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P-R-0-C-E-E-D-1-N-G-S
(8:30 a.m.)

MR. TYNAN: Good morning. Good morning.
I"m going to ask you to take your seats so that we
could begin our meeting this morning.

Good morning again, and welcome to our
National Advisory Committee on Meat and Poultry
Inspection. I"m Robert Tynan. I"m the Deputy
Assistant Administrator fTor the Office of Public
Affairs and Consumer Education, and 1 have the good
fortune of moderating the meeting today.

We have a fTairly ambitious agenda. There
IS quite a bit to do. So 111 save some of the
preliminaries maybe for a few minutes after we get
some of the welcoming remarks under way.

I do want to thank everyone for coming here
today. I know everyone has a very busy schedule.
So for you to take time out to be here with us today
to talk about a very important topic for us on
verifying international equivalence, 1 think that"s
to be commended, and we appreciate it very much.

Without Tfurther adieu, 1"m going to get
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into the agenda, and I"m going to ask Mr. Almanza to
give us the opening remarks. 1"m going to also have
Mr. Almanza and Dr. Raymond when they do their
remarks, perhaps stay at their place. We have a
wall here that 1t seems to iImpede passing back and
forth. So in the interest of just making it easier
for everybody, we"re going to let them stay at their
seats. Mr. Almanza.

MR. ALMANZA: Thank you, Robert. well,
good morning to everybody. I want to thank
everybody for being here and taking time out of your
busy summer schedules. I know It"s not easy to get
in and out of this wonderful place this time of the
year, but I do appreciate you all coming, and
certainly 1 appreciate the members of NACMPI and
your commitment to being at this meeting.

At this meeting, we"re going to give NACMPI
something that"s pretty weighty, and that"s the
import equivalence. After coming back from
Australia, 1 think that was an interesting trip for
me 1In getting to see another country®s inspection

system, and all that to say is | believe that we
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have a very good system iIn the United States. I
believe that 1t is focused In the right areas as far
as food safety, as far as being science based, and |
believe that we can do a better job of performing
our mission with your help.

But I think that with the issues that we"re
going to be discussing over the next couple of days,
I think that 1t will be 1iInteresting to hear
everybody"s opinions and ideas on theses issues.

Dr. James, Bill James will explain the FSIS
system in greater detail, and how we carry out our
import inspection system.

It"s no small task to regulate imports and
in the last five years, we"ve regulated imported
meat and poultry products at about 4 billion pounds
from about 29 of 34 eligible countries, 6 million
pounds of eggs, egg products from Canada that were
presented for reinspection.

So because of this huge amount of imported
product, we®"ve had an obligation as public servants
to continue to look at new approaches, methods and

also 1deas to insure the safety of 1imported food
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products.

So today®"s agenda will be Ffilled with
presenters who are experts on international
equivalence and 1i1mport safety. So you*ll have a
chance to hear from these presenters, and they"ve
all, not all, but they"ve traveled a long way to be
here. So 1 also want to make sure that everybody
has equal chance to express their, their opinions
and their 1ideas in this, and 1 certainly want to
thank you for your help in this process.

With that, 1°d like to introduce
Dr. Raymond, our Under Secretary for Food Safety.

DR. RAYMOND: Thanks, Al, and good morning
to everybody from me also. It"s always good to see
old friends and make new acquaintances at meetings
like this, and 1 also thank you all for taking the
time and also for some of you traveling, to come and
help us with this subject today.

We actually, you know, we have some who
have added to their frequent flyer miles
tremendously. Bill Jolly and Mark Schipp are here

from New Zealand and Australia, and there will be
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other international presenters, too. So this takes
on a little different flavor than some of our past
meetings.

I think you all know me well enough to know
I"m a strong proponent of holding public meetings
for discussions like this. You sometimes do serve
as our external conscience, and we need that. And 1
encourage you, although some of you I know don"t
need any encouragement, but to continue that and to
keep the heat on us i1In the Agency to continue to
look at ways to do Food Safety and Inspection
Service better. And none of us will say we"re as
good as we need to be or that we can"t get better.

This meeting, as you know, is going to be a
little different. We"re not going to debate or
solicit public opinion on risk-based 1inspection.
We"ll do that again but not this particular meeting.
This meeting will be focused on import safety for
meat and poultry products. We"ll also hear from the
FDA about produce and the products that they
regulate and what they"re doing new and different to

improve safety iIn that arena and then, of course,
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we"ll hear from some 1iInternational experts on
equivalence and the way they determine equivalence,
and we"ll hear their thoughts and ideas. And,
hopefully, at your breakout sessions, you"ll do some
very serious brain storming based on what you®ve
heard to see what you would advise us to do to do
our issues better.

Equivalence 1s a complex and confusing
topic. It sounds simple when we explain how we do
it, and 1°ve memorized our speeches very well. 1
can do i1t without notes, but other people do 1t
differently and there are people on the Hill, there
are consumer advocates, there are industry leaders
who feel that the way we do 1t isn"t necessarily the
only way or the best way to do it, and so we hope to
address subject de jour as it seems -- Mr. Tynan,
your grandson is calling. (Laughter.)

I do need to stop since Mr. Tynan
introduced me to the Grandfathers Hall of Fame. I
do, Robert, need to let you know we have a new
member with us today, and Kevin has some pictures he

would like to show later during coffee break. Oh,
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he"s going to pass it around right now! (Laughter.)
That"s the only way vyou <can get into the
Grandfathers Hall of Fame is to, you know, be brass.

MR. TYNAN: Kevin has a PowerPoint that
he®"s going to use.

DR. RAYMOND: So he"s very happy to have
joined you and me since the last meeting we had here
I think or at least he"s formally announced it.

This isn"t a small task. We"ve something
one way for a long time, and as you all know, change
is painful and difficult, and I think we have to be
willing to maybe bear some of that pain based on
what you recommend to us and based on what you hear
from these other experts today and tomorrow.

I would just encourage you to listen to
these presentations with an open mind. I know you
all have opinions, and your opinions need to be
heard and vented, but I want you to hear other
people®s opinions with an open mind and perhaps
allow yours to be molded a little bit based on what
you hear, rather than based on what you came to the

meeting with a foregone conclusion.
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Our Office of International Affairs will
explain to you very shortly how we do equivalence
and how we do auditing and how we do reinspection.
As | said, the FDA will visit with you about this as
will our international experts, and hopefully yourll
take home a better understanding of how we do import
safety for meat and poultry products and a better
idea of what the world 1i1s looking at as we go
through this.

