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SECRETARY VENEMAN:  Good afternoon and thank you, Alisa. And thank you all for joining us today as we discuss some significant potential changes in our biotechnology regulations.

Following my opening remarks, a technical briefing will be led by Bobby Acord, administrator of USDA’s Animal and Plant Health Inspection Service, or APHIS and Cindy Smith, who is deputy administrator for biotechnology regulatory services at APHIS.

First, my thanks to our scientists and staff at USDA who are involved in agricultural biotechnology regulations including APHIS, which is taking the lead on the new proposals we are discussing today.

Since 1987, APHIS has played a key role in the aggressive regulation of agricultural biotechnology in the U.S.

“That role has led to the safe field testing of more than 10,000 genetically engineered organisms and the eventual deregulation of some 60 products.

“In recent years we have updated and strengthened our biotechnology regulations several times.  We have been enhancing our permitting systems for plant-made pharmaceutical and industrial products.  We are increasing our inspections of these sites, training personnel who are involved in our field tests on our rules, and creating a compliance and enforcement unit.  And just last month we announced the creation of an environmental and ecological analysis unit.

“Each day scientists across the country are making important new breakthroughs in biotechnology.  It is a technology that is providing profound benefits to our food and agriculture system, including improved environmental stewardship, enhanced nutrition and food safety, and new economic opportunity.

“While this evolving science is exciting, USDA and other federal regulatory agencies must continually review our regulations and authorities to ensure that they are meeting changing demands.

“As science and technology advance, we must have a regulatory framework that keeps pace with rules that are based on sound scientific principles and mitigation of risk.  Our goals are to allow for the safe testing of genetically engineered organisms while continuing to safeguard our country's vast agricultural and natural resources.

“Today we are announcing the first critical steps in a comprehensive update of our regulatory framework.  Our Animal and Plant Health Inspection Service will prepare an environmental impact statement on its biotechnology regulations, which will support new regulations.  We envision a system that will place a greater emphasis on risk and additional flexibility for products that have demonstrated their safety.  We are asking stakeholders and the public for input both on the environmental impact statement and on future proposed rules.

This process will help enhance our system to provide the strongest possible regulatory system with science and risk guiding our actions.  Once again, I want to thank all of you for joining us today, and I will now turn this briefing over to our people from APHIS, Bobby Acord the administrator and Cindy Smith, for a more detailed explanation of the actions we're taking today.  Thank you very much.


BOBBY ACORD:  Thank you, Secretary Veneman.  And first I want to thank you for your leadership on the biotechnology issues.  


I think it's been the Secretary's advocacy that has brought us to this point today.  It certainly has been an important initiative for this Administration, and this is the first step I think toward a new and enhanced regulatory process.


Our Federal Register notice asked the public to comment on two broad issues related to biotechnology regulations.  The first is to take no action, which certainly would be the base against which we would measure.  And the second is to revise the regulations to address the scientific advances in biotechnology, new trends in biotechnology, and then applying the new authorities that we have in the Plant Protection Act.


The public is going to be asked to address 11 specific questions that will help us to frame our regulations, and it will also help us to shape the environmental impact statement.  This is what is viewed as a scoping document in reality, and once we get the public's comment on that then we begin to draft an environmental impact statement.  And then we will issue the regulations or draft a proposed regulation on the basis of that environmental impact statement.


So I think this is, again, an important first step and one that I think it's very important from the standpoint of allowing the public to comment.  And this is the first opportunity that the public has had to do that.  So with that, I'm going to ask Cindy Smith who's our deputy administrator for Biotechnology and Regulatory Services to make a few comments, and then we'll take questions.


CINDY SMITH (Deputy Administrator, Biotechnology Regulatory Services):  Thank you, Administrator Acord and Madam Secretary, for your leadership and the priority you've placed on our regulation in biotechnology.


Just as it is likely an exciting time to be a scientist in this field, you have created an environment here at USDA in APHIS that makes it an exciting time to be a regulator of this technology as well.  


A little bit of background might be useful here.  Last year APHIS participated in a White House-led interagency discussion, which included our sister agencies the Food and Drug Administration and the Environmental Protection Agency, to consider the impacts of scientific advances and industry trends on our coordinated framework for the regulation of biotechnology products.  Several months ago, those discussions led us to several conclusions.


