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PROCEEDTINGS

MR. GEORGE: Good morning, all. If you could
please take your seats, we'll get started. Thank you.
First things first. If you have a white Infiniti with
North Carolina plates XPB-1933, your lights are on.
We'll take care of the important business first. Good
morning, and welcome to the 2012 BRS stakeholders'
meeting. I'm Dick George, Communications Branch Chief
here at BRS. This 1is our annual opportunity to look at
where we've been in the past year and where we're
headed in the next and to answer your questions. We
have a full schedule, so we'll get right to it.

First a few housekeeping items. Please
silence your cell phones so they don't chirp or whistle
or chime or play the theme to your favorite TV show. We
do have coffee and water on the table in the back of
the room. Down the hall, out this door to the right,
past the elevators, and your first left, is the
cafeteria, if you prefer Dunkin' Donuts, coffee, or
would like something to eat during the breaks.

Also, during the breaks and at lunch, our

Permits Branch Chief Steve Bennett is here to help
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anyone who may need help to get eAuthenticated in order
to access our ePermits system. And there's Steve in
the back. Give a wave. If you need help with
eAuthentication, Steve 1is your guy.

Today's presentations are available as
printed handouts that are on the sign-in table, so if
you'd like to follow along, take notes on the handouts,
be sure to pick one up if you haven't already. If you
need one, just give us a wave, and we'll get -- we'll
get a set to you. Also, all of the PowerPoint
presentations today will be on our website within the
next day or two.

Today for the first time we're webcasting our
meeting, so I'd like to extend a special welcome to
those who are joining us online. Our hope is that
webcasting will make it easier for more people to
attend our meeting, so welcome all attendees, whether
you're in the hall or online. Those of you online
should be able to see the presentations and to ask
questions by way of a textbox. This is the first time
we've tried this, so there will no doubt be a learning

curve, and thanks in advance for your patience.
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Also, a note to our presenters. You're on
camera, and the camera is locked down, so please speak
from the podium (indiscernible). We have a court
reporter here today, Erick McNair, over here in the
corner, who will produce a complete transcript of the
meeting, which will be posted to our website within the
next few weeks. So if you want to go back later,
double-check something you heard today, it'll be in the
transcript on the site.

Today's meeting starts with a very broad
perspective and then gets into more and more detail as
the day progresses. We'll begin with an APHIS-wide
perspective, then we'll talk about the Advisory
Committee for Biotechnology and 21st Century
Agriculture, which just recently published its final
report on issues related to coexistence. Then we'll
have a BRS perspective on the year past and the year to
come, a quick look at biotechnology on an international
level, and then we'll get into the details of the new
petition process and our NEPA pilot project, all before
lunch.

After lunch, we'll cover some of the most
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frequently asked questions regarding ePermits,
including whether and how it might be replaced. Then
we'll talk about compliance and inspections and end the
day with a look at notifications, permits, and design
protocols, with an emphasis on common mistakes and most
frequently asked questions.

We request that you hold your gquestions until
each speaker has completed their presentation, as we
provide a time for questions at the end of each
presentation. Then, for those of you in the room,
please wait until we get a hand microphone to you
before you ask your questions so that all can hear, and
also, please identify yourself and your organization
when you ask your questions. For those of you online,
just type your question in the textbox on your screen.
If you would please indicate your name and
organization, that would be helpful.

For our speakers, I will begin waving at you
when there are five minutes left in your allotted time,
so let's be sure to keep our eyes on the clock and stop
in time to take questions. Also, after our last

presentation this afternoon, around three o'clock, BRS
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staff will stick around to answer any questions that we
may not have gotten to.

At this time, we'd like to have everyone
introduce themselves, so we'll pass around a
microphone. Please just give us your name and your
organization, and please speak clearly and slowly
enough that our court reporter has a shot at spelling
your name right. We start right over here.

MS. COLLINS: I'm Susan Collins from the J.R.
Simplot Company.

MR. CLARK: Pete Clark with the J.R. Simplot
Company.

MS. BOHMERT-TATAREV: I'm Karen Bohmert-
Tatarev, and I'm here on my own. I used to work for
Metabolix in Cambridge.

MS. GRUSWITZ: Ariel Gruswitz, DuPont
Pioneer.

MR. SHEA: And I'm Kevin Shea, the Acting
Administrator.

MR. SCHECHTMAN: Michael Schechtman with the
Agricultural Research Service and Executive Secretary

of the Advisory Committee on Biotech and 21st Century
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Agriculture.
MR. GREGOIRE: I'm Mike Gregoire, Deputy

Administrator of Biotechnology Regulatory Services,

APHTS.

MS. MASSEY: Adrianne Massey, BIO.

MS. SPURGAT: Jennifer Spurgat with Bayer
CropScience.

MR. KENDRICK: Dan Kendrick from Monsanto
Company.

MALE SPEAKER: (Indiscernible), Monsanto.

MR. DOHRMANN : Todd Dohrmann, Monsanto.

MS. HOOD: Aimee Hood, Monsanto.

FEMALE SPEAKER: I'm (indiscernible) from
DuPont Pioneer.

MS. GUTSCHE: Annie Gutsche, DuPont Pioneer.

MR. HARRON: Bob Harron, Scotts Company.

MR. MCCLUER: Jess McCluer, National Grain
and Feed Association.

MR. CLAPP: Steve Clapp, Food and Chemical
News.

MS. RECORDS: I'm Angela Records with

Eversole Associates and the American Phytopathological

10
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Society.

DR. FIRKO: Good morning. Mike Firko with
Biotechnology Regulatory Services.

MR. SCORZA: Ralph Scorza, Agriculture and
Research Service.

MS. KOEHLER: Susan Koehler, Biotechnology
Regulatory Services.

MS. STANKIEWICZ GABEL: Rebecca Stankiewicz
Gabel, Biotechnology Regulatory Services.

MR. HOWIE: William Howie, BASF Plant
Science.

MS. MCKEAN: Angela McKean, BASF Plant
Science.

MS. ROOD: Tracy Rood, DuPont Pioneer.

MR. GRANT: Doug Grant, Biotechnology
Regulatory Services.

MS. DANIEL: Renee Daniel, Perspective
Consulting.

MR. LOWE: Jeff Lowe with Scotts Company.

MR. THIES: Greg Thies, Syngenta.

MR. WHALEN: David Whalen, Forage Genetics.

MR. REDDY: Srinu Reddy, Forage Genetics.

(866) 448 - DEPO
www.CapitalReportingCompany.com © 2012




Capital Reporting Company
Public Stakeholder Meeting 12-05-2012

10

11

12

13

14

15

16

17

18

19

20

21

22

12
MR. BRYANT: Matt Bryant, D.C. Legislative

and Regulatory Services.

MR. JAFFEE: Greg Jaffee, Center for Science
and Public Interest.

MR. TURNER: John Turner, Biotechnology
Regulatory Services.

MR. MAYER: Mike Mayer, Louis Berger Group.

MS. EITNER: Julie Eitner, The Louis Berger
Group.

MS. BYER: Rudie Byer, The Louis Berger
Group.

MR. PORTER: Ed Porter, Foreign Agricultural
Service, U.S. Department of Agriculture.

MR. JOHNSON: Jay Johnson, Dorsey & Whitney.

MS. SPENCER: Erin Spencer, DuPont Pioneer.

MS. JONES: Wendelyn Jones, DuPont Pioneer.

MS. HYTEN: Aimee Hyten, DuPont Pioneer.

MR. MILES: Paul Miles, Syngenta.

MS. JARRETT: Sydney Jarrett, Syngenta.

MR. YORK: Ed York (ph), Office of Budget and
Program Analysis within USDA.

MS. BOWEN: Tracey Bowen, Biotech Regulatory
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Services.

MS. BARRON: Joy Barron, Policy and Program
Development.

MS. SIMON: Samantha Simon, Biotechnology
Regulatory Services.

MALE SPEAKER: (Indiscernible), Biotechnology
Regulatory Services.

MR. GEORGE: We can abbreviate the BRS, guys.

MR. GENE: Edward Gene, BRS.

MS. SINKOWSKI: Dee Sinkowski (ph), BRS.

MALE SPEAKER: (Indiscernible), BRS.

MR. GUPTA: Subhash Gupta, BRS.

MR. MCGOWN: Paul McGown, BRS.

FEMALE SPEAKER: Sheila (indiscernible), BRS.

MS. FLEMING: Mary Fleming, BRS.

MS. BURNETT: Gwendolyn Burnett, BRS.

MR. HANDLEY: Lee Handley, BRS.

MR. HERON: Dave Heron, BRS.

FEMALE SPEAKER: Good morning,
(indiscernible), BRS.

MS. DUKES: Good morning, Tracy Dukes, BRS.

MS. ECK: Cindy Eck, BRS.
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MR. NESBITT: Clint Nesbitt, BRS.

FEMALE SPEAKER: (Indiscernible), BRS.

MS. MANE: Allison Mane, BRS.

MR. BLANCO: Carlos Blanco (ph), BRS.

FEMALE SPEAKER: (Indiscernible), BRS.

MS. LALLI: Donna Lalli, BRS.