I think in a nutshell, the way to describe
ours best, 1s when a country applies to export meat
or poultry products to this country, we do a very
intensive audit of their paper system. We make sure
they have rules and regs and laws and policies in
place that are at least equivalent to ours, and then
we do an audit of the country and we not only go
into the establishments but we (go into the
laboratories and we go into their headquarters to
make sure they have the iInfrastructure that"s
necessary. In other words, what we do is we, we
take a look at their process but other people like

to take a look at the product.
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It's called outcomes equivalency rather
than process equivalency, and that®"s what 1 think we
need to think about today. What 1is equivalency?
How many iInspectors are in the grinding plant? Or
iIs It how much E. coli i1Is on the product that"s
tested? Or is it a combination of both? Right now
ours is pretty much focused on the process and we do
the laboratory testing to confirm that the process
works.

But i1t"s the process that the country has
that we use to determine equivalency, and 1 think we
need to consider other measurements of equivalency
that may be equally or even more important. That"s
one of the things you"re going to hear about.

I just personally don"t believe that the
process should be the sole factor or even maybe the
determining factor. It should be a factor. And we
would like your thoughts on how we might expand this
iT you think we should expand this.

This can be a frank discussion, and this
group has always had frank discussions. No one here

is shy. So we do expect this to be healthy and
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robust.

We do know, we read regularly that the
amount of imported food products coming into this
country and going around the world globally has
changed dramatically in the last 5 to 10 years. The
demand for fresh produce 1in the wintertime has
increased the demand for these products I mean into
this country but just so you all know, the imported
meat and poultry products coming into this country
has remained amazingly stable for the last 5 years,
at just a little over 4 billion pounds. It just
doesn"t change much because we don®"t have the
seasonal variations. So the product that we
regulate, we"re not having this meeting because of
increased iImports or decreased inspection. We"re
having this meeting because we think there may be
other ways that we need to take a look at to make
sure we are doing our best.

As said many times in public health, 1if
you"re just staying with the status quo and just
maintaining a good system, but not moving forward,

you really are going to be moving backwards because
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things do evolve. And we need to constantly be
evolving to make sure we"re doing the best we can,
and 1 can"t find anybody 1i1n the Agency that
remembers the Jlast time we had a very serious
discussion about how we do import safety and audits
and equivalency. It"s just been our routine for a
long time, and I think we need to make sure that our
routine 1s as good as could be or, 1f needed, we
need to take a look at changing it.

When 1 was growing up, we always ate
hamburger on Friday night. Friday afternoon was the
day my mom went down to the grocery store and bought
the groceries. She didn"t have time to cook a big
dinner. So she, you know, made up some hamburgers
and we had six of us, six kids, and, you know, some
are playing football and some were cheerleaders and
some were in the band. So nobody could sit down for
dinner on Friday night because that was football and
basketball night. So she just kind of made the
hamburgers whenever they came through, but 1 always
knew that hamburger was probably made in the United

States. Probably was ground in Nebraska. Probably
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came from our Qlocal butcher shop, from the 4-H calf
that my dad bought every year at the county fair.
We didn*t really worry about international trade
with the hamburger or how many complements came from
Australia or New Zealand or Uruguay or Mexico or
Canada or wherever. It was probably from that calf.

Things have changed, but we"re probably
still doing import safety the same way we were back
when 1 was growing up as a kid iIn Nebraska, and
that"s one of the reasons 1 think that with the
global trade practices that are occurring now, the
world has become so much smaller, that we need to
take a serious look at this.

So iIt"s going to be a neat two days, |
think, to do something that we just have not delved
into yet.

We have some good successes. We"ve also
had some problems, but a lot of our successes are
because of NACMPlI and other external groups that
help us take a look at our policies. And once
again, 1 thank you all, both those at the table and

those i1n the audience, for all the work that you
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have done both past and present and hopefully iInto
the future to help us continue to evolve as a public
health agency.

Before 1 stop and let you get to work, 1 do
need to point out for those of you who may not know
that there was just a very recent audit done by the
Office of the Inspector General. It has nothing to
do with this meeting. We aren®"t smart enough to
schedule a meeting on the day a report is released,
but the report i1s either released today or will be
released shortly.

MR. TYNAN: Will be released.

DR. RAYMOND: Shortly. Yes. Okay . So
it"s not released. I can"t give It to you yet, but
there will very shortly be a report from the Office
of the Inspector General on the Food Safety and
Inspection Service"s controls over iImported meat and
poultry products. And 1 only mention that to let
you know that i1t"s there, but that"s not the topic
for today. Their audit looked at how we picked
which samples to test, how we picked how frequent to

audit countries, et cetera. It"s the nuts and bolts
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of the details of what we currently do.

That®"s not the discussion for the next two
days. The discussion for the next two days is can
we do better? And i1f so, how? Not by determining
how many products to test as they come across the
border, which products to test which 1is the O0IG
report, and 1f i1t happens to become available today,
we"ll get i1t all to you tomorrow SO you can peruse
it on the trips home, but 1 just want you to know
it's out there but has nothing to do with this
particular meeting.

So with that, 1 have no doubt that this is
going to be a good two days. Once again, 1 thank
you all for participating, and I°1l let you get on
with the agenda, Robert.

MR. TYNAN: Okay. Thank you, Dr. Raymond.
Normally 1 go through the agenda first, but 1™m
going to through some logistical issues, sort of the
rules for the Committee. The first one 1i1s if
anybody has any cell phones on, could you put them
on quiet? (Laughter.) I apologize for the

interruption and the remarks. Even 1f 1t had been

Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947




10

11

12

13

14

15

16

17

18

19

20

21

22

22

my grandson, 1 apologize.

In terms of logistical 1ssues, as we
normally do in the meetings, as the discussion
completes, there 1is a period, usually a short
comment period, where we allow the Committee to ask
a few clarifying questions on the presentations. As
always, i1f you have a question, if you could stand
your tent card up, and we"ll Tfind some way of
acknowledging each person that has a question, so we
keep it orderly.

We do have some time constraints. So i1f 1
can"t get to all of the questions in order to stay
on the time, I1It"s not because 1"m not interested in
what you have to say but we do have to complete the
agenda before 6:00. So again the tent cards up
would be a good thing.

We also have hard copies of the
presentations that you®"ll see today being made.
They have not been completed yet or at least when we
started they had not been delivered yet. So as soon
as we have those, they"ll be available for you and

you can use those to go along with the meeting, and
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I think that"s primarily for the audience. For the
Committee members, 1 think you may have some of
those in your books already.

Men®s room, we go out the door here, down
to the left. Ladies®™ room, out the door and up to
the right. So that"s sort of our logistical issues.

In terms of meeting rules of order, 1 want
to just remind you under Tab 2, In your notebooks,
you have some rules and we go through these every
time, but 11t"s always worthwhile to just take a
minute to go through them again.