First, the science-based oversight of agricultural biotechnology products established under the coordinated framework has and is serving agriculture, the environment, public health and this technology very well.  For our part in APHIS we have been regulating biotechnology since 1987, overseeing more than 10,000 genetically engineered crop field tests, and deregulating 61 genetically engineered plant varieties.


We also reaffirmed that the regulation of agricultural biotechnology products should be based on public health and environmental risk as determined by a scientifically sound assessment process and that the level of regulatory controls should correspond to these factors as in our current regulatory system.


Another conclusion we reached was that the flexibility of the coordinated framework through the updating of regulations continues to position us to effectively regulate anticipated and unanticipated advancements in this technology.  Under the Plant Protection Act of 2000 APHIS has unprecedented authority to safeguard American agriculture and protect the environment.


The National Academy of Science issued a report that made recommendation for us to view the Plant Protection Act of 2000 as an opportunity to increase the flexibility, transparency and rigor of the APHIS decision-making process.  While APHIS's current regulations have been highly effective for ensuring the safe introduction of genetically-engineered organisms since the 1980s, we are going to use the expanded authorities under the Plant Protection Act as well as the knowledge and expertise gained through our experience to once again update our regulations to keep pace with the evolving demands of this technology.


A number of objectives will be accomplished through our revision including ensuring safe development and use of new (transgenic plant varieties while minimizing regulatory burden; using the experience of regulation to maintain and build on the strengths of the system; ensuring a complementary system to those at FDA and EPA; and simplifying our regulation while increasing public involvement and transparency.


The last point of increasing public involvement and transparency while APHIS has conducted appropriate environmental analyses on its actions in the past to ensure full compliance with the National Environmental Policy Act or NEPA our decisions to date have not required us to complete an environmental impact statement.  However, tomorrow's Federal Register notice announces our intention to develop an EIS, which will evaluate environmental issues associated with potential revisions to existing regulations.  The EIS will look at expanding APHIS's regulatory scope beyond genetically engineered organisms that may pose a plant pest risk to also include genetically engineered plants that may pose a noxious weed risk and genetically engineered organisms that could be used as biological control agents.


Developing an EIS through a public process which examines significant impacts and potential alternatives related to our new regulations is a great way to address public involvement and transparency necessary to public confidence in the system.  The development of an EIS also provides an opportunity to evaluate NEPA considerations for those future events where science, risk and experience prove that regulation is no longer required.


This flexible tool could also provide NEPA analysis for those future events where science, risk and experience prove that while continued regulation is required, individual or case-by-case environmental analysis is not needed.


Finally, in evaluating the environmental issues associated with considering significantly expanding our scope to include the noxious weed and biological control organism authorities, we ensure our new regulations to be on a sound legal footing.


Next, I would like to highlight a few of the changes we are considering to our regulations beyond broadening the scope of our authority.  First, revising the existing system of permits and notification to consider a multi-tiered permitting system based on risk and familiarity -- the idea being the greater the risk and less familiarity, the greater the regulatory control.


Secondly, revising the deregulation process to consider providing new flexibility to allow for monitoring or data collection for minor unresolved risk, or to grant conditional decisions when circumstances warrant.  For example, in the case of a plant, which poses low plant risks for noxious weed risk, APHIS might grant a conditional decision with monitoring or other risk mitigation requirements for a period of time to address specific, science-based risk.


Thirdly, further strengthening of field-testing requirements for genetically engineered plants that produce pharmaceutical and industrial compounds.  For example, considering whether the review process and permit conditions for non-food crops used for the production of pharmaceutical and industrial compounds should differ from those used for food crops.  As well as considering how the lack of a food safety evaluation affects the regulations of these same crops.


Fourth, establishing a new mechanism to facilitate safe, effective and transparent commercial production of plants used to manufacture pharmaceutical and industrial products while remaining under regulatory oversight.  This will be in addition to the ability of these same plants to, when they meet the established safety criteria, to be removed from regulatory oversight as well.


