started to grow amongst USDA about what's the pathway that these things are getting into the United States and concerns grew I think at the Secretary's level about the fact that the pork industry was dealing with this disease and it was - I think it was kind of felt when they went to ask for help that we weren't doing enough.

	We weren't doing enough and we weren't regulatory enough. And I was on calls where that was - those kinds of discussions were going on and I think we looked at how now can we and how can you declare an emergency a year later after you've dealt with this.

	And I think from our perspective is the emergency is these viruses continue to come into the United States. We don't have a handle on the pathway that these came in. It continues to be a concern and we need to do something about it.

	We need to get a handle on for a lot purposes on how expansive is the disease, we know that the numbers they're staying 31 states affected, 7 million dead baby pigs but where is that and is that 31 states - are they all in Iowa and every other state has just maybe one case.
	We don't know that the distribution we don’t know anything about the case, cases that are occurring. We know what testing has been done but we're not even sure where in each state that that's been done.

	So how can you do a prevalence or any kind of a study to help the industry to show them and we're not going to teach the industry anything about security or how to deal with this disease but we need to evaluate where it is and what it - how it's spreading and what tools we can use to combat it.

	Not necessarily just for PED but for the next one. The next one is what's important, the next one could be FMD. If the next one comes in and we're unaware of it for - I mean it was diagnosed what - we got it, the first case was sent in - was it diagnosed May 17?

Woman:	May 16 (unintelligible).

(Jack Shear):	Right but it was around before that like a month before.

Woman:	Retrospective study to April 15.

(Jack Shear):	Okay so April 15 to May if that was FMD we would be a month behind and that's not good. I think it would be recognized quicker if it was FMD I think we'd - because this was a new virus that was not - never seen before they didn't even have testing for it.

	(John) told you all this stuff yesterday. Our concern is the reporting when they - when the testing was being sent in we didn't know where the cases were, how it was spreading, how many were infected was it one case was it - in order to be - in order to do a good job with assisting the industry and with the epidemiology and the trace back we weren't interested in limiting movement we're just - our objective was to try to look at how can we control this.

	So and we've been battling within VS for a long time about mandatory reporting and what that looks like and the reason that we need that is do deal with diseases that are emerging.

	Emerging diseases are the tough ones because you don't see them, PRV is a good example, if we had known that as an emerging disease and jumped on it right away we might have eliminated that before it spread all over the United States. Might have but we didn't.

	(PURS) is another one if you look at (PURS), (PURS) started somewhere and spread. This chikungunya virus thing that's going to be another interesting one because I understand that that can be spread by non-human primates and we had a few of those.

	So and some of them are in my family - no just kidding. Anyway but I think that we started down that road because of that and I think there were - there was miscommunication messages I think between what we were attempting to do and what we were actually doing.

	And so I think this reporting is important for us to find the cases and for us to really help the industry. We're not looking to control what they're doing or tell them how to do herd plans, we just want to know.

	With the herd plans - everybody's like well we don't need these herd plans they're ridiculous. What we'll learn from the herd plans is what has been done in the herds where it's working and they're not getting it back and what's different.
	And I watched the folks at (SIA) they're amazing at picking through the information and analyzing it and coming up with trends and examples of what's working and we can - that's one of the strengths we can bring as part of this process.

	We bring that back and we can help the industry with that information. Maybe it's to late for PED but it's not going to be to late for the next one, that's really where we have to go and I know the poultry industry is another one that has - they're fighting all kinds of bacterial diseases right now.

	If we could find ways to help them with those types of process those are some of the strengths we have that we're not utilizing. (SIA) has tremendous analysis and statistical abilities and the laboratory, our laboratories best in the country.

	So that's kind of where we went, that's how we got there. I think there's some strong interest by the Secretary than we do more than we've done and so that's where we are, where we're at.

(Don):	Thanks (Jack), thank you for your presentation earlier.

(Jack Shear):	You bet.

(Don):	So we have a few more minutes here I know we have one person whose waiting to comment publicly but I want to find out are there any recommendations, general recommendation on this issue? This non-regulatory approach issue?