MS. JONES: Jennifer Jones, BRS.

MS. BOULAY: Virginia Boulay (ph), BRS.

MS. RAPPAPORT: Kate Rappaport with BRS.

MS. BARDO: Linda Bardo, BRS.

MR. ROSA: Craig Rosa, BRS.

MR. HOFFMAN: ©Neil Hoffman, BRS.

MR. BENNETT: Steve Bennett, BRS.

MR. GEORGE: Okay. Thank you very much. We
have a great -- oh, we have some late arrivals.
Colleen, if you could get a mic over to our two who
just entered. Thanks, Mike.

MR. WEEKS: Michael Weeks, Bayer CropScience.

MR. WEGENER: I'm Randy Wegener with Bayer
CropScience.

MR. GEORGE: Thank you. Well, we have great

attendance today. One more. I'm so sorry.
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MS. ASANUMA: Yoko Asanuma. I'm from Bayer

CropScience.

MR. GEORGE: Great. Thank you. Thank you
all for being here today. At this time, I would like
to introduce the Deputy Administrator for Biotechnology
Regulatory Services, Mike Gregoire.

MR. GREGOIRE: Thank you, Dick. Good
morning, everybody. Welcome to our annual stakeholder
meeting. It's my pleasure today to introduce the Acting
Administrator of APHIS, Kevin Shea. Kevin Shea and I
have worked together a long, long, long time in APHIS.
Actually, Jimmy Carter was President of the United
States when we started in this agency. You can look up
what year that was.

Kevin has been the Associate Administrator of
APHIS since September of 2004, and in that position, he
worked closely with Dr. Gregory Parham to ensure the
smooth daily functioning of APHIS. In June of this
year, Secretary Vilsack designated Kevin to act as the
administrator of APHIS while Dr. Parham is serving as
the Acting Assistant Secretary for Administration in

USDA. 1In addition to his regular duties as Acting
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Administrator, Kevin serves on the Secretary's
Executive Resources Board and the Secretary's
Management Council.

Before becoming Associate (sic)
Administrator, Kevin served four years as the Deputy
Administrator for Policy and Program Development in
APHIS, and in years prior to that, he was also the
Agency Budget Officer. Kevin has been a real champion
of process improvement and customer service and good
management practice in APHIS. He has challenged
several of the Deputy Administrators in APHIS to really
look at ways to make their processes more efficient and
predictable and is holding us accountable for the
results on that.

Kevin is a graduate of the University of
Maryland in College Park and has a law degree from the
University of Baltimore School of Law. So, Kevin,
welcome and thank you.

MR. SHEA: Thank you very much, Mike. Good
morning to everyone. I want to assure all of our
guests that there won't be any one person, one vote,

votes here today. As you can see, our BRS contingent
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would probably outvote you, so we're not going to allow
that to happen. Maybe they all get one vote if it
comes to votes.

I want to, again, welcome you here on behalf
of Dr. Parham. As Mike mentioned, Dr. Parham has been
asked by the Secretary to do something else for a
while, and I'm filling in for him. Mike mentioned he
and I have worked together a long time, and the thing
is, we've really exchanged many jobs over the years.
We've pretty much held all the same jobs, but he has
finally gotten to a job that I don't think I want, so I
think he and I will be stuck in place for at least a
while now. It certainly is one of the toughest jobs in
APHIS, and he's done a great job with it and working
with all of you, and I appreciate what Mike has done,
but I understand just how tough that job is.

I want to talk to you just very briefly today
about APHIS more in general, where we stand as things
are changing and as the budget picture, of course, is
so murky and difficult to figure out. You know, this
is a big anniversary year. It's the 150th anniversary

of USDA, the 40th anniversary of APHIS, and,

17
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technically, it's the 10th anniversary of BRS, but, of
course, we've actually been in the biotechnology
regulation business for over a quarter century, but
this is the official 10th anniversary of BRS.

And we created BRS ten years ago under the
direction of the then-administrator Bob Acord and, of
course, our first deputy for Biotech, Cindy Smith, who
went on to become the administrator because it was so
important. We realized how important it is and
required a fully dedicated staff working on just that
topic, it is so important to us.

As we've been celebrating all these various
anniversaries, 1it's probably a time to take stock of
who you are and where you're going, and that's one of
the things that we've done during this past year. And
during the last decade or more, APHIS has been called
upon to do lots of things, and lots of people defined
us lots of ways. Some called us an emergency response
agency. Some called us a one-health agency. Some
called us merely a regulatory agency.

But when you cut through all of those things,

those are really just techniques that we use to get to

18
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our core mission, which is to be a plant and animal
health agency. That's our goal. Everything really
works toward that to ensuring the health of plants and
animals so that we have a profitable agriculture sector
and many other things that go along with that.

So that's something that we've spent a lot of
time over the last few months thinking about, and with
regard to biotechnology, our job, under the Plant
Protection Act, is real simple, and that's to ensure
that the introduction of certain genetically engineered
organisms don't pose a risk to plant health. That's
our role, and that's what we carry out in
biotechnology. Other agencies have other roles. Other
agencies have other responsibilities. And as we all
note, the courts sometimes muddle those together a
little bit. But that's our role, to ensure plant
health, and that's what we will continue to do.

But although our mission is real clear in our
minds, the techniques have to change. We realize we
can't do the things we did in the past. This 1is
probably a little more applicable to some of our

operating programs in animal health, in plant health,
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where we literally try to eradicate or at least control
diseases or pests.

But a lot of the techniques available to us
just aren't available anymore. They're either too
costly societally, legally, as well as just financial.
So we're looking to do things in better ways all the
time, and, of course, one of the things that's of most
interest to you is the petition process, and we realize
that that has not always been fast, not always been
clear, but we're dedicated to trying to change that.
And that goes hand in hand with the Secretary's goal.

The Secretary asked me personally to make
sure that we somehow improve the petition process,
among other processes at APHIS. And, of course, his
goal remains some kind of coexistence among GE,
conventional, and organic growers. And our Jjob is to
try to make that happen as well, to the extent we
possibly can.

As we look at the petition improvement
process, we're looking at it from many perspectives.
Obviously we have to think about the legal exposure.

There are lots of folks who are more interested than

20
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ever in this subject, and there are advocates who
advocate in lots of forms, both political, media, and
the courts. So we have to run a petition process that
stands up to all the scrutiny from all of those places,
which means that it has to be fair, has to be
transparent, and has to be aimed at the basic goal of
protecting plant health. That is what we're doing
there.

Mike and John Turner will talk to you a
little bit more specifically about the process, and
suffice it to say it's not perfect yet. We haven't
rolled out as many things as some might have expected,
but, in fact, we have made some big changes, and we've
already seen progress, and already, on the things
moving through the new process, we see that we've
shaved 260 days off the time it takes to review a
petition for completeness.

Now, everyone in this room knows there are so
many complex factors that go in to the final decision,
but the upfront part of the process that we can control
the most, we're making great progress. Again, Mike and

John will talk about that in a little more detail
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later. 1It's only when we looked at these improvement
processes, probably some of the same things that you do
in your companies, you look at a process at every step
along the way and to see what makes it go faster or
slower.

And we found some very simple things; for
example, that there are ten steps in a process, and
someone at step one and step ten, they have a great
interest in bringing that to completion. But maybe
someone in step seven, it's not quite their priority,
and simply by assigning very specific deadlines at all
the steps in the process, we find that we can really
speed it up. Really simple stuff.

But there are far more complex things that
might -- I'll leave to Mike and John to talk about in
terms of when we seek public notice, when we go up for
public comment, all those sorts of things that they
will talk about. But we're doing everything we can to
make it work better. And, of course, hanging over all
of this, this budget picture. This has been going on
for several years. Right now, well, this is the talk

of the town with the fiscal cliff, but we've really
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been living through this for the last several years.

And over the past three years, from fiscal
year '10 to fiscal year 'l3, our corporation's gone
down by over 10 percent overall in APHIS. We have over
500 fewer people in APHIS today than we did just two
years ago. We can't sustain those kinds of budget
reductions without having fewer people. So that's the
context for APHIS as a whole, but for biotechnology,
the story's been different, and the appropriations
actually increased. And I think that reflects a couple
of things. One, it reflects this administration's
commitment to biotechnology and making this process
work better, and I think it also speaks to a growing
awareness in Congress, and, indeed, the entire
interested groups, about how important this is on any
side of the issue.

So I think that we are pleased to see that we
are going to have at least stable resources through
this particular part of the agency. Now, we can't
predict what will happen with the fiscal cliff. I
mean, a lot of people talk about sequestration. The

numbers aren't exact, but from what I understand, if
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sequestration occurs on January 1lst, our appropriation
across the board will be reduced by somewhere between 8
and 10 percent.

Of course, one of the downsides of the way
that the Congress chose to go about the debt 1limit
ceiling bill here a few years ago and came up with the
fiscal cliff concept is that it's not very selective.
Now, there are some things exempt from the cliff, from
the sequestration part of the cliff, but APHIS is not,
and our entire appropriation is subject to that across-
the-board cut, and that means biotechnology work could
be cut, just like Plant Protection work is cut, Animal
Welfare work is cut, Wildlife Services, all the parts
of APHIS will see that same across-the-board cut.