The rules of order, the Chair, the FSIS
Administrator conducts the meeting. He 1s the
Chairperson, opens the meeting, recognizes those
wanting to speak, imposes limits on time, number of
speakers, and adjourns the meeting.

As always, to allow Mr. Almanza to pay
attention to the comments, he normally delegates to
me sort of the management of the meeting, and 1
assume Mr. Almanza will do that again today.

All the questions and requests to speak

will be addressed by the Chair. People must be
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recognized by the Chair before speaking and that, of
course, as you can understand is to try and keep an
orderly discussion going. This isn®"t McLaughlin and
Company 1 guess.

Presentations of i1ssues and briefing papers
will be followed by a short question and answer
period. In the interest of time, questions and
comments should be limited 1n their length and those
that are clarifying the presentation. The Chair
will have to exercise some discretion on exactly how
long that will go on.

Speeches, statements, longer type
statements by the audience or even by the committee
should be made during the Subcommittee discussions
or perhaps during the time set aside for the public
comments, and we"ll go through the agenda very
quickly in just a moment.

Committee members and the members of the
public will be recognized by the Chair during that
public comment period and requests to speak may be
presented to the Chair iIn advance.

We may have a registration book outside for
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those that would want to comment at the public
comment period. So if you could sign up out there,
and then we"ll be sure to recognize you at the
appropriate time.

Committee members are expected to attend
the plenary session, as you"re doing now, and the
Subcommittee meetings that we have in your book, and
I don"t remember what tab i1t is, | don"t have the
book in front of me, but we do have the subcommittee
assignments and you"ll be expected to attend the
Subcommittee session related to your particular
group. The Committee members, if you don"t attend
that presentation of the issue, the Subcommittee
participation, we"re going to have to limit your
conversation when we get back to the plenary session
and the report outs. It seems fTair that i1t we"ve
assigned you to a group, that you should participate
in that group if you"re going to comment later on
the final reports.

The Subcommittee Chair is designated by the
Chair, by Mr. Almanza, and we have, Mr. Kowalcyk 1is

going to take care of one for us, and Dr. Harris 1is
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going to take care of the other Subcommittee.

Members of the public can attend those
Subcommittee sessions. So when we do the break
later on today for the Subcommittee deliberations,
we"d i1nvite the public to participate in that, but
the amount of participation is going to be at the
discretion of the Subcommittee Chairs. So that"s
not to limit you 1iIn any way, but they have a
responsibility to provide us with recommendations
that represent the Committee"s thinking. So they
have to move along. So to the extent they can, |
think probably Dr. Harris and Mr. Kowalcyk will
allow public comment but they will have discretion
on that.

And then the rules of orders are always
subject to review. So i1f the Committee has any
issues with what we"ve talked about today and wants
to change that for subsequent meetings, just let me
know sometime during the session.

Now, real briefly, i1f I could take you to
the agenda. It should be in the inside flap of your

notebooks. It should be on the cover page. There~s
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a pocket on the left-hand side. But essentially the
meeting today, we have two short briefings on topics
that have come up at previous meetings. So Dr. Erin
Dreyling is here and she®s going to cover both of
those topics. She®"s doing double duty today.
Dr. Maczka was to be here with us. She®"s our
Assistant Administrator for the Office of Food
Defense and Emergency Response, and had an emergency
herself that she needed to take care of. So Erin is
kind enough to cover both of those topics for us.
That will be a short presentation.

We"l1l have a few minutes for comments, but
the substance of the meeting will be i1mmediately
after that. And as I mentioned earlier, the topic
for today 1is verifying international equivalence,
and it"s a four-part session. I won"t take you
through each of the segments, but we have
presentations on the U.S. Government perspective.
That will be FSIS, and we also have Dr. Acheson from
the Food and Drug Administration who will be
presenting some of the 1issues from his Agency"s

perspective.
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We also have an industry perspective. We
have Mr. Mike Robach and Dr. Jill Hollingsworth will
be here to talk a little bit about some of the
global food safety initiative and some of the third-
party audit systems that the industry is
undertaking.

We will also have a consumer perspective.
Caroline Smith DeWaal, 1 Dbelieve, will be the
presenter for that, and she will be here and
covering consumer iIssues.

And then last but not least, we have some
international guests that will be participating, and
they will bring about the fourth part of our session
and kind of give their perspective on how verifying
international equivalence should work.

So with those four major components, that
will lead to a public comment period toward the end
of the day and will then allow the Subcommittees to
begin their deliberations on the questions that the
Agency has posed for the subcommittees. So | think
there will be about an hour later on this afternoon,

an hour and a half maybe, for the Subcommittees to
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begin their work. The majority of that work will
occur tomorrow morning through Hlunchtime, and then
after lunch, we"ll have report outs from the
Subcommittees.

And that"s essentially how we"re going to
proceed with the two days.

Are there any questions from the Committee
or from the audience iIn terms of how we"re going to
proceed?

Yes, Mr. Corbo.

MR. CORBO: Yeah, before we start, | just
wanted to thank the Agency for permitting me to sit
in the place of Carol Tucker Foreman, who 1s on
another advisory committee here at USDA that"s
meeting also today, and so 1 want to thank you for
making the accommodation to allow a second consumer
representative to participate today, and | promise
to be reasonably disruptive.

MR. TYNAN: 1 think the rule was you had to
behave yourself, Tony. But since you bring i1t up,
the last issue that I"m going to have is 1"m going

to ask perhaps to go around the Committee table so
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that everyone knows who everyone 1is, including
Mr. Corbo who i1s sitting in for Mrs. Foreman today,
and 1711 start.

I"m Robert Tynan, and again 1"m the Deputy
Assistant Administrator 1i1n the Office of Public
Affairs and Consumer Education.

MR. KOWALCYK: I"m Michael Kowalcyk. 1"m a
food safety advocate with the Center for Foodborne
Illness, Research and Prevention.

MR. ELFERING: I"'m Kevin Elfering. I"m
actually retired from a state agency and currently
Adjunct Instructor for the University of Minnesota
and New Mexico State University.

MR. TYNAN: And working on the Hall of Fame
for Grandfather.

MR . ELFERING: I"'m working on the
Grandfathers Hall of Fame.

MR. TYNAN: Okay.

DR. RYBOLT: I"m Michael Rybolt with the
National Turkey Federation.

DR. STROMBERG: I"m Stan Stromberg. I1*m

the Food Safety Director of the Oklahoma Department
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of Agriculture.

DR. MURINDA: Shelton Murinda from Cal Poly
Pomona. I"m a microbiologist and food safety
specialist.