(Don Ritter):	I do just one to get one quick question for (Jack). I've heard through the grapevine there's some sort of MOU between FSIS and APHIS about trace backs on food borne illness or collecting samples or kind of what's the story on that?

(Jack Shear):	Yes I just talked to a young lady - came to talk to me and the concern was that we would be going on farms and doing food borne illness trace backs for FSIS. That's not what that MOU is for.

	That MOU is to assist them with the analysis process that whatever they need to come to bear with the (SIA) folks to look at statistically what those factors are. There's no plan and I know this is a concern for the poultry industry that we're going to be going out and doing sampling on farms and then turning that into FSIS for trace back purposes. That's not part of the MOU.

	So we want to ensure the industry of that and we're going to have - we're going to talk about that at the sector meeting the next one when the poultry industry comes in. I want to make sure that that gets to be a topic.

	So if I forget to put it on the agenda I hope it gets there by some of the poultry folks because I've talked to them and that’s a real big concern. We never want to be as part of VS put in a position where we go on the farm in a regulatory purpose in those kind of situations for another agency.

	We're very - we want to very - we're really concerned about that and we are very conscious because we - that would ruin our relationship with the industry we'd be done.

	And I've been down in the pits with FDA when we had salmonella enteritidis and we can assist from the point that we understand the industry, understand how it works and we can get the job done but we're not going to go there so that they can do regulatory actions against those farms we're not going to do that.

(Don):	Okay, (Wayne).

(Wayne Freis):	I just have one quick one to (Jack). How will a change of administration affect your group? Let's say two years from now or whatever does - is there - if the Secretary of Agriculture changes or something like that?

(Jack Shear):	(Wayne) can you be a little more specific about affects what?

(Wayne Freis):	Does it affect funding, does - is there an overhaul afterwards or anything like that?

(Jack Shear):	I think every time there's an administrative change we see changes even sometimes with different Under Secretary's and Assistant Secretary's. I read up on what the job of a senior executive is and when our forefathers sort of created this country they said okay we're going to elect politicians and they're going to come in every so often.

	And but we need a stabilizing force to educate those politicians as they come in about different issues in the country and that's what the senior executive corps is supposed to do.

	So I think it's our job - our job - the new administrative comes in to educate them on all of the issues that we're dealing with as far as - that are important. And then they're going to have their own agendas of course to take us to certain - so things will change.

	And they'll have other things that are important to them but we stay with our general purpose throughout and for instance I - you see changes in animal ID has changed between different administrations.

	But there's still the general purpose, the direction we're going is still the same. So yes things will change, people have different priorities but that's the way - that's our job to make that understood and funding always changes.

	I don't know why this goes in and out this speaker is going in and out on me. But our funding always changes and that's really based on not just VS but on APHIS' request and that gets blended in the department request, which gets blended in at higher levels.

	So everybody gets a little piece of whatever that final budget is. Does that help?

(Don):	All right, two more things do we have any general recommendations on non-regulatory? If not we don't need to appoint a sub-committee. Hearing none okay we won't do it for now but if anybody thinks of any we can always revisit it.

	(Jack) thank you very much, (Beth) thank you for hanging in with us all day. I know we have one member of the public who would like to make a statement is that correct? No.

(RJ):	He's saying no.

(Don):	Okay.

(RJ):	Is there anyone here who would like to make a statement? I guess not.
(Don):	Well I guess then first of all I'd like to say thank you to (RJ) for all your work leading up to this meeting you did a great job, picked a great meeting room, nice hotel so it was good working with you.

(RJ):	It's an honor working with you and we've got more work to do over the next few months. You'll get lots of emails from me following the meeting especially setting up the subgroups.

	Like I said we're going to use the food shield media to do the, you know, the vetting ideas and building these recommendations. And so we'll take a few weeks for that...

(Don):	Sure.

(RJ):	...we'll look for a few weeks to go out but it's been an honor working with you all again and thank you.

(Don):	Great and (Ann) thank you we didn't need to - we didn't get to rough and rowdy in here so we didn't need your patience skills this time around but thank you for being here and hanging in with us.

	And also thank you and (Kay) wherever - where is (Kay) where did she go, for her typing? And all of you for your attention and input it's been good to see old friends again and meet some new people and (Karen).