And finally, considering exempting from regulation the low-level and intermittent occurrence of certain genetically engineered organisms that have not completed all applicable review provided that they meet safety criteria and there has been adherence to good agricultural practices.  There are additional changes that we are considering and by reviewing the Federal Register notice and looking at the questions we're asking you'll get a sense of what those additional changes are.


Finally, a note about public involvement.  As part of our ongoing efforts to make the regulatory process and its scientific basis more transparent we plan to hold multiple public meetings as well as a scientific forum with key experts to discuss issues associated with the revised regulations.  In an effort to solicit a wide range of viewpoints, I also want to extend a personal invitation to any interested stakeholders who want to come to our offices in Riverdale, Maryland, and meet with BRS.


We have set aside the week of February 23 solely for that purpose.  A summary of the meetings will become part of APHIS's official administrative record. 


In summary then, we will be leveraging the Plant Protection Act authorities in our long experience in regulation of biotechnology products to strengthen our system to keep pace with future developments of this technology.


That's the conclusion of my remarks.


MS. HARRISON:  Thank you, Cindy.  And Operator, we are now ready to go to the question and answer session.  Both Bobby Acord and Cindy Smith are here to answer those questions, so, Operator, with that; we'll go to questions.

SALLY SCHUFF:  Hi.  This is Sally Schuff with Feedstuffs.  Can you hear me?


MS. SMITH:  Yes.  Go ahead, Sally.


SALLY SCHUFF:  Hi.  My question I guess is for all of the speakers.  Do you have a timeline on the environmental impact statement?  I know that in previous efforts of that sort they run into all manner of time delays on Section VII consultations on endangered species and what not.  Do you have any idea of how long a process we're looking at here?


MR. ACORD:  Cindy, go ahead.


MS. SMITH:  Okay.  While we recognize -- this is Cindy Smith -- while we recognize that this is a significant undertaking, it's a high priority for us in APHIS and our intention is to put all of our resources in his effort in the hopes that we might complete this draft EI, publish the draft EIS this year.


SALLY SCHUFF:  Thank you.


MS. HARRISON:  Operator, next question?


OPERATOR:  Our next question comes from Elizabeth Weiss of USA Today.


ELIZABETH WEISS (USA Today):   Hey, thanks for doing this at a good time for those of us on the West Coast.  We appreciate it.  (laughs)


I have two questions.  First off, can you give some examples?  And I realize this is, we're looking into the future here, but if you think about the 61 plants that have already been put through the regulatory process, what for example might be something that you would make an exception for?  What might be something -- you said, well we know this is risk-free enough that we're going to let it through?


And secondly, what is "nonviable plant material"?


MS. SMITH:  Okay.  Nonviable plant material, in other words, is some part of the plant that by itself could not give rise to another plant.


ELIZABETH WEISS:  And currently that's not regulated?


MS. SMITH:  That's correct.  And you were also asking for potential examples of things that we might evaluate for exemption to the system, correct?


ELIZABETH WEISS:  Correct.  I mean you used the phrase "considering current science and experience."


MS. SMITH:  Right.  So the kind of thing we'd be looking at there would be crops that don't have wild weedy relatives and traits that we have a lot of regulatory experience with.  And so a couple of examples then would be herbicide resistance, soybeans, or corn.


MS. HARRISON:  Operator, next question.


OPERATOR:  Our next question comes from Scott Kilman of the Wall Street Journal.


SCOTT KILMAN (Wall Street Journal):  Hi.  This is Scott.


I had a couple questions.  Can you give us some examples of how the scope of the USDA's regulatory authority over field-testing changes?  What are some plants now that you would, plants and insects, that you would have authority over for permitting field testing that you didn't have before? 


The second thing is, are you proposing -- I want to make sure I understand whether the USDA is proposing a change, stricter regulations in the field testing of biopharmaceutical plants like protigenes (sp) plants than it is with biopharmaceutical that would be put in, say, like corn.


MS. SMITH:  Okay.  The first question in terms of our expanded authority, perhaps the easiest way to help explain what we mean there is, currently our regulations allow us to regulate any genetically engineered organisms that could pose a plant health risk.  By adding the two additional authorities, biological control organism authority and noxious weed authority, that broadens our scope significantly.