DR. NEGRON-BRAVO: Edna Negron-Bravo from
the University of Puerto Rico at Mayaguez, a Tfood
scientist and Food Safety Institute of the Americas,
where we do some training 1iIn Spanish for the
international group. Thank you.

MS. CONTI: Good morning. My name is Kibbe
Conti. I"m coming from South Dakota where 1"m a
consultant dietitian and have my own consulting
business, Northern Plaines Nutrition Consulting.

MR. SCHAD: I"m Mark Schad, and 1 own and
operate Schad Meats in Cincinnati, Ohio.

DR. HARRIS: Joe Harris with Southwest Meat
Association.

MR. FINNEGAN: Mike Finnegan, from Montana
State Meat and Poultry Inspection.

DR. HENRY: Craig Henry with Grocery
Manufacturers Associations.

MS. JONES: Cheryl Jones, research
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instructor, Master Public Health Program at
Morehouse School of Medicine.

MR . CORBO: Tony Corbo, legislative
representative for Food and Water Watch.

MR.  COVINGTON: Brian Covington with
Keystone Foods.

DR. DICKSON: Jim Dickson at Ilowa State
University.

MR. PAINTER: Stan Painter, National Joint
Council Chairman.

MS. ANANDARAMAN': Neena Anandaraman,
National Association of Federal Veterinarians.

MR.  BUSCH: Frank Busch. I"m here
representing the Association of Technical and
Supervisory Professionals.

MR. QUICK: Good morning. I"m Bryce Quick
with the Office of the Administrator.

MR. ALMANZA: I"m Al Almanza, the
Administrator.

DR. RAYMOND: Doc Raymond.

DR. ENGELJOHN: Dan Engeljohn with the

Office of Policy here at FSIS.
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MR. SMART: Don Smart, Director of the
International Audit Staff with the International
Affairs.

MS. WHITE: Sally White with the
International Equivalent Staff, Office of
International Affairs.

MS. STANLEY: Mary Stanley, and I1"m also
with the Office of International Affairs.

DR.  JAMES: Bill James, Office of

International Affairs.

MR. TYNAN: Excellent. It"s back to me.
And 1 have the pleasure of introducing our TFTirst
speaker, Dr. Erin Dreyling. She"s our Deputy

Director of the Data Analysis and Integration Group
in the Office of Food Defense and Emergency Response
at FSIS. And she has two topics that she®s going to
touch on, and at the end, we"ll have about fTive
minutes or so for any clarifying questions or
comments that anyone would like to make. Erin.

DR. DREYLING: Great. Good morning. 1-d
like to welcome all of our National Advisory

Committee members back to Washington. We"re very
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happy to have you here, and I'm very glad that we
were given a few minutes on this morning®s agenda to
give you an update on the topics that we spent all
of our February meeting discussing.

So this morning, | want to provide you an
update on the improvements for processing and
slaughter inspection that we discussed at our
February meeting.

First I will give you an overview of what
those improvements were that the Agency proposed at
the February meeting, and then I would like to give
you an update on the progress that we have made and
will continue to make through refining our proposed
improvements.

So if 1 could have my next slide.

At our February meeting, 1f you all
remember, we discussed two iImprovements for our
processing and slaughter inspection. And I want to
just reiterate, as we did at the February meeting,
that these improvements are intended to apply to all
of our processing and slaughter establishments, and

they all work within our existing regulatory
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framework. So these improvements do not require any
additional regulations, and they"re not intended to
add any additional burdens for iIndustry.

So the Tfirst 1i1mprovement that we did
propose at our February meeting was a public health
risk ranking algorithm. And this public health risk
ranking algorithm has evolved from the work that we
previously did on risk-based inspection but we are
taking a much different approach to how we are using
data to drive and inform our inspection activities.

So our public health risk ranking algorithm
that we talked to you about at the February meeting
had two purposes. The Tfirst was to prioritize our
routine and our for cause FSAs. If you"ll remember,
we said we were going to place establishments into
three levels of iInspection based upon indicators of
process control. So how well an establishment was
controlling pathogens, based upon the NR rate in the
establishment and other factors like that. So very
discrete criteria about process control would place
you into your level of inspection.

And we said establishments in our highest
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level of inspection, where we were not sure they
were maintaining process control, would have a FSA
done. That would be a for cause FSA. And I want to
point out, these reasons really are the reasons that
we do FSAs for today. This 1s really formalizing
the criteria we use to prioritize and identify when
a for cause FSA needs to be done.

What we also said at the February meeting
was that we would have Level 2 and Level 1
establishments, and that those would be used to
prioritize when we do routine FSAs, and the Agency
has committed that we will do a FSA in all
establishments every four years. So Level 2 and
Level 1 will help us to prioritize when that FSA 1s
done.

Okay. The second use for our public health
risk ranking algorithm i1s to tell us when we do
focused iInspection activities, and let me just
remind everyone what we said a fTocused inspection
activity would be. We said a fTocused inspection
activity would be really a new activity that the

inspector does to comprehensively elevate the food
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safety system, to make sure that the establishment
is implementing i1ts HACCP plan and carrying out all
of the decisions that 1t made 1iIn 1its hazard
analysis, that it"s implementing its SOPs, its SSOPs
and 1ts GMPs. So all of your prerequisite programs.
Inspectors would think comprehensively about the
system. And we also said that they would consider
or give most importance to vulnerable points within
the process, the points within the process that we
think are most important for controlling or
preventing microbial growth or contamination.

So could I have my next slide.

So let me give you an idea of how we have
progressed since the February meeting. First of
all, we wanted to thank everyone, our NACMPI members
and the public, all of our stakeholders for the
comments that we received on the technical reports
that were presented at the February meeting.

We have revised our reports In response to
the NACMPI comments, our other stakeholder comments
and also peer review comments. We did have peer

review done on our reports. And, in April, we
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posted revised vreports and also a response to
comment document that laid out exactly 1In response
to every comment that we received, how the document
was changed.

Can I have my next slide?

We are still continuing to refine our
approach. The reports that we put out iIn September
were revisioned, but they are no way the final
version of our improvements for processing and
slaughter inspection.

First of all, we continue to refine our
focused 1inspection methodology. This summer, we
have carried out three Tield visits, and this was a
suggestion from one of our NACMPI members, that we
actually go out into the field and we meet with our
inspection personnel and that we go to establishment
and we walk through the  focused inspection
methodology. And we have done that, and based upon
that criteria, we are going to refine the
methodology even further.

As you can see here, we did visit three

districts. We went to Atlanta, DesMoines and
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Raleigh, and in each district, we had a focus group
with our field personnel, and then also we walked
through the methodology in different establishments.
We tried to hit establishments 1in all of our
different HACCP categories so that we could see how
this method works for different types of plants,
different size plants and where they®"re making
different products.