Now, I choose to be an optimist and think
that this won't happen, that we won't see those kinds
of cuts. My belief has been all along that, really,
what the Congress did here a few years ago, August
2011, I guess it was now, was sort of like the modern-
day fiscal equivalent of the Cold War theory of
mutually assured destruction.

Some of you are old enough in the room to
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remember that. Many of you are not. But, of course,
the theory was that we had enough nuclear weapons to
annihilate the Soviets, and they had enough to
annihilate us, so neither of us would be crazy enough
to shoot the first one off. And it worked, actually.
Right? ©No one fired a nuclear weapon in anger during
the Cold War.

Well, it's the same thing with this deal.
Certainly there are interests in Capitol Hill that
don't want certain taxes increased, and there are
interests on Capitol Hill that don't want certain
budgets cut. The Defense Department, I would say. And
so I think they did set up mutually assured destruction
in such a way that that wouldn't happen in the long
run.

So I remain optimistic to that and also, of
course, believe in the cliche that nothing happens
until the deadline. The deadline is January 1lst, but,
of course, the deadline is malleable too, isn't it?
They make the deadline, they can change the deadline.

So I hope that this won't happen, but as the

Acting Administrator, and Mike as the acting -- or as
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the Deputy Administrator of Biotech, we have to be
prudent about it, and so we're going to be conservative
and prudent in our spending until it's clear for this
year, if you take the whole sequestration and fiscal
cliff discussion out, we still don't really have an
appropriation for the year.

We have a continuing resolution that runs
through late March. So regardless of the fiscal cliff
discussions, they still have to potentially pass some
sort of appropriation. So we're anxiously awaiting to
see what that will be. But I think there's good news
in that too in that both the House and the Senate
(indiscernible) our appropriations bill, and the Senate
was not going to cut APHIS at all, and the House was
going to cut APHIS only by a small amount, far less
than had been proposed.

So I think we may have turned the corner from
people who make budget decisions about APHIS, whether
it's within the Executive Branch or in the
Congressional Branch. I think there is a good sense
that the 10 percent reduction for APHIS may be as much

as the market should bear, and I think that's the
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recognition of how important all this work is;
biotechnology, of course, very much part of that. So
we will be spending a little conservatively over the
course of the next few months until we get the
appropriation, and I hope that nothing really bad with
that happens with sequestration.

As we look forward to biotechnology work in
the future, I think it will continue, from our
perspective, to be so much about process improvement. I
mentioned earlier we, as the scientists, like the fine
folks at BRS -- I'm not a scientist, as Mike made clear
to you, but I'll be there's a lawyer or two in the room
too as well as a scientist. But the key role for APHIS
is indeed to look at the science and to make reasoned
decisions on science, and then there are others who
will make decisions throughout the process, and, of
course, none less important than the courts.

But we want to make sure that we're doing
everything we can in APHIS to make the process part
that we control to be smooth, transparent, and faster
than it has been. Our entire business process

improvement solution is real simple. We're trying to
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do things faster and cheaper and make it easier for
people to do business, while, of course, we carry out
our role to protect plant health.

But we understand that business moves at the
speed of business, and government has tended to move at
the speed of government, and our goal in the process
improvement working on biotechnology is to nudge up the
speed of government a little bit and get it a little
closer to the speed of business. That's our goal.
That's what we're going to continue to try to do.

Dick hasn't given me the five-minute sign
yet, but -- so I guess I'm allowed to ask you if there
are any questions. Okay. Well, thank you very much,
and I'll see my remaining time (indiscernible).

MR. GEORGE: Thank you, Kevin. As many of
you know, the Advisory Committee on Biotechnology and
21st Century Agriculture, also known as ACZ21l, has been
meeting over the past 18 months to address questions of
coexistence among various sectors of the agricultural
community. I had the opportunity to attend almost all
of these meetings, and I have to say when there's so

much partisanship in the news that it was reassuring to
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see that it's still possible for a group of smart and
committed people to come together, express significant
differences, and work toward a solution.

We're lucky to have with us today one of the
people most responsible for making that happen. Michael
Schechtman is the Executive Secretary and Designated
Federal Official for AC21 in addition to being the
Biotechnology Coordinator for the Office of the Deputy
Secretary of Agriculture. I would say that his job on
AC21 was like herding cats, but I think that would
understate it. AC21 has now issued its final report,
and here to tell us about it is Michael Schechtman.

MR. SCHECHTMAN: Well, good morning,
everyone. I'm happy to be back at the stakeholders'
meeting. As soon as the slides come up -- thank you.
And I'm happy to have you here and give you an update
on the work of the AC21. As Dick pointed out, it's
timely for the update because the committee has
completed a significant report. I have brought copies
of the report.

I'm not sure I have -- well, in fact, I'm

pretty sure I didn't bring quite enough copies for
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everyone that's in the room. It is, however, available
on the Web, and I think they're outside the -- at the
door. I have a lot to talk about, so first let me zip

through some information on history and background of
the committee.

So the committee has been in existence for a

long time. There was even a predecessor of the
committee. It was in existence -- this precise
committee in existence since 2003. With the change in

administration at the beginning of 2009, the committee
was quiescent. There are a few years didn't meet. 1In
January of 2011, the Secretary brought this committee
back specifically as part of a package of measures to
bolster coexistence that were announced at that time.
There was a process in March. Nominations
were solicited. Members of the community were
announced in June of 2011, and the first meeting took
place at the end of August 2011. For those of you who
have experience dealing with advisory committees,
that's a breakneck speed. Process improvement. But
the committee did, in fact, get going. What the charge

of the committee -- the committee has a very broad
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overall charge, which is to examine the long-term
impacts of biotechnology on agriculture and work with
USDA and also to do anything else that the Secretary
thinks is important, essentially, on biotechnology.

The specific charge that the Secretary gave
the group in reconvening it was a three-part charge.
First off, to address -- to address the question what
types of compensation mechanisms, if any, would be
appropriate to address economic losses by farmers in
which the wvalue of their crops is reduced by the
unintended presence of genetically engineered
materials? Secondly, what would be necessary to
implement such mechanisms? What kind of eligibility
standards would you need to verify such losses and
determine if particular claims are compensable? And
thirdly, in addition to those two, what other actions
would be appropriate to bolster or facilitate
coexistence among different agricultural production
systems in the U.S.?

So the committee itself can address this.
The chair of the committee is Russell Redding. He's

Dean of the College of Agriculture and Environmental
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Sciences at Delmar Valley College in Pennsylvania; also
former Pennsylvania Secretary of Agriculture and a
great chair. The committee has been very, very
diverse. Industry folks, organic folks, farmers of
various types, some NGOs. We have one committee member
who was impacted in the room today. There are also
four ex officio members from other federal agencies who
don't get to vote on things.

The committee was put to work quite hard.
Since the first meeting in August of 2011, the end of
August, there were five meetings, two-day plenary
sessions, plus work of working groups, which -- some of
which had some non-AC21 members on the working group
for some balance. And I know we have at least one
person in the room who's a member of a working group.
And many conference calls among working groups to sort
of set the stage, gather information for the full
committee to consider.

In addition to work process, there were
presentations from outside experts on things like farm
practices that are used by different types of farmers

to manage independent GE presence, past history of
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other groups that have worked on addressing coexistence
concerns, information on what experts gathered on --
data on economic losses, for example.

In addition, the Secretary, very involved in
this process. Both the Secretary and the Deputy
Secretary followed this work very closely. They showed
up at three meetings of the committee, which is not the
usual state of affairs. The Secretary repeatedly
stressed the need for these folks to find middle ground
so that these discussions would not be issues that are
decided by the courts, but, in fact, could be decided
by the people who are involved in agriculture.

The Secretary has stressed the need for
having a very broad view of agriculture, and his sense
of the importance of promoting the health of rural
communities, providing different types of options for
young farmers to want to stay on the land, different
kinds of production opportunities, keeping people in
rural communities and keeping up the health of those
communities. And that meant promoting all different
forms of agriculture.

And also he indicated his perspective that
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though people may differ on how serious a problem
coexistence is from their perspective, from his
perspective hearing all of the folks come into his
office, he perceived it as a problem.

So addressing the charge. Before I talk
about what's in the report -- and there are pages and
pages of recommendations that I'm just going to go
through very quickly, and there's lots of notes on
them, but I'm just going to paraphrase. Let me just
mention to you very briefly what some of the big points
of contention were in the discussions.

First off, on the existence of data of actual
economic losses, what exists i1s data that demonstrates
that shipments of identity-preserved material that was
supposed to meet a certain requirement for presence or
absence of GE material, shipments that were out of
specification and were rejected, but it's much more
difficult to get the data that converts that into the
existence of an actual loss, and this was a continual
point of contention, and that data is, of course, very
sensitive on the part of farmers. They don't

necessarily want to reveal that they have a problem, et
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cetera, though they want to tell other folks that they
have a problem, but they don't want to reveal that
data.