One example would be if we look at how the authority defines a noxious weed would give you a sense of the extent to which that broadens.  Our regulations define a "noxious weed" as "any plant or plant product that can directly or indirectly injure or cause damage to crops, livestock, poultry or other interests of agriculture -- irrigation, navigation, the natural resources of the United States, the public health or the environment."


SCOTT KILMAN:  So is there a specific plant you can give me an example of that you couldn't have regulated in the past that now you can that would be used in biotechnology?


MS. SMITH:  Well, I think generally it would be any plant that doesn't pose some kind of a plant health risk but it does potentially pose a noxious weed risk -- any of those categories that I just mentioned.


SCOTT KILMAN:  Okay.  Okay.


MS. SMITH:  And then I think your second question I think was that were we planning to make the requirements for pharmaceutical in food crops safer, more strict than pharmaceuticals in nonfood crops?


SCOTT KILMAN:  Right.  Right.


MS. SMITH:  Is that what your question was?


SCOTT KILMAN:  You said it better than I did.


MS. SMITH:  Okay.  One of the things we'll be evaluating is in terms of all the regulatory controls that will be placed on pharmaceuticals and industrials is the relationship of the safety of those crops to be in the food supply, both biotech events to be in the food supply.  So that would suggest then that if for example a pharmaceutical or industrial does not have a food safety assessment where the result is that it's safe to be in the food supply then that would be regulated very differently, would have very much more stringent controls than a pharmaceutical that is something that is something that is safe to be in the food supply or may already be found in the food supply.


SCOTT KILMAN:  All right.  So, and I'll leave you alone after this.  One of the specific questions I had is whether you guys are proposing not using food crops for biopharm, for either industrial or pharmaceutical applications.


MS. SMITH:  I think what we're saying is that we're looking at, we'll look at whatever the biotech event is in the crops and then that combination will determine what our regulatory requirements will be.  Certainly pharmaceuticals and industrials that are grown in nonfood or feed crops wouldn't need the same requirements as those that are.


Operator, next question?


OPERATOR:  Our next question comes from Roger Bernard of Pro Farmer.


ROGER BERNARD (Pro Farmer):  What sort of a role, or was there a role in the National Academy of Science's report in developing the proposals that you're announcing today?  I mean, were you able to get that in advance since it was just released earlier this week?


MS. SMITH:  Actually, you may be aware that we commissioned that report.


ROGER BERNARD:  Right.


MS. SMITH:  Several years ago.  And so we did have a very thorough briefing last week.  What was interesting about that study is, a lot of their conclusions are the same conclusions we draw in our regulatory system.  And if you look at the report you can see that what they're recommending in terms of an integrated consignment system is really quite similar to the redundant biological physical confinement measures that we have in place for our system.  There are a lot of analogies between what they're recommending and what we currently have in place in the system.


Operator, next question?


OPERATOR:  Our next question comes from Elizabeth Weiss of USA Today.


ELIZABETH WEISS (USA Today):  I'll just ask another one then.

 
Looking at this, and I see the sentence that makes clear that USDA is not attempting to take over authority from anyone else.  However, in this broadening it does seem that there's a kind of a creation of a one-stop shop for companies who are trying to do this sort of work.  


What sort of input are you getting from EPA and FDA on this, and how would you see them being part of this broader new system?


MS. SMITH:  First I should clarify that we spent a number of months working very closely with FDA and EPA to ensure that any new regulations that would come out would be strengthening the system, not creating any unnecessary redundancies.  So we are working, and we continue to work very closely with FDA and EPA to ensure that the proposal that we put forward will not in any way create any unnecessary redundancies in the system.


So we'll see FDA and EPA continue to have the same role that they have had in the previous systems, just as we'll have the same role.  We'll just be broadening our authority to include in addition to plant health the potential for noxious weeds and biological control agents.


ELIZABETH WEISS:  Okay.  And then a follow-up question on an entirely different tack.


On the question of "adventitious presence," is there any sort of a limit you're thinking of there?  I mean, I know that the activist groups are going to go crazy over that so how are you going to respond to those concerns?