Can I have my next slide?

Our next plan is to further refine our
focused inspection activities, our methodology and
to come back to our NACMPI Committee in the fall.
We would like to have a NACMPI table top evaluation
for our focused iInspection activities. And at this
meeting we will present the refined method to you,
and then we would like to play out scenarios with
you to show you how we think this will help our
inspectors to better evaluate food safety systems in
establishments and to make sure that establishments
are maintaining process control.

So 1 know that Robert is going to speak

with all of our NACMPI members over the course of
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the next few days to talk about some dates iIn the
fall that we will have our meeting.

We also are conducting a historical data
analysis. IT you"ll remember back to the February
meeting, we said that focused inspection activities
would be done in response to public health prompt,
and what i1s a prompt? A prompt is a public health
event iIn an establishment, so positive pathogen test
results or an increasing number of HACCP or
sanitation NRs In an establish.

And we are doing an analysis to identify
what is an anomaly? When should a focused
inspection activity be done? And i1t"s my hope that
for the fTall meeting, we will also be able to
present the results of that analysis to you. Okay.

Also, based upon comments that we did
receive from our NACMPI members and from the public,
we have decided to stand up a committee at the
National Academy of Sciences to review the Agency"s
use of data to form i1ts initiates. And the Tirst
two questions that we will be taking to the Academy

are, one, to review our proposed methodology for
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attribution and to think about i1ts iIntended use for
a relative risk ranking of establishments as we
propose to use in our public health risk ranking
algorithm.

The second question we are going to ask the
National Academy of Sciences 1is to evaluate our
proposed indicators of process control that will be
used i1n our public health risk ranking algorithm.
So the committee 1is being studious, and we
anticipate that they will begin their work this
fall. So we look forward to their comments.

Okay. Can 1 have my next slide?

So that really is an update on our proposed
improvements for processing and slaughter
inspection, and at the end 1 can take some questions
from the Committee, but 1 do want to move on to make
sure 1 can cover all the material that we need to
present to you this morning.

IT you™ll turn to your presentation now
that iIs entitled FSIS Data Infrastructure
Improvements. You will remember at the February

meeting that we also talked to you about how FSIS 1is
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strengthening its data infrastructure, and how we
are making a strong effort to inform inspection and
our auditing and our laboratory activities using the
Agency"s data. And i1n order to do that, we are
redesigning our data infrastructure, and this 1is
going to allow us to really strengthen our business
process.

And what we talked to you about at the
February meeting was the Public Health Information
System. This iIs the Agency”s new data
infrastructure that is being designed now. 1°d like
to give you an overview of the functionality that"s
being put into that system and to really make clear
for you how the Agency 1i1s trying to use data to
drive its inspection activities and to improve its
ability to protect public health.

Can I have my next slide?

So as 1I"ve already said, we are really
actively strengthening our data infrastructure to
improve our ability to protect food safety and also
food defense. And many of the functionalities that

are being built into the Public Health Information
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System are based upon recommendations that came out
of the December 2007 risk-based inspection audit
from OIG. And, I am happy to say that FSIS has come
to management decision on all 35 of the
recommendations from OIG, and that i1t is the Public
Health Information System that"s going to help us
meet many of those recommendations.

Next slide.

So 1 want to give you a very broad overview
first of the functionality that PHIS will have, and
how we think that the system will help us to improve
our protection of public health.

First of all, the Public Health Information
System 1s going to allow us to integrate a number of
data streams. Currently, FSIS has many disparate
data streams that cannot be linked together easily,
that prohibits us from using that information iIn a
real time ~capacity to inform our inspection
activities or our sampling activities. And by
developing the Public Health Information System,
we"re really coming up with a way where we can pull

this data together easily and efficiently and to use
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it to inform how we do business.

Second, as I°"ve already said, we are taking
a data driven approach to inspection to auditing and
to laboratory scheduling, and I really want to point
out, we are here to talk about iInternational 1issues
today. We are doing this both for domestic
establishments and also for our iInternational work.
So all of the functionality that I"m talking about
today applies both domestically and internationally
to our data.

And also we"re going to have much greater
information sharing in PHIS. This is going to work
through internal agencies to USDA. So we will have
much greater iInteraction and data sharing with APHIS
and we are also working closing with FDA and CDC to
be able to share data with them. And In this
presentation this morning, I"m going to give you an
example of how we think that using a number of
agencies”™ data together can really help us to refine
and to better protect public health.

So I1°ve already alluded to the fact that

there 1i1s numerous TfTunctionalities throughout PHIS,
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and I will give you an overview In this presentation
of all those functionalities today. I"m going to
spend most of my time talking about our predictive
analytics functionality because this will really
help you see how we"re going to use data to drive
our inspection activities and our laboratory
activities.

I will also give you an overview of our
domestic inspection functionalities and also our
import and our export functionalities. Okay.

So predictive analytics. This is really
going to allow the Agency to use data in a very
novel way, In ways that we have not been able to do
before, and this 1i1s really going to allow to much
more efficiently and effectively use data to inform
our policies and to 1identify research or outreach
needs.

First of all, 1it"s going to allow our
analysts as 1°ve already said to use multiple data
streams, so to easily combine data streams and to
analyze relationships in our data. And one example

of the analyses that we have done to test this out
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and to understand the value of integrating multiple
data streams i1s work that we actually presented to
the National Advisory Committee back in February.

We told you about our work where we looked
at the relationship between public health based NRs
and Salmonella test results, and to do that, we had
to integrate multiple data systems and we had to
really use sophisticated statistical techniques to
do this.

We found for those of you who may not
remember, that if you had an NR, a public health
based NR two weeks prior to having your Salmonella
test result, you were three times more likely to
have a positive. Now, that"s just one example of
the kind of analyses we can do and the capability
that we"re building into predictive analytics, but
that really helps us refine risk measures and to
understand relationships that we may not Dbe
identifying right now because we can®"t link our data
adequately.

Second, one of the functionalities we will

have from predictive analytics is that we will be
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able to monitor establishment data in real time, and
we"re building 1n alerts for anomalies. So we"ve
already talked a little bit about focused inspection
activities, and we have said that PHIS will be
continuously monitoring in a real time capacity our
inspection results and our Hlaboratory results, and
ifT we have certain public health events, focused
inspection activities will be prompted.