Question -- a second point that comes up is
the issue of contracts. If someone signs a contract,
does that mean that they should therefore assume that
they are assuming all of the risk for producing that to
the particular specifications of the contract? Are you
agreeing to do whatever is necessary to meet that
contractual requirement, or do your neighbors have any
responsibility to help you out in that process?

Should the AC21 report specify what might be
a reasonable contract that you might sign and what
could be an unreasonable contract so that if there was
some sort of coverage for a loss, there might be some
contracts that you would say, "Well, the government or
whatever mechanism it is, we can't possibly cover that
kind of loss because you signed a ridiculous contract."
For example, saying that my material will have zero
percent Biotech, and you discover one kernel in there
or whatever it is that were out of spec, and you should

cover that loss.
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Who should bear the costs for addressing any
losses? The discussions around all these topics with
folks ranging from organic farmers and producers and
seed merchants to farmers of all sorts and biotech
industry folks, the discussions were obviously
difficult, but they were -- they were simple, and our
Chair took a -- had a major role in keeping the
discussions going in a productive way.

So a little bit about how the report came
out, was produced. When the committee was reactivated,
the charter and bylaws of the committee were changed
slightly to encourage the production of reports with
recommendations that -- in which we would strive to get
consensus, but they wouldn't require absolute
consensus.

Previous iterations of the committee, the
committee wrote -- themselves wrote the report, and
there needed to be perfect consensus before a report
could be issued. That meant that there was a long time
to write -- lightly skim over every word, and their
reports had no recommendations in 1it, essentially.

Procedures were changed so that reports could be
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finished at a particular time -- by a time certain, and
we would try to get perfect consensus, but even if we
didn't, we would go forward with recommendations.

That meant that the Chair and I wrote the
reports, brought them to the group, got input. We
attempted to capture the range of views that existed
among committee members on the issues and then tried to
find the recommendations that would gather the most
support. So the process did allow for careful
negotiations around recommendations, but did not dwell
on fussing over every word in the rest of the report,
but just not the recommendations.

So because this was a little bit more of an
abbreviated process, what happened was at the end of
the report, when the report -- a final draft was done,
members were given the option to decide whether or not
they would sign on to consensus on the report, and
regardless of whether or not they would join consensus,
if they wanted to, they were allowed to provide
comments that would be appended to the report.

So that meant that their decisions on what to

do on the report required consideration of the whole
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package of what was in the report and the willingness
to compromise. So what the final result was -- what I
think was a carefully crafted package of
recommendations that ultimately 22 of the 23 members
were able to sign on to. For most of the members, it
was a complicated decision to decide whether to sign
on, as, as we said to the committee, there's something
in the report for everyone to dislike. But
(indiscernible) 22 of 23 members signed on.

So a little bit -- now let me just quickly
run through the contents of the report. I have fairly
lengthy descriptions. Even though they are themselves
paraphrases of the recommendations that are in there,
I'm just going to sort of highlight some words about
them. I wanted them to be in front of you.

First off, the working definition for
coexistence for the report, the concurrent cultivation
of conventional, organic, identity-preserved, and
genetically engineered crops consistent with underlying
consumer preferences and choices. So coexistence in
the context of this report is a discussion about

unintended presence -- the issues around unintended
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presence of GE material which is legal to be there.
It's not a discussion about unintended presence of
unapproved material. That's a regulatory issue, not
this economic issue which is being discussed here.

The report itself is organized around four
themes. In the report, for each of the themes, there's
a discussion of the background and the nature of the
committee's discussion, followed by one or two
recommendations on each, and areas of agreement and
disagreement are discussed in the text of the report.

So the four themes are compensation
mechanisms, stewardship and outreach, research, and
seed quality. I'll talk a little bit about highlights
of what is in the recommendations for the committee.
I'm going to present them in a different order from the

order in which they're in the report, because it's a

little easier to follow the logic. But because of the
way the -- it's different from it -- from the order
that's in the report. The report tried to more

specifically focus based on how the charges of the
committee

Okay. So there are a series of research
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recommendations. First important one is USDA should
research to quantify those actual economic losses by
farmers and how those losses occur, where they are, how
they occur over time, et cetera. Research on the
efficacy of on-farm mitigation techniques for gene flow
on a crop-by-crop basis and develop improved techniques
as needed to help address the issue.

Same thing for seed production. Develop
additional research on techniques, genetic techniques
to help control gene flow and gathering data on an
ongoing basis from seed companies about unintended
presence of GE material in seed intended for IP and
organic uses. And this i1s sort of one theme that came
out in the committee that there are a lot of folks who
have concern about the availability of seed for
producing for markets that seek to avoid the presence
of GE materials, and so this 1is part of a monitoring
the availability -- consistent availability of seed
that these folks needs, sort of part of that process.

Next item, compensation mechanisms,
evaluating the data that came in on what actual losses

are. If the Secretary determines that, based on that
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loss data, a compensation mechanism is warranted, it
should be -- a mechanism should be established based on
the model of crop insurance. For those of you who are
not focused on the insurance world, which I certainly
was not, you have to think of crop insurance as
something that has a contribution by the purchaser of
the insurance as well as a government contribution as
well to help subsidize the cost of the insurance.

To implement that, research would need to be
done to figure out the actuarial parameters.
Eligibility and verification requirements would need to
be set up. It could be tested via a pilot program.
Additionally, importantly, the -- there should be set
up incentives for creation of joint coexistence plans
between neighbors, neighboring farmers, so some farmer
producing some sort of identity-preserved crop and
their neighbor that want to work together to eliminate
-— to lessen the potential for problems because of
unintended gene flow.

If they do something, that could be
incentivized, perhaps by giving folks a break on their

crop 1insurance premiums or some other method, and that
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could be for conventional crop insurance or for this
new kind of crop insurance that would be for these
particular kinds of economic losses. In addition, go
back and look at the existing crop insurance system
that exists for farmers that aren't producing for
commodity markets. It's very hard for those farmers to
have the same kind of access and benefits from crop
insurance programs as the large commodity products.

Additionally, recommendation on stewardship
and outreach, a broad campaign to educate farmers on
the importance of coexistence, on how to do it, the
value of neighbor-to-neighbor cooperation, the
implications of the contracts they sign, risks and
responsibilities of meeting those contracts, and
accompanying that as well, working with stakeholders to
develop sort of toolkit, package of mechanisms that
would be available to farmers that foster coexistence,
working with their neighbors, mitigate gene flow, and
then incentivize farmers to adopt better stewardship
practices.

So this will include, on the Department's

side, development of toolkits. We will encourage the
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involvement of seed providers to help provide some of
this information at the time of seed purchase so that
farmers will get this information in a very easy way,
and we'll -- and USDA will also support efforts to
develop planting zones for groups of farmers that want
to produce in a specific tax specification. Now, I
should add that this outreach campaign and education is
going to involve a broad range of stakeholders, so that
means -- it definitely includes many folks that are in
this room (indiscernible).

Final class of recommendations around seed
qgquality. USDA should work with the National Genetic
Resources Advisory Council -- or should task the
council, rather, to develop a plan in conjunction with
seed industry for ongoing evaluation of the pool of
commercially available seeds that meet the needs of
producers who are producing for various non-GE markets
and work with seed suppliers to assure that a diverse
and high-quality commercial seed supply for these folks
exists.

Admittedly, that's a -- that's a

collaborative effort that has to happen. We recognize
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the seed companies obviously have to produce for
markets, and there have to be markets there that are
willing to purchase the seeds, but the committee was
clear about wanting there to be some additional USDA
input in watching that process.

The NGRAC is a committee that is also being
revived -- I should add that it's not quite up and
running again. It was quiescent for a number of years.
Additionally, USDA should recommit to maintaining the
genetic identity of material, whether it's germplasm
banks, have plans in place to address any unintended
presence of material that is shown in those and work on
helping farmers access seeds i1if they are organic or
non-GE producers that meet their needs.

So, finally, let me Jjust give you the wrap-up
on where we are with this right now. The Secretary was
very anxious to receive this report. He got the report
on November 19th, presented to him by the Chair of the
committee, with a few other members in attendance, and
he thanked the committee for having accomplished a very
difficult task, indicated the report was important and

that USDA has a lot of work to do. And in going back
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over the report, there are lots of parts of the USDA

that are involved in the response.

He said that the committee members could be
sure that there would be a response, that certainly, in
2013, there would be evidence of actual actions that
USDA is taking in response, and he appointed a senior
member of his inner staff to lead an effort to craft a
response plan and figure out how to move forward.

So with that, I'll stop, and I'm happy to
answer any questions that you have.

MALE SPEAKER: Well, first of all,
congratulations on herding all those cats, considering
that a year ago, that committee was evenly divided
between those who wanted compensation mechanisms and
those who thought it was unnecessary. If you read the
comments that follow the actual report, there's a lot
of heartburn in the organic community about the report.
Can you give us any more detail as to how the Secretary
is likely to proceed in this? I know it's still very
early.

MR. SCHECHTMAN: The short answer is no, but

I can expand on that just a little bit, and that is to
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say there are recommendations in the report that are
not likely to require new legislative authority or new
regulations. There are recommendations in the report
that will be much more complicated to implement.