MS. SMITH:  What we're talking about there -- in terms of setting up a multi-tiered permitting system, what we're talking about is, gathering, grouping together classes of organisms that create different levels of risk.  And so when you do that if you create a category of organisms that don't pose any risk, then that category of organisms you could identify some safety criteria that they would be able to meet, and we could consider exempting from regulation the low-level and intermittent occurrence of these organisms assuming that all good agricultural practices had been adhered to -- which means that the companies field-testing these products would have had to have been strictly adhering to the regulatory system -- which would mean you wouldn't expect very much.


ELIZABETH WEISS:  Do you think that's --


MS. SMITH:  Elizabeth, we lost you there.  We didn't hear that last question.


OPERATOR:  Sorry.  This is the Operator.  Can we go to our next question?  Randy Fabi of Reuters.


RANDY FABI (Reuters):  Hi.  I was, didn't know I was going to be asking a question.  But anyway, why isn't the environmental impacts necessary now, and what technologies in the pipeline may make an environmental impact statement necessary?


And also, how long is the comment period?


MS. SMITH:  Okay.  So just to make sure I understood the questions you're asking why is the environmental impact statement necessary now, and how long is the comment period?


RANDY FABI:  Yeah.  I mean, what technologies are making the USDA believe that the environmental impact statement might be necessary in the future?


MS. SMITH:  Well, I think it's more of an issue of looking across the, when we broaden our scope that looking as broadly across the authority for noxious weed authority and biological control organism authorities that that broadening of our scope is what is suggesting that an environmental impact statement would be beneficial.  


We are -- let's see.  This is a 60-day comment period.


RANDY FABI:  Okay.


MS. HARRISON:  Operator, would you reiterate the directions for people who want to ask a question?  And let's go to our next question.


OPERATOR:  Okay.  This is the operator.  All those who have a question just press "1" on your touch-tone phone.   That's digit "1"."  And you will go into our Q and A queue.  Our next question comes from Scott Kilman of the Wall Street Journal.


SCOTT KILMAN (Wall Street Journal):  Okay.  All right.  


I do have a couple of questions.  One was, how was the biotech industry involved and consulted in these changes?  And the second question I had is, seems like you're creating an exemption for when, if there's a case such as Monsanto's situation a year or so ago where they had been working with a canola plant out of Canada and in their work they somehow got some genetic material in that plant they didn't want to be there and it reached the marketplace.


It seems like what you're doing, what would create an exemption for that kind of problem where if they accidentally got material in their plant that's considered safe it would still be allowed to be on the market.  Am I reading that right?


MS. SMITH:  That's correct.  Assuming that it met all necessary safety criteria.


SCOTT KILMAN:  Okay.  Good.


MS. SMITH:  And their, our permitting regulatory requirements have been met.


SCOTT KILMAN:  Okay.  All right.


MS. SMITH:  Oh.  And you also asked the question about how the biotechnology industry has been involved in this.  They've not been involved in any specific way.  The decisions that we have reached at this point were based largely on an inter-agency process that involved the agencies of the coordinated framework including the White House.  And we're at the point at this point in the process now where we're opening up our decision-making to include any stakeholders, including the biotechnology industry.


OPERATOR:  Our next question comes from E.D. Lowe (sp) of the Sacramento Bee.


E. D. LOWE (Sacramento Bee):  Thank you.  I have two questions.  The first question is for those products that have already been through the regulatory system and have, for example, been deregulated, would they be grand fathered in and continue to operate under the old regulatory scheme, or might they need to be reevaluated under the new scheme when that is in place?


MS. SMITH:  No.  Your first assumption was correct.  They'll be grand fathered in.


E.D. LOWE:  Okay, thank you.  And then the second --


MS. HARRISON:  Operator?


OPERATOR:  Yes.  I'm sorry.  I thought she was through with her question.  If she could call back in and press "1."  In the interim, we have Sally Schuff from Feedstuff.


SALLY SCHUFF:  Yes.  Hi.  My question is, on the interagency process, will there be other agencies likely announcing additional actions, or is this, is USDA the only one that is coming forward with something new right now?


MS. SMITH:  We are certainly the only agency that's making an announcement at this time.