But that®"s not the only anomaly detection
or alert that we"re building into PHIS through
predictive analytics. We are also going to be
monitoring Tfor high rates of SRM noncompliance or
high pathogen levels iIn an establishment. We"re
also looking at management controls such as if
inspection activities are not being performed as if
they should be. So there will be numerous alerts
that occur for our inspection personnel and also at
Headquarters or the district levels that we can make
sure that establishments are maintaining process
control and that inspectors are carrying out the
activities that should be done in establishments.

Okay -
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We also are building a number of automated
algorithms i1nto predictive analytics. We"ve talked
about the public health risk rank algorithm and its
use Tfor prioritizing FSAs. That will be built into
predictive analytics. That will constantly be able
to generate lists for when FSAs should be done and
constantly tell us the regularity or the frequency
of focused inspection activities. That will be
built into the system.

We"re also building into the system our
risk-based sampling algorithms. Right now numerous
people throughout the Agency have to run algorithms
on a monthly basis. It can take a lot of their
time, and this will give us the ability for those to
be done automatically, and it will also insure that
if positives occur, that follow up samples are
scheduled 1mmediately. So we"ll have a real time
response built into the system.

Also we have built into the system district
activity reports. Our district analysts i1n all of
our districts will be able to use PHIS to generate

their reports on a regular basis. This will allow
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for alerts to be built for the district, to i1dentify
what the district needs to pay attention to, and
it"Il make sure that there"s consistent reports
produced across all of our districts, for our
district managers and our district analysts to
review.

And finally, as 1"ve said, this applies
both to domestic and international activities. We
will have our foreign establishment algorithm built
into the Public Health Information System, and in
addition will have our port of entry sampling built
into the system. We"re going to create a feedback
loop so that those activities inform one another,
and also explore maybe how we can use other data to
figure out how we should carry out our international
activities.

And TfTinally, we have been working with
Carnegie Mellon University to look at self-learning
algorithms, algorithms that can constantly monitor
data to look for relationships that we may not have
observed. This 1is a new capacity that we"re

building 1in. And working with Carnegie Mellon,
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we"ve really sought to see how can we novelly
analyze our data, and what can we do? What i1s the
power of combining our different data streams? And
I want to give you a fTew examples of the work that
we have done with Carnegie Mellon this morning.

Next slide.

So as we"ve worked with Carnegie Mellon
University, what we"re trying to do are to identify
methods and tools that we need to program into PHIS.
And so we have used our data to develop those
methods, to make sure we cover all the functionality
we think we should have as we capture requirements
for our new information infrastructure.

And we also are using this to i1dentify, you
know, some interesting answers, some iInteresting
questions that we have been wanting to answer for
the Agency and to better under public health risk in
establishments.

So the three questions that we have asked
ourselves as we have worked with Carnegie Mellon
University are the following:

One, can we use our methods and our data
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and our tools to 1identify establishments risk
factors that we could use iIn our public health risk
ranking algorithm? And 1"m going to give you a few
examples of that work In a second.

We"re also asking ourselves, can we use our
methods, data and tools to identify new patterns in
our data that could indicate a problem?

And finally, can we use our methods and our
tools to help us iIn 1investigations and trace back?
Can we 1mprove our effectiveness or efficiency
really in recalls and investigations?

So if 1 could have my next slide.

All of the work that we®"ve done so far with
Carnegie Mellon University has focused on
Salmonella, and I"m not going to go through all of
the data sources that we"ve used iIn our analyses,
but what 1 want to point out here and show you
what®*s novel is we are pulling from multiple data
streams in FSIS and multiple data streams from other
agencies. So we are using data from CDC. We are
using data from ARS and FSIS, and we"re branching

out. We will begin work now also with FDA and their
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eLEXNET data.

So here"s a few of the analyses that we
carried out, just to look at how could we maybe
develop better establishment risk factors. What are
some ways that we could use our data to better
understand risk In establishments and maybe come up
with new variables that we would include iIn fTuture
iterations of our public health risk ranking
algorithm.

So we did analysis which crossed over the
FSIS/ARS data, our serotype data from our laboratory
testing with the CDC PHLIS data which is serotype
information from human 1illnesses, and we asked
ourselves two questions. First, we wanted to know
which serotypes 1in FSIS products are causing the
greatest amount of human illness, and second, what
percentage of Salmonella positives 1In FSIS regulated
establishments are resistant to antibiotics.

So what we found is, and I don"t think this
IS a surprise to anyone, that many of the serotypes
that are causing human illnesses, Salmonella

illnesses, are not due to FSIS products. And just
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for your information, on the right is a list of the
CDC top 10 serotypes causing human i1llness, and the
ones in the boxes are also the ones that are the
FSIS top 10 most common serotypes. You can see that
not all of the serotypes causing human i1llness are
the common FSIS serotypes.

And what we have on the right here are the
serotypes that are not commonly causing human
illness but are commonly found in FSIS products.

Now, what I want to point out about this
is, this may not be new information to people but
what 1is really novel here is that using our new
statistical tools that will be in PHIS, we were able
to do this analysis in a few seconds. That has not
been able to be done before, and that is where the
Agency 1s moving its data iInfrastructure. And we
could use information like this down the road to
further vrefine how we think about establishment
risks and how we might rank establishments.

Can I have my next slide?

Secondly, || said that we looked at what

percentage of Salmonella positives in FSIS

Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947




10

11

12

13

14

15

16

17

18

19

20

21

22

54

establishments were resistant to antibiotics. And
we did this once again by crossing over our FSIS/ARS
data along with our CDC data. And what we found was
that establishments that had the greatest number of
positives were not necessarily the establishments
that had the greatest percentage of their 1isolates
that were resistant to antibiotics. So we may want
to think about this as a new way for thinking about
establishment risks, and we have not included this
in the public health risk ranking algorithm. This
is just information that has been developed but i1t"s
our new way of thinking. How can we come up with
more  sophisticated indicators of establishment
risks? So we will continue to take these methods
and refine them and think about how can we better
use our data to come up with establishment risk
factors?

IT 1 could have my next slide.

So just in summary, we were able to combine
multiple datasets to answer this question very
efficiently. Like 1 said, we have developed a tool

that"s able to take the CDC and the FSIS and the ARS
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data, combine i1t and to produce analyses like this
in a few seconds. It 1s really amazing, and it"s a
very exciting step forward for the Agency. And we
will be continuing to refine methods like these as
we move Torward to develop predictive analytics to
make sure that these capabilities are built into the
system and to also use it to inform our business
process, this kind of information.

I"m not going to go through the next two
questions that we answered but just to give you an
idea, we did look at, could we i1dentify new patterns
in our data? And what we"ve done 1is look at
geographic and temporal relationships in Salmonella
antibiotic resistance using the FSIS/ARS serotype
data.