So I think the first step of the process is
essentially sorting out the recommendations and
figuring out what thing -- you know, what's the order
in which things can be attacked and what's the game
plan for going through the process? The one thing that
I can say for sure is that the Secretary was very clear
that this was not going to be a report that gathered
dust on shelves.

MS. HOOD: Aimee Hood, Monsanto. Again,

Michael, congratulations. I know that this required a
lot of work getting -- there were a lot of different
opinions throughout the deliberations. My gquestion is

as I read through the comments, there were several
people who made comments about the safety of
biotechnology, and I'm wondering if the Secretary or
anyone from USDA has commented on those comments that
were made.

MR. SCHECHTMAN: The Secretary, when he
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received the report, specifically emphasized that the
Department's policy on biotech products is unchanged
and that we have -- we still have entire confidence in
the integrity of our regulatory processes. The issue
is an economic issue (indiscernible).

MR. GEORGE: Other questions? Okay. Thank
you very much, Michael. I would have to say that
Michael and Russ Redding are really the consensus
master builders, so hats off to them on getting this
important report completed and also to all the members
of AC21.

We've heard the APHIS perspective from Kevin
Shea, a broad agricultural industry perspective from
Michael Schechtman, and now it's time to go to our own
program, BRS. Here again to fill us in on where we've
been over the past year and where we're going, among
other subjects, is Deputy Administrator Mike Gregoire.

MR. GREGOIRE: Thank you again, Dick. What
I'd 1like to do today is two things. One is to reflect
on the year past, 2012, and highlight what I think were
important accomplishments and areas of focus. Then I'd

like to turn to the year ahead, 2013, and talk about
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what some of our top priorities are for the year
upcoming. I'll touch just very briefly on budget
issues, but Kevin covered those very well, so I won't
spend a lot of time on those issues.

In terms of looking back at the year 2012, I
thought I would start with some of our core functions
and activities; that is, the permitting work that we
do, the inspection activity that we carry out, the
compliance program that we carry out, and these are
activities that maybe don't get as much notoriety as
some of the other things that we're involved in with
deregulation process and so on. And like a lot of
APHIS programs that are prevention-type programs, you
don't hear much about them. Maybe they're taken for
granted a little bit, unless something goes wrong.

But I feel really good about the work that's
going on in our permitting, inspection, and compliance
activity, so I want to begin by talking about that.
Kevin talked about the mission of APHIS being animal
and plant health, and our mission in BRS is to ensure
that the introduction of GE crops 1is safe for plant

heath, and one of the ways we do that is to assist in
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the permitting, inspection, and compliance to ensure
that regulated material, when it's in the research and
development phase, remains confined and remains
accounted for, because we know from past incidents if
regulated material gets into commerce, gets into trade,
it can have significant economic impacts and
disruptions and market and environmental impacts.

So I feel really good about the fact that we
haven't had that kind of situation now in a number of
years, knock on wood. I think that is not an accident.
We have kind of quietly done a lot of work to enhance
these activities over the last few years. Michael just
made a presentation about coexistence, and one of the
ways that the regulatory program contributes to
coexistence is to ensure that, well, biotech crops are
in the regulated phase, research and development, that
they are confined and are causing disruptions in trade
and commerce or causing environmental impacts.

So those are very important activities to us.
In fact, most of the resources in BRS are devoted to
these kinds of activities. In 2012, BRS processed more

than 2,100 permits and notifications. There were
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11,602 authorized field release sites that were
authorized through the permitting and notification
process. Not all of those were actually planted. I
think about 22 percent of the authorized notifications
were planted, and 42 percent of the permits, and Doug
Grant 1is going to be going over some of those details
with you this afternoon.

We conducted almost 700 inspections last
year, so this is an area that we've increased over the
last couple of years. For years and years and years,
we were doing about 500 a year. Now we're doing closer
to 700 inspections per year. We're seeing a very high
rate of compliance with those inspections. The
Biotechnology Quality Management System, which we began
to implement in 2010, has grown over the years. We're
very happy with how that's going. It includes big
companies and smaller companies and academic
institutions that are now part of the program.

Last year in 2012, we recruited two
participants to the -- into the BQMS program and one
additional one in 2013, so we have 22 entities that are

enrolled in the BQMS program now. Nineteen of those
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entities have gone through the whole program and have
been recognized as having a full BQMS program in place
and operating. They've had a thirty-party audit in our
meeting ISO 9001 standards.

Importantly, 85 percent of the release sites
and 90 percent of the acre -- 92 percent of the acreage
of these field trials that we authorized through the
permitting and notification process are being carried
out now by regulated entities that have gone through
the whole BQMS program. So the vast majority now of
the field trials that are out there in place are
operating under a recognized BQMS program. So that's
really significant and something that we're delighted
with.

Because we want to walk the talk, we
subjected our own BQMS program administration to a
quality management process, and so our administration
of the BQMS program has recently passed an ISO audit,
and I think we'll soon have the certificate that says
we're officially ISO 9001 certified in terms of how we
administer the BQMS program.

We have also made a concerted effort in this
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last year to reach out to small developers and
university researchers to help them better understand
the regulatory system that we have, what the
requirements are, what kind of things they need to stay
in compliance with the regulations.

The two things that we did in the past year,
last December, we had a specialty cross-regulatory
assistance workshop, along with the Environmental
Protection Agency and the Food and Drug Administration
here in Riverdale. We had 50 or so participants, and
we worked with small developers to help them understand
the process for navigating a petition for non-regulated
status, and there were case studies from small
developers that had gone —-- that had gone through that
process.

Additionally, we had five workshops across
the country over the last year, different universities
around the country. You'll hear more about that later
today. And those workshops were targeted to university
researchers and small developers. We had a good
turnout at all of those and so folks could learn about

the notification and permitting process and inspection
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and compliance activities. And we're continuing to see
interest in having more of those this year.

So while the best majority of field trials
are in BQMS programs, we're also trying to reach out to
those that maybe don't have the wherewithal or the
resources to go through that whole program to provide
assistance in other kinds of ways.

Kevin talked at some length in his remarks
about the petition process improvements. That, of
course, was a significant activity for us in the past
year. It was last November when USDA announced a
number of different process improvements, one of those
being ours in March of last year, and we published a
Federal Register Notice that let the public know how
the -- how the process was changing and how the public
could interact with the agency in that new process.

The new process 1s designed to make the
process a lot more timely, more predictable, without
sacrificing any quality in the analytical work that the
agency does to inform these regulatory decisions. 1In
fact, the new process does have a second opportunity

for the public to have input in the process, and that
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was all laid out in the March Federal Register Notice.

I look back on the remarks that I made last
year about the petition process, and I was a little
disappointed to see that I reported to you last year
that we had 23 petitions before us right now, and we
have 23 petitions before us right now still. That's
not to say there wasn't significant movement. We did
make determinations on six during the last year, but we
got six more during that same period of time.

We do have a large number of these things, a
bubble-up of these things, if you will, that are going
through the process at the same time. In July of this
year, we published 12 dockets for public comment. Nine
were new process petitions where the complete petition
was published for public input, and then there were
three old process petitions where the agency also
published for public comment, the draft risk assessment
and the environment assessment, for public comment.

So the comment period on those 12 closed on
September 11th, and we're dealing with the next steps
on all of those right now. So we're still in a

transition period. We are going to continue to be
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focused on those now. There are some internal
procedures that we need to do. We're building a better
tracking system for these. We have put significantly
more resources into this kind of work in terms of
additional staff and contract support, so that's going
to be a continued area of focus. I'll also mention of
the six approvals that we did over the last year, one
of those was the one regarding sugar beets, and that
culminated a two-year process of preparing an
environment impact statement, so that was one of the
six that was done.

Let me now turn to the international work
that we do. We work very closely with the USTR and
USDA's Foreign Agricultural Service to advance
interests of American agriculture, and Ed Porter is on
the agenda this morning to tell you a little more about
USDA's trade promotion efforts.

In 2012, BRS continued to work with
international partners to enhance coordination of
regulatory approaches and to provide capacity-building
assistance to developing countries for regulation of GE

crops. We work closely with Mexico and Canada towards
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regional harmonization of biotechnology regulatory
policies in North America through a trilateral
technical working group and held individual bilateral
sessions with China, Japan, and Korea in the last year.
Our staff provided training and information about
USDA's policies and regulations to officials from 13
countries through a variety of venues last year.

Another specific interest in our work with
China, during the past year, BRS has continued to work
closely with the EPA, FDA, and Foreign Ag Service on
technical and policy outreach activities with Chinese
biotech regulators as well as Chinese biotech
developers. This work is built upon the government-to-
government discussions of past years and the September
of 2011 workshop that we held along with FDA and EPA
that we gave for Chinese researchers and developers of
biotech crops, and the purpose of that workshop was to
help them understand the requirements of the U.S.

regulatory system.

BRS also continues to provide leadership
within the Organization for Economic Cooperation and

Development to advance understanding of U.S. science-
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based approach to environmental review of biotech
crops. BRS participates in, and Dr. Sally McCammon
chairs, OECD's Working Group for the Harmonization of
Regulatory Oversight in Biotechnology.