(Karen Jordan):	What is the reimbursement process?

(RJ):	You can expect to hear from (Sharay Hayden). She'll probably send you a voucher, which is a form a two-page form and we'll look for receipts. You can scan and send those in or fax them, we'll have something in place for you.
	I think it's a two-week period, you're required to do this within two weeks of your travel. So you can expect some communications from her probably by the beginning of next week.

	I'll be traveling but I will be paying attention to that so look out for the form it's pretty simple to complete, you'll have instructions. Some of you have done this before, for those of you who are not familiar with the process we'll make sure you get through that.

(Don):	And the meals and incidentals is a per diem?

(RJ):	Yes we don’t really look for receipts under $50 but, you know, the per diem populates in the system automatically. So airline tickets, you know, the major - you'll get instructions on all of that.

(Don):	Is the hotel direct billed?

(RJ):	No it's not.

(Don):	It's not okay, any other questions? Have a safe trip home - yes.

Woman:	How quickly are we (unintelligible).

(RJ):	So over the next two weeks, two to three weeks what I would like to do is ensure that everyone is signed up in the food shield program. It's a practical way for building documents so we have one master document at a time.

	What we don't want to do is have multiple versions of things going back and forth. I've done that before and it can quickly become, you know, a problem. So I know some of you have signed up for that, there are a few who have not shown up and we'll just make that happen.

	I think everyone is registered we just have to get you into the subgroups. So we'll create those, we'll establish what I'm thinking is we will pull from the document that's been created here and put the language into the various subgroups and you guys can take it from there.

	For those of you who have not been assigned to a group you probably will be when I create these subgroups. So you may in more than one group, I think that's it do you have anything else?

(Boyd):	Didn't you say the subgroups we need to know who is assigned but are we - can't everybody look at what the subgroup is working on if they want to weight in?

(RJ):	Absolutely I'm thinking that once the subgroup has completed or is satisfied with the state of their document then it gets shared with the whole group. And again this process can take a month and as little or as much time as you need.

	And then as we've done before (Don) will prepare a cover letter, your recommendations will be sent up the line and they will ultimately be published and then that's the process.

	Now we can arrange for if we need to another public conference, teleconference if we need to. I don't think we will but that's always a possibility.

	Preparation calls we can still do those that's for analysis if we need to really drill down on language we can do that as well. But those are decisions that we'll make as we go through this process.

	I will marshal it, we will not let it flounder it will move and so you can look for that over the next two to three weeks we'll set it up and we'll go from there.

(Don):	You don't anticipate another in person meeting this fiscal year?

(RJ):	Not this fiscal year but perhaps next fiscal year and you guys - your terms expire in May 2015. So I expect you'd probably have a meeting before your terms expire.

	The new charter is being published this August, it hasn't changed much so, you know, having a meeting is really driven by the need of whether we need a meeting but I expect you will probably be able to have another before your terms are up.

(Don):	Other issues.

Woman:	(Unintelligible).

(RJ):	It will be published on the GOC Web site for advisory committees government wide advisory committees. It will also be published in your Web site and I encourage you all to visit your Web site.

	I sent you a link for that again today. All of the documents that were produced and presented during this meeting, all of your summaries, any other documents the guest presentations all of those are published.
	Your minutes will be published. There will be minutes that (Don) and I will work on together. (Don) will certify and that will be published as well. The minutes - there will also be an mp3 recording of these proceedings and full transcripts.

	Those will all be uploaded to the Web site. So and that will take place - that can take place within the next two weeks.

Woman:	(RJ) I just wanted to add the presenters who have been here the past two days have also been taking notes to see about moving forward on some of your comments and suggestions.

	So they're not necessarily holding back until possibly a committee resolution or recommendation is made they were very much interested in hearing the discussion to consider in their day-to-day positions just so you know.

(Don):	Any other comments, concerns? All right then have a safe trip home, thanks.

(RJ):	Okay this meeting is adjourned thank you. Verizon.

Coordinator:	Thank you, this concludes today's conference participants you may disconnect at this time.

(RJ):	Thank you.


END