And then another question that we have
undertaken i1s to see, how can we use our tools and
this type of information to better assist us 1n
trace backs and outbreak investigations? And we
have been able to use the FSIS/ARS data and the CDC
serotype data and pulse-type data to look at when

were pulse types occurring In our establishments and
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in human illness cases temporally and
geographically, and this tool would allow us to much
more efficiently carry out our outbreak
investigations. Okay.

So that i1s really just a brief update and
just touching the surface of our predictive
analytics capabilities. But I hope that you
understand that 1t 1i1s really going to allow the
Agency to move 1its business process forward and to
really take a data driven approach to all of our
activities, our 1inspection, our scheduling, and our
auditing, and it"s going to apply both domestically
and internationally.

Just to let you know where we are with
PHIS, for all of the functionalities, we"re
currently in the design phase, and that we do
anticipate that the system will be i1n full
production readiness in fall of 2009.

Next slide.

I want to just spend a few minutes just
giving you an idea of the functionality in our other

modulles. All of our modules will be informed by the
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data analyses that are done in predictive analytics.

The domestic inspection module i1s going to
replace our current PBIS system, and this is really
going to give us the ability to capture a lot more
information about our in-plant activities that our
inspectors carry out on a daily basis, and then also
to capture information that right now we don"t
capture in a format that we can analyze, and that"s
our information from our FSAs.

Also as | already mentioned, domestic
inspection will have the capacity for automated
laboratory sample scheduling and it will allow for
secure data via the Internet. Okay.

On our import side, our import
functionality is going to allow us the ability to
receive electronic heal th certificates about
incoming products and I"m going to leave i1t to my
colleagues in OlIA to talk to you much further about
all of the capabilities that are being built into
our import system for PHIS, but we are going to be
integrating our system with the Customs and Border

Protection and also we are going to have the ability
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as I°ve already mentioned to schedule and inform
when our audits are done in foreign countries and
when our port-of-entry sampling is done, using our
predictive analytic capabilities in PHIS.

Okay . And on the export side, 1°11 give
you a brief overview of the functionality here.
This i1s going to automate a lot of what is a manual
process today, that we"re really going from using
printed and handwritten export forms to electronic
forms. It's going to allow us to have automated
checks to make sure that we are i1n compliance with
foreign import requirements, and also the system is
going to be designed with the capability for the
ability for exporters to electronically pay fees.
That capability will be there.

So with that, that is really an overview of
the Agency®s 1i1mprovements for 1inspection and then
our improvements for our data infrastructure. And I
believe I have a few minutes, not too many, to take
some questions from our Subcommittee members.

MR. TYNAN: If the Committee has any

questions, 1f they could stand their tent card up

Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947




10

11

12

13

14

15

16

17

18

19

20

21

22

59

and we have maybe about Tfour or Tive minutes to
respond to some questions. Mr. Elfering.

MR. ELFERING: Yeah. You had mentioned on
your predictive analytics that facilities that have
had a recent noncompliance, that they®"re more likely
to have a positive Salmonella. Do you have any kind
of breakdown of what those noncompliances would be?
For example, 1f you had a noncompliance for SRM
removal, 1s that correlating to a higher prevalence
of Salmonella positives?

DR. DREYLING: We do have a list of what
are the W3, the public health based NRs, and 1 do
believe they were 1identified by a group of our
stakeholders. And, that was work that was done with
our previous RBI work, and we can certainly make
that list available. We did not individually break
out our NRs. So we didn"t look specifically at SRM
noncompliance and Salmonella test results. We used
all of the W3 NRs together so that we could have
enough power to determine whether a relationship
exists.

MR. ELFERING: Well, one of the questions 1
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would have is, 1s there any correlation between SRM
removal and public health related to Salmonella --

DR. DREYLING: Right.

MR. ELFERING: -- and 1 know Dr. Raymond
and 1 can probably have some fundamental differences
on SRM removal, but honestly 1 don"t know if it
really fits into a risk-basked 1inspection system,
because 1 just don"t think we can correlate the risk
to the public health on Salmonella, Listeria and E.
coli versus SRM removal.

DR. DREYLING: We are going to do some
analyses where we further break down our
understanding of our regulatory noncompliances with
our pathogen results, and we can certainly make a
list of all of our public health NRs to you.

MR.  TYNAN: Other questions from the
Committee? Mr. Corbo.

MR. CORBO: Tony Corbo from Food and Water
Watch. I really appreciate all of the work that
your group 1is doing, and 1 have a simple question.
I didn"t bring the OIG Report that the OIG

identified the 35 areas for i1mprovement, but there
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was also a timeline. How close are you meeting the
timeline that the OIG spelled out?

DR. DREYLING: We have been meeting 1 would
say most of our dates for the OIG deadlines. The
last few ones that I"m aware of, we had to carry out
district analyst training and help our district
analysts to produce consistent reports. That was
due 1In June and we met that deadline. We were
required to create a FSA prioritization plan, and
that has been completed. We were required to put
our reports out, our technical reports, and we had
to do that by April 18th, and we did meet that
deadline as well. So we have been meeting our OIG
deadlines.

MR. TYNAN: Okay. Last call for questions?
We"l1l let Dr. Dreyling off the hook.

(No response.)

MR. TYNAN: Okay . Thank you very much,

I think we"re at the point in the agenda
where we"re going to get into the substance of

today"s meeting which 1is verifying iInternational
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equivalence. And the fTirst speaker we have today 1is
going to set the stage for us a little bit, talking
about the Import Safety Working Group, and that"s
Ms. Mary Stanley, and she 1i1s the International
Import Policy Advisor in the Office of International
Affairs.

MS. STANLEY: Thank you. And the title of
the slide 1s What the Import Safety Working Group
Found, and trust me, in 15 or 20 minutes, there®s no
way that 1 could address all that the Interagency
Working Group on Import Safety has approached. This
session will be focused on FSIS activities that we
have engaged in, in relationship to this Interagency
Working Group.

First slide please.

It"s hard to believe that 1t"s been a year,
just over a year, since the Executive Order was
issued, and this Executive Order established the
Interagency Working Group on Import Safety. And it
was issued in order to iInsure that all appropriate
steps were to be taken to promote the safety of

imported products and was being driven by some
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problems, significant problems on imported
commodities. Melamine i1n the pet food and lead iIn
toys and other major imported product breaches.

And so the mission of this Group 1is to
identify the actions and appropriate steps that can
be pursued with existing resources. And, 1 think
the quote from Secretary Leavitt, the very end is,
the purpose is not to just look at what we"re doing
today, but to anticipate tomorrow.

Next slide.