Approximately 40 countries participate in
that working group, which prepares technical documents
used by requlators around the world for their
assessment of GE products and emerging issues, such as
low-level presence of unauthorized transgenic plants
and seed. And that's a focus of that working group
right now.

Let me turn now to the year ahead, 2013.
There are six areas that we are focused on in the
upcoming year. One of those is, of course, to continue
to work and get the new petition process fully
implemented and in place and operating. As I
mentioned, we have work to do to fully integrate it
into our internal processes.

We're working with a company to help us build
a tracking system, and one particular area we're going
to take a real close at and evaluate this year is the

NEPA pilot project that we announced and undertook a
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couple of -- well, about a year and a half ago, we
announced this, in the April 2011 two-year NEPA pilot
project, to try some different approaches for the
preparation of NEPA documents to examine, the extent to
which these alternative approaches would improve the
timeliness, the quality, and the cost of preparing NEPA
documents. And one of our agenda topics this morning
is the report on the NEPA pilot project and some early
observations from that work.

We're already getting a lot of feedback about
this. I will just say it's one of our top priorities
to evaluate this year. We're going to do that. The
folks that have been participants in the pilot will be
asked for their input in evaluating that, and I would
just remind people that we went into the pilot project
with the spirit of trying some different things out
with the understanding that some things would work,
some things might not work, and that's still how I'd
look at it.

And our intent is to really examine what has
worked and what has not worked, and what's worked,

we'll keep and implement, and what's not working, we'll
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figure out a better way to do it. So we're very
committed to that. It's a very important aspect of the
work that we do. And so I just wanted to highlight
that in particular.

A secondary area we're continuing to do work
within BRS at this point is to examine our regulations,
identify areas that we think could be improved or
strengthened. As you all know, we published proposed
regulations in 2008, and we got 66,000 comments on
those regulations.

Typically, when the administration is
changing or when the administration is entering a
second term, there's a reexamination of what the
regulatory priorities will be, so I don't know where
our thoughts on this are going to fit into the larger
scheme of things at this point, but I did want to let
you know that at this point, anyway, BRS has not lost
sight of these issues and examining the regulations to
identify ways that they could be improved and
strengthened.

Thirdly, we're going to continue to carry out

increasingly effective and efficient permitting and
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inspection and compliance programs. I talked about how
well I think those things are working. Nevertheless,
we always want to look for ways to make them work even
better. So we're going to continue to expand our
compliance assistance activities this year through more
outreach and more workshops. We'll be updating our
internal guides for inspections and want to start
looking at a BQMS program in terms of what impacts that
is having, now that we've been into it a few years.

A couple of other areas that are important
that we're focused on is working with other government
agencies, low-level presence, policies, and issues and
how those affect trade. That's a very important issue.
We're not in a leadership role on that, but we have a
very important contribution to make to those efforts,
and we're committed to helping to move those areas
along.

And we'll also be focused on comprehensive
import policies for GE, animals, and plants. As a
subject that was actually examined by the USDA Office
of Inspector General a number of years ago —-- well,

actually, I don't remember the year of that audit, but
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there's some unfinished business there that we're going
to try to advance in this upcoming year.

And then, lastly, we want to continue to
focus on things that we can do to make our organization
as efficient and effective as it can be. This 1is more
of our administrative activities, but looking to ways
to cut costs and ensure that we're putting all the
resources that we can into the delivery of program and
keeping our overhead costs low and things of that
nature.

Kevin talked about the budget, so I'll say a
little bit about that, as he mentioned, how the APHIS
budget has been affected over the last couple of years
and what may lie ahead. We've been really fortunate in
BRS, actually, to be in a growth mode the last couple
of years. Congress provided us with a significant
budget increase last year, which has carried into this
year, so unlike the rest of the agency, we've been in
more of a growth mode than the rest of the agency has.
We added 11 new employees last year. We were able to
get some additional contract assistance to help us

evaluate public comments and prepare environmental
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analyses and things of that nature.

I think that even if the worst were to
transpire and there were across-the-board budget cuts
that affected all of our programs, I feel like we would
still be in a good position to do the work that we need
to do and address the priorities that I've outlined
here today and have the resources to continue to move
forward on all of these areas.

We're following the Farm Bill and
appropriations process closely. In the House Ag
Committee version of the Farm Bill, there's a number of
provisions related to biotechnology. I really have no
idea what's going to happen with the farm bill or when
that might happen, but just suffice it to say that's
something we're keeping our eye on. In addition to the
money part of the appropriations process, which, of
course, we're following, there's also a biotech
provision in the House version of the 2013
appropriations that deals with biotech. That's one of
the general provisions in their version of the bill,
which we're watching as well.

So that's a guick summary of the past year
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and our focus areas for the year ahead. And at this
point, I'd be very happy to take questions that you may
have.

MALE SPEAKER: Mike, I have two questions to
ask you. One is on the inspections, you said that you
did about 700 inspections this year, and you said there
was a high level of compliance. Can you give a little
more analysis of how many of those inspections were in
compliance and how many of those 700 were not in
compliance and then if you've done any analysis of the
types of noncompliance you've seen of those inspections
that were not in compliance?

So that was my first question. The second
one, you mentioned the -- both the House Farm Bill and
the Appropriations Bill language, which would
definitely impact the regulatory system that you have
in place here at BRS, and I'm wondering if the

administration or USDA or BRS has been asked its

opinion or any analysis by any members of that -- of
Congress about that, and if so, what was -- what was --
what was provided to that -- to Congress about the

administration or USDA or BRS' position or analysis on
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that.

MR. GREGOIRE: Okay. Thank you, Greg. Good
questions. I thought you would ask me about the
inspections because you asked me last year too when I
reread. So, actually, we did 679 inspections last
year. When we get the inspection reports -- are -- the
inspections are done by Plant Protection and Quarantine
field officers who we train and dispatch to do the
inspections. They complete the inspection reports.
They turn those back to BRS, and our folks evaluate
those to make a determination of whether or not there
was a compliance issue.

So we did 679 inspections. At this point in
time, we've finished evaluating 500 of the inspection
reports, and of those 500, four, there were
noncompliance. One rose to the level of getting a
letter of warning, and the others got letters of
noncompliance. When we find noncompliance, the first
thing we do is work with the developer to get the
situation back into compliance. That's the first
priority.

So, you know, violations range in their level
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of seriousness, so our response really depends on how
serious the situation is. So sometimes it's just a
matter of maybe some paperwork's not in order, it will
work if you get it in order, fine. But something a
little more egregious, maybe a letter of warning is in
order, and for really serious violations, we do have
authority under the Plant Protection Act to issue fines
and civil penalties.

So that is an extremely high rate of
compliance. As I said, we've only found four out of
those 500 inspection reports. Now, the other thing I
will say 1s the regulations require that developers
self-report violations to us within 24 hours if they
discover they've done something that is not consistent
with the acknowledged notification or permit that they
had, and I think we had 114 self-reports last year, and
I don't -—- I'm sorry, I don't have a -- kind of a
breakout of those. I'1ll check out -- maybe that's
something we can get a little bit more information on -
- in the break.

The number of self-reports has gone up

somewhat. I remember just a year or two ago —-- this
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may be in the 80 to 85 range. And one of the things

that we anticipated when we implemented the BQMS,
because that involves the entity having better
management and practices and monitoring in place, that
they would be better discovering where things go awry.

So we thought we might see some additional
self-reporting as BQMS was implemented, and it looks
like we have. So that's what I'll say about the
inspection activity. And we do have a more detailed
presentation on the inspection compliance activities
this afternoon.

With respect to the provisions in the Farm
Bill, which I'll describe in just a minute, and in the
Appropriations Bill, USDA has officially taken no
position on those provisions. USDA, with respect to
the House Bill, was asked and provided some technical
assistance to committees, staff, which is just normal
for that to happen.

But the Department has not taken any position
on those provisions, and I think that's true of
multiple Farm Bill provisions generally, that the

Secretary has left that to the Congress to write the
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Farm Bill. The language in the Appropriations Bill or
the House, it's a general provision, essentially says
that 1if a court vacates an APHIS determination of non-
regulated status, the Secretary shall, notwithstanding
any other provisions of law, immediately issue permits
or a partial deregulation to allow the continued
cultivation of the crop in question under regulatory
oversight.

In the House version, the Farm Bill has
provisions that really deal with the petition process
and sets a one-year statutory timeframe for decisions
to be made on petitions for non-regulated status. That
is one year from the time they're being complete. The
provision would allow the Secretary to extend that by
up to six months, provided the petitioner is notified,
and at the end of that six-month period, the proposed
language says that i1if USDA has not acted, then the
product is automatically deemed not regulated.

The provisions also put some sideboards on
the environmental -- it defines what the environmental
analysis would look like and limits the environmental

analysis to an examination of the plant's impact on
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air, water, soil, and non-target organisms, and then
there's some other provisions, some reports, that would
be due to Congress. And so that's kind of a snapshot
of what those provisions are.

Other questions?

MALE SPEAKER: (Indiscernible), Monsanto.