SALLY SCHUFF:  Thank you.


MS. HARRISON:  Next question?


OPERATOR:  This is the operator.  We have E.D. Lowe from Sacramento Bee.


E.D. LOWE:  Thank you.  My second question was, how long do you anticipate it taking to develop a new, the updated regulations?


MS. SMITH:  Well, our goal is to just complete our environmental impact, our draft environmental impact statement this year.  And the intention of an environmental impact statement is to inform your regulations development.  So you could expect some number of months after the draft environmental impact statement is published that you would see a proposed rule.


MS. HARRISON:  Operator, next question?


OPERATOR:  Our next question comes from Philip Brasher of the Des Moines Register.


PHILIP BRASHER (Des Moines Register):  I'll ask you again about the regulation of crops for pharmaceutical industrial use.  Could you, are you thinking in terms of, or in terms of food crops are we thinking of more strict isolation requirements than you have now?  And, two, could you also comment on the NRC report and its recommendation that those crops not be used unless there are stringent confinement methods.  And of course it raised questions about a number of the different defining measures, including sterility.


MS. SMITH:  Yeah.  I'll start with the second question first.  If you look at what the National Academy is recommending in terms of the stringency there, essentially what they're saying is that they should be evaluated, and if there are risks associated with them that very stringent conditions should be put in place.  I would say that's very comparable to the changes that we made in terms of our permit conditions that we announced last March.


Those are certainly very stringent conditions for field-testing.


And I've forgotten what your first question is.  I apologize.


PHILIP BRASHER:  Well, are you thinking in terms of going beyond that for food crops, beyond what you have done or announced last year in terms of requirements?


MS. SMITH:  We're certainly going to be evaluating a number of factors in the new system, so I think it would be premature right now for us to say.


MS. HARRISON:  Operator, next question?


OPERATOR:  Our next question comes from Roger Bernard of Pro Farmer.


ROGER BERNARD:  In terms of, I realize it's very early right now with the environmental impact statement being worked on, planning on this year with, you know, regs coming maybe shortly thereafter.  What sort of regs would you envision coming out of an EIS?


MS. SMITH:  Well, what we're talking about is in the EIS, as Administrator Acord discussed, we'll look at two options -- one option of maintaining the current system, the second option is making a number of regulatory changes. 


If you'd look in the Federal Register notice, the questions that are outlined there give you a sense of an overall regulation that we would be issuing, and it would include a number of those issues that have been raised in terms of: establishing a multi-tiered permitting system, revising the deregulation process to allow new flexibility, a number of those kinds of things as you see outlined in the Federal Register notice.


MS. HARRISON:  Operator, we have time for two more questions.


OPERATOR:  At this time we have no other questions in our -- oh, please stand by.  Our next question comes from Scott Kilman of the Wall Street Journal.


SCOTT KILMAN:  Alisa, you gave me a chance.  I got to ask.


Is it safe for us to say that the sum effect of these changes is that it will likely speed up the approval process for field tests of genetically modified crops?


MS. SMITH:  You know, actually a point I probably have not been real clear on is what we're actually going to be doing here is taking the experience that we've gained over the number of years we've been regulating and we're going to apply that to streamlining the system and applying our resources to those things in the system that suggest they should have the most oversight based on risk.


So there will be a number of things that will need less regulation and then on the other hand those that have more risk than we could potentially expect greater regulation.


SCOTT KILMAN:  Okay.


OPERATOR:  Our next question comes from Sally Schuff of Feedstuffs.


SALLY SCHUFF:  My last question is, did I understand you correctly that you will be doing, basing the regulations and the permitting on risk assessments on each application?


MS. SMITH:  What we'll be doing is creating what we're considering is a multi-tiered permitting system where you assign different levels of permits based on the risk associated with the organisms that would be in that permitting level.


SALLY SCHUFF:  I see.  And how will you establish the risk of the organism?


MS. SMITH:  We'll establish criteria, a variety of criteria that will apply to those organisms.


SALLY SCHUFF:  Okay.  Thank you.


MS. HARRISON:  I think that's going to be it for today.  Feel free to call APHIS if you have any follow-up questions this afternoon.  With that, we will bid you a good day.