You briefly mentioned interagency coordination with the
likes of FDA and EPA. My question is around those
continued efforts, particularly around things like
protecting endangered species analysis and the fact
that we understand that particularly the EPA would not
stamp a label for, for example, (indiscernible) USDA is
deregulated. So can you describe a little bit some of
the interagency coordination efforts that are ongoing
specifically with EPA?

MR. GREGOIRE: Yes. Yes, thank you.

MALE SPEAKER: Yeah.

MR. GREGOIRE: 1It's been EPA's longstanding
practice to not finish their process until USDA has
made a regulatory determination on the petition for
non-regulated status. And this would basically be for

herbicide-tolerant crops, where there is a new
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herbicide registration that is required or a new use
registration that is required.

The challenge that that presents is making
sure that the analysis in our EAs is using the best and
most current available scientific analysis. So we've
been working really closely with the EPA this year and
had discussions on the staff scientist to scientist
level so that we're working with the same kind of basic
assumptions in the analysis that we do. When we're
looking at the GE plant and they're looking at a
companion herbicide there that's going to be applied to
that plant.

We want to be able to make reference to the
most recent risk assessments that EPA has done for
human health and environmental impacts and be able to
incorporate those in our Environmental Assessments. We
don't want to find ourselves in a position where we've
made a final determination and final EA, only to have
some new analysis come up Jjust months later. So we're
working closely with them to kind of map the two
processes that the agencies have and make sure that

we're coordinated, like a coordinated framework, as we
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should be.

In fact, in this last year, Secretary Vilsack
and Administrator Lisa Jackson of EPA issued a joint
statement about making this a priority for the two
agencies to work together. The endangered species
analysis specifically, it has been our contention, and
it has been our practice, and we did argue successfully
in one of the legal cases this year that APHIS'
responsibility in terms of assessing the impact on
engendered species goes to the impacts of the plant
when threatening an endangered species. The herbicides
or the pesticides that may be applied to these plants
are under the jurisdiction of the Environmental
Protection Agency. And that was really a major issue,
and it was really kind of the main issue in moral
arguments in the Alfalfa II litigations that challenged
the agency's determination of non-regulated status that
followed the publication of the final Environmental
Impact Statement and the record of decision.

The Court found with respect to the
endangered species, question in that case, the court

said that APHIS is not the legally approximate cause of
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the herbicide use, that that is EPA's jurisdiction in
the way APHIS examined those issues in the EIS were
okay, and that was upheld. Now, that case was
appealed. That is still one of the central questions in
the appeal. There were oral arguments heard October
24th, and a decision could come out of the Appeals
Court at any time now, so that's one we're watching
very closely, as 1is EPA.

MR. THIES: Greg Thies. I'm with Syngenta.
To what extent do you take into consideration the so-
called Biotech Blueprint -- Economy (ph) Blueprint in
developing operational plans or policies?

MR. GREGOIRE: Well, the Bioeconomy
Blueprint, I think we're actually a little ahead of the
game on that. I mean, there's -- I think Page 32 of
the Bioeconomy Blueprint, as a matter of fact, because
I was looking at it yesterday for some -- for some
other reason, talks about the importance of -- what
role federal agencies should play in regulating
emerging and new technologies and talked about things
like having an efficient process, a predictable

process, a transparent process, and so on.
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So I think the work we have put into the

petition process improvements is entirely consistent
with the Bioeconomy Blueprint. It's just that we
started doing that before the blueprint was published,
so that's how I see the two kind of fitting together.
All right. Thank you.

MR. GEORGE: Thank you, Mike. In advance of
this meeting, we invited our stakeholders to submit
ideas for subjects to cover and questions to answer.
Among the questions that came in were a couple of
fairly specific ones dealing with agricultural trade
barriers in general, and with China in particular, and
another dealing with corn (indiscernible) in Mexico.
This got us thinking it would be helpful to have
someone here from the USDA's Foreign Agricultural
Service, FAS, to talk about what they do with regard to
biotech internationally while using the two questions
as reference points. So here to fill us in is Ed
Porter, Director of New Technologies and Production
Methods Division in the Foreign Agricultural Service,
FAS. Ed?

MR. PORTER: Thank you. And I see time's
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almost up, so I will start —--

MALE SPEAKER: Sorry about that. Take your
time.

MR. PORTER: No, no worries. Let's see if I
can work this. I'll cut right to the chase. 1I'll
start here, but I really want to get -- I'll go right
to China. Yes, one of the questions that was posed was
what is USDA doing to advance American agricultural
interests and remove trade barriers, particularly with
China? And what we're doing with China today I think
offers a good example of how in general we work to
remove trade barriers and advance U.S. agricultural
interests.

Some of our top concerns are —-- our top
concern right now with China is asynchronous approvals;
that is, that the gap in time between approvals of GE
product in the U.S. for commercialization and approval
in China. Another issue -- a current issue is, right
now, the lack of approval of GE events that have been
in the approval process or submitted to China for
approval a while ago, and including reauthorization

(indiscernible) .
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What we -- what we do to address these issues
is -- is, first, we try to maintain -- or we do
maintain consistent communication at various levels and
across Chinese ministries. We do this, for example,
with our biotech working group and technical working
group meetings. These are meetings that we try to hold
annually. We've been successful in doing that until
recently, when this past September, the Chinese
declined to meet with us, we believe, because of the
ongoing transition of government in China, but we're
pushing to hold that meeting.

We believe that these meetings are very
important to ensuring that Chinese officials are very
aware of our concerns, that they're very aware of the
possible impact on trade if we can't make progress on
these concerns, and that they're very aware of our
willingness to work with them to address their
concerns. Some of the issues that they've brought to
our attention include assistance with risk
communication and risk management as they go forward to
commercialize GE crops in their country.

So it's a balancing act, but the bottom line
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is we don't want them in any way surprised if, for
example, there isn't progress on current approvals. And
then decisions are made by trade that impacts trade.

We don't want Chinese officials to be surprised that
this may happen and what the impact might be. We want
them fully informed, and we want to ensure that
officials -- Chinese officials across ministries and at
various levels, are informed.

We've also —-- there's also regular -- I would
say regular meetings at very high levels with Chinese
officials. The Minister of Agriculture, for example,
visits the U.S. and vice-versa. In fact, there's an
upcoming meeting of high-level officials for JCCT this
month, next week.

We also are working with -- well, it's back
on the other slide. I apologize. But we also work
with like-minded countries. We recognize that there
are other countries -- Brazil, Argentina, Canada come
to mind -- that have similar interests as we do and
have similar concerns and problems with China and other
important countries, and that it makes sense to work

together when we can to advance our mutual interests.
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And so how we go about that, one recent
example is -- it's not with China, but in Europe, we
together drafted a letter that was signed by five or
six countries, and it was delivered by ambassadors from
those countries to European officials. We're working
right now to get Canada and Argentina and Brazil to
register their concerns with Chinese officials about
the lack of approvals of biotech products in the
pipeline right now. So in addition to reaching out
ourselves, we work with other like-minded countries on
area -- on issues of mutual concern.

The second question had to do with Mexico,
what can USDA do to influence Mexican regulators to
move faster on corn cultivation approvals? A short
answer is not much. I say that because it seems -- I
believe the question's referring, in part, to the corn
map that was recently announced by Mexican officials.
This is a -- this is a map that has identified centers
of origin and centers of genetic diversity for corn in
Mexico, particularly in the northern Mexican states,
and under current law, no cultivation of biotech corn

can take place in these areas. The map was recently
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revised and these areas expanded, and there's been
concern about that.

According to Mexican officials, there are
about 2.1 million hectares of land open for biotech
corn cultivation in northern Mexico, but really only

about one-fourth of this is suitable to corn

production. There's been other events that have slow
progress on the commercialization -- of the
commercialization of corn cultivation in Mexico. I say

there's not a lot we can do because, in my opinion,
it's a political decision, and these decisions don't
often lend themselves to rational response.

What we are doing, though, is, again, working
closely to ensure that Mexican officials understand our
concerns. We're also working with Mexican officials to
educate Mexican farmers about the benefits of GE corn
production. And, in fact, this is a top priority for
some -- well, for our Mexican colleagues in the
Ministry of Agriculture, and with the -- with the idea
being that Mexican farmers, 1f they fully understand
the benefits to them of cultivating GE corn in their

country, they will bring pressure on their officials to
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make changes that would be necessary to permit
effective commercialization of GE corn in Mexico.

We also meet with Mexico annually, and Canada
under the North American Biotechnology Initiative.
Again, this is an effort to work with a like-minded
country, Canada, to address issues within our three
countries. And we're also working with Mexico and
Canada on other issues of mutual concern. In fact,
other than this corn cultivation situation in Mexico,
we have very good relations, and we've had some very
good progress with Mexican officials as regards to the
trade of GE products worldwide.

For example, Mexico is participating in a
global LLP initiative that was started a few years ago
in Vancouver, Canada. The second meeting took place in
Rosario, Argentina. Mexico, in fact, Jjust signed the
statement that that group just recently publicized.

Mexico was very supportive and helpful during
the last (indiscernible) protocol meeting and the COP-
MOP/6 meeting that took place in October in Hyderabad,
India. I attended that meeting. As you probably know,

the United States is not a party to the protocol.
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Mexico is. And so they were very open to suggestions
that we had, concerns that we raised, and they were
willing to bring these concerns to the floor for
discussion. And we were very -- I had a very good
dynamic working relationship there.

And then, finally, we're working with Mexico
to create -- what we call a CAS-NABI group. CAS is the
Southern Cone of South American countries. It's
comprised of six countries, including Brazil and
Argentina, and Paraguay, Uruguay, Bolivia, and Chile --
those are the six -- with the idea of possibly
expanding on the discussions that now take place within
NABI to include other countries in the Americas. It's
a process in its infancy, if you will, but we feel that
there could be some significant advantage to broadening
a discussion of issues of -- related to the trade of GE
products to include other countries in the Americas.

So in summary, in answer to the second
question, I don't think there's much that we can do
directly to sway decisions, political decisions made in
Mexico with regard to GE corn production, but we are

working to address the issue in part through further
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educating Mexican farmers to bring the issue to the
attention of their officials and working with Mexico
and other arenas where we have mutual interests.

That's it for me. Are there any questions?

MR. CLAPP: Steve Clapp with Food and
Chemical News again. I want to ask about the 800-pound
rat in the room. I'm referring to the French study
that gained a lot of attention. It appears to be
resonating worldwide, even though (indiscernible) has
shot it down, and then a lot of other scientists as
well. Apparently Kenya has just decided to outlaw all
biotech commodities and remove them from the shelves
and all of this kind of thing on health grounds. They
don't cite that study specifically. And in Brazil,
there's a movement in the Congress to create a
subcommittee that would have health oversight of
(indiscernible). So can you give us some indication on
how this study 1is resonating in other countries?

MR. PORTER: Well, you're right. 1It's
resonating, unfortunately, in Kenya, for example.
That's an ongoing issue that just came up, I think it

was last week, and you're referring to the Seralini
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report. Yes, we were rather surprised by Kenya's
decision to basically ban the cultivation and import of
biotech products. We understand the decision was taken
without full consultation of the ministries involved
with the regulation of biotech products in Kenya, but
I'll use this an example of how we approach these
issues.

As I mentioned earlier, we're working with
other like-minded countries, including Argentina,
Brazil, and Canada, to approach Kenyan officials, to
get them to reverse the decision, is the bottom line.
Yes, the report was not cited specifically, but we
understand it's been mentioned as a reason. Frankly, I
think that the report is an excuse that officials can
use to make decisions that they may have been
contemplating anyway. We -- as you may know, there is

an upcoming election in Kenya, and this could be

associated -- this decision could be associated with
that. Would this decision have been made without the
study? It could -- it may have, but it helps those

decision-makers, if you will, and it's unfortunate.

We've worked with other countries, the ones

(866) 448 - DEPO
www.CapitalReportingCompany.com © 2012




Capital Reporting Company
Public Stakeholder Meeting 12-05-2012

10

11

12

13

14

15

16

17

18

19

20

21

22

82

I've just mentioned, in a strong effort to counter the
impact of this study, but, again, we have to be careful
in that the U.S. Government obviously has a reputation
worldwide for supporting the safe trade of products
derived from biotechnology. And we should have that
position, but we will not -- we're not going to be
perceived as a neutral party.

And so we need to work with others, and in
this case, encountering the Seralini report, working
with scientific organizations and other organizations,
nongovernment organizations worldwide, to ensure that
they're finding that the study, in a nutshell, really
has no merit, but that that information gets out to
decision-makers.

I think we've been successful in doing that,
but nevertheless, we do have the situation in Kenya.
I'll also note that the French are running with this
study as well, and we may see further complications in
France, although I can't imagine what they're -- what
they could be. The French have already banned
cultivation with GE products. And I hope that answered

your question. Thank you very much.
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MR. GEORGE: Thank you, Ed. We're running

just a few minutes behind, so what we'll do is we'll
take a break now and come back around, I'm going to say
ten after, ten after eleven. Thank you.

(Off the record.)

(Back on record.)

MR. GEORGE: Take your seats, please. Thank
you very much. If you could take your seats, please,
we'll get started then. Hello? Folks, if you could
please take your seats, we'll get started then. I want
to make sure we get to lunch on time. Thank you. Thank
you. Last year in this meeting, we were talking about
a revamped (indiscernible) determination process. Here
now to provide an update on the implementation of that
process 1is Director of BRS Environmental Risk
Assessment program, John Turner.

MR. TURNER: Okay. Thank you very much,
Dick. Good morning, everyone. As Dick just said, we
talked extensively about this last year, which most of
you have heard about it, so this is an update. We've
started to implement the process, and so this is an

update of where we are and some of the data we've
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received to date.

So in terms of background, you all know about
our petition process. It's defined in 7 CFR 340.6,
which says developers of a GE organism may petition
APHIS for a determination of non-regulated status. So
developers typically do field testing for one, two, or
multiple years, and at some point after they believe
their product is safe, they will petition us for
deregulation. And we don't actually have any authority
over commercialization, but a practical step, this is
usually necessary to commercialize.

So in terms of defining our problem, early
on, from 1992 to 1999, it took an average of 178 days
for us to review and approve a petition. So this is
about a half-year. More recently, however, we've seen
this because much longer. It's been two to five years
for most and even longer for a few. And as Mike
Gregoire said this morning, you have 23 pending
petitions.

So here's another way to look at the problem.
You see this scattered diagram of how long it took us

to reach a final decision, a graph from, you know, the

(866) 448 - DEPO
www.CapitalReportingCompany.com © 2012




Capital Reporting Company
Public Stakeholder Meeting 12-05-2012

10

11

12

13

14

15

16

17

18

19

20

21

22

85

early '90s up until now. So there are a couple of
important things you can see in this graph. The first
is 1if you did a regression line down through there, you
certainly have an upward trend, and the other thing,
just as problem -- what did I do? Sorry. Third slide.

I'll not attempt to use the pointer, but to
show you that further out, more recently, there's also
a lot of variability. So these two things, a long time
period plus a lot of variability are both high,
undesirable, if not unacceptable to us and many of our
stakeholders.

So we used the Lean Six Sigma process
improvement techniques to try to devise some solutions.
Lean Six Sigma, as you may know, 1s a business process
improvement toolset. It's been used by Secretary
Vilsack in Iowa, and he's been a champion of these
techniques. And this very project, to include
petitions, was a high-priority goal of the Secretary.

In terms of our outputs and findings, using
Lean Six Sigma, we came up with a new process which is
streamlined and standardized with defined deadlines.

This is very important. When we mapped out our entire
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process, we saw hundreds of steps, actually, each one
which could be variable on how long it took. So there
can be a cumulative effect of a few days too long here,
a week too long there, and we found that all of those
had the potential to throw the system off and
cumulatively result in a very long review time. So now
we've defined all those individual steps, but put
deadlines on them.

We're developing resource management and
tracking tools. You have the deadlines so management
needs to know when they're coming up so that we can
keep these things moving. We have clearer separation
of the Plant Pest Risk Assessment, and NEPA functions,
and we have an opportunity with the new public comment
period for earlier public involvement.

So using our new process, all of these
things, we have a new process which should take 13 to
16 months, and, again, as Mike said earlier, we did
this all while maintaining the quality of our analysis.
So the intent is to maintain the very high quality that
we've strived for in recent years.

So these maps show the old process compared
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to the new, and they're juxtapositioned in this way so
that you can see the -- sort of compare the features of
the two. If they were both, of course, graphed on a
timeline, you could see the old process takes 31 months
total, whereas the new, either 13 to 6 six months. So
it's basically cut the time in half. And I'll go
through the old process first, starting on the top, and
the left box.

Under that process, the review for
completeness averaged eight and a half months. Once we
have complete petition, we prepared a draft Plant Pest
Risk Assessment and an Environmental Assessment. This
took 15 and a half months, on average. After that was
a 60-day comment period on the petition and on the
draft Plant Pest Risk Assessment and draft EA. That
went out for 60 days.

Sixty days is actually required in our
regulation for comment on the petition itself. There's
more flexibility under NEPA. That can be as short as
30 days, but because we were taking comments on all of
these documents together, including the petition, was

60 days. So that's obviously two months.
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The next step was to revise these documents
and respond to comments. That took, on average, five
months. And then publish your final decisions with
these final decision documents, for a grand total of 31
months. Now, below it, the improved process. The
first step is really essentially the same, review for
completeness, but we've broken down the individual
steps and put tight timelines on that such that we're
now aiming to do that in three months.

Once we have a complete petition under the --
under the new process, 1t goes out for public comment,
the petition itself. We don't have our own decision
documents to go with it. So this accomplishes a couple
of things. It gets the clock running on that mandatory
60-day time period and provides earlier public input to
us that we can use in preparation of our Environmental
Assessment and finalizing our Plant Pest Risk
Assessment. We go ahead and start drafting a Plant
Pest Risk Assessment while the 60-day time period is in
place.

So this process, 60 days, again is two

months. After that, we prepare our Environmental
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