The Interagency Working Group was made up
of 12 departments, agencies and we were represented
by Dr. Richard Raymond, who was there fTor the
Department of Agriculture, not just Food Safety and
Inspection Service. And, there were three primary
focuses of this Interagency Working Group. One was
to review the current procedures that are in place.
The other was to 1identify best practices that
importers are already taking part in. That would be
the selection of suppliers and perhaps 1i1nspections
that they“"re doing in foreign countries from an

industry viewpoint, and then the third charge was to
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identify government best practices and to enhance
the coordination between all agencies that are
working on imported products.

Next slide.

The outcome of this Interagency Working
Group, which we as an Agency, FSIS, dedicated full-
time, we detailed fTull-time people over to HHS to
work on this committee. Bob Tuverson worked very
closely on the Strategic Framework for Continual
Improvement, and then Karen Stuck was detailed to
generate the action plan for import safety.

The Strategic Framework for Continual
Improvement was issued on September 10th, and
included 1In that were three organizing principles,
SixX cross-cutting building blocks and four immediate
actions that all of the agencies were charged with,
and that was followed very <closely with a
complementary document that actually outlined the
Action Plan for Import Safety, which was issued on
November 6th, and that included 14 broad
recommendations and 50 specific action steps.

Next slide.
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For the Strategic Framework, the three
organizing principles are prevention, if you prevent
harm in the first place. The second one would be
interventions, intervene when risks are identified,
and the third i1s response, respond rapidly after the
harm has occurred.

And the underpinning of these organizing
principles are the six building blocks that are
outlined here, advance the common mission, Iincrease
accountability, focus on risks of the life cycle of
the 1mported product, build interoperable system,
foster a culture of collaboration and promote
technological Innovation and new science.

During the discovery period for the
strategic framework, it was communicated very
effectively the FSIS statutory controls for imports.
We"re 1In a unique position from other departments
and agencies in that we as an agency, and you"ll be
hearing this over and over throughout the day, do
have a relationship with the Tforeign governments.
We actually know the systems that they are producing

the products that are being iImported into the United
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States. We"ve had a chance to evaluate those, deem
them equivalent, and we also have an opportunity to
have a presence on site during our audit and
verification activities. And, we also have every
shipment by statute is to be presented at port-of-
entry for reinspection. That makes us very unique
from some of the other agencies, particularly the
Food and Drug Administration and others.

We also have an opportunity for direct
government-to-government dialogue, and this is
through the relationships built through the
equivalence process, and it"s carried through 1in
regard to the certifications that are made on the
products and information sharing which i1s a two-way
information sharing. If we Ffind problems on
products, 1t"s communicated back to the government
for corrective actions and those corrective actions
are communicated back and we exchange data,
procedures, et cetera. So that®"s a very key point,
the government-to-government dialogue that"s already
established.

Out of the four iIimmediate actions, there
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was one that really had significant impact on all
government agencies and especially on the Department
of Agriculture. For those of you that aren®t close
to the import process, the acronym, ACE/ITDS is the
Automated Commercial Environment/International Trade
Data System, and what this 1is, 1it"s a long-term
initiative under the Customs and Border Protection.
It"s been ongoing for many years, and 1t"s the
Government initiative to create a single window that
will enable the collection, use and dissemination of
all the international trade data. And so when the
brokers are entering into the ACE system, the
Automated Commercial Environment System with Customs
and Border Protection, ACE/ITDS 1i1s going to enable
the dissemination of these data to the appropriate
regulatory agency and enable the communication
mechanism so that we can communicate back to them in
regards to the findings that we have and simply the
process so that i1t will also speed the process
through the entry through Customs.

So this immediate action, It was an OMB

directive that was 1issued, and 1t required the
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agencies to submit an implementation plan for
completing ACE/ITDS, and it also charged this to all
agencies 1involved in movement of product into the
United States. So those agencies such as ourselves
that are already actively involved, we had an action
plan and implementation plan and 1t was a matter of
packaging it into the format that was needed. Other
agencies had a bigger challenge because they were
not actively involved in the ACE/ITDS at that point.

And the implementation plan was to include
the budgetary resources that were needed to support
this, performance measures as well as your business
and technical requirements.

Next slide.

So FSIS was well on its way. We had
already completed or was nearing completion of all
of these. We*"ve been involved actively 1iIn the
ACE/ZI1TDS project since 2004, and so we had our
Concepts of Operations. |1t had already gone through
a clearance with Customs and Border Protection, and
that includes our business processes for iImport

port-of-entry and all the business scenarios that
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define the IT system.

We have also already drafted a Memorandum
of Understanding with DHS and that would support the
ability for interface with our IT systems with the
Customs system.

And also significant is last October, FSIS
had just awarded the contract to develop the Public
Health Information System, and that system is really
going to provide the delivery of all these
initiatives. It"s the interface with our IT systems
into the Customs and Border Protection, a very
significant breakthrough there.

Out of the 14 recommendations and 50 action
steps, there were very few that were really targeted
towards i1nitiatives that FSIS was going to be active
in. Most of these were directed to the other
agencies that had specific problems and so 1%ve
bolded on these slides the ones that FSIS does have
an active role in. As an example, the good importer
practices. Each of these recommendations, there was

a lead agency that was 1identified, and when 1 say

agency, that"s OMB"s term fTor departments. So
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there"s a lead department and in the case of good
importer practices, that was HHS, and the Food and
Drug Administration took the lead on this. But we
had representation from all the other government
agencies that participated i1n developing overarching
good 1importer practices that would articulate what
an importer should be doing, some guiding principles
for them. And that"s i1In the clearance stage and it
may have been posted at this point.

Supplementing that, however, and this 1is
the interaction that has been a benefit of working
with all these agencies together, is that FSIS has
undertaken development of good 1Importer practices
specific to FSIS commodities, and SO this
information will complement the overarching good
importer practices but tailor i1t specifically to our
commodities, and this will enable 1Importers to
actually know the rules, have 1t communicated,
linking 1t up with what i1Is expected. It 1s a very
complicated process when you"re trying to bring
product into the country knowing, you know, the

rules, the regulations, knowing the steps iIn regards
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to who do you present to TfTirst and how you fTile
entry and get the product successfully through the
government maze and get your product to your
consumer . So that"s one example where we"ve been
very active In a group.

In the 1interest of time, I°ve opted to
focus on two of the recommendations that we have
been -- 1f we want to switch to the next slide.
This is just the rest of the 14 recommendations and
action steps.

So 1f you go to the next slide, the most
important, at least in FSIS® viewpoint, in regards
to recommendations has been the common mission, and
this recommendation working group 1is being led by
the Customs and Border Protection. And, it"s really
just fTocusing on how can we as government agencies
do a better job working together and so the action
steps that the group has been charged with 1is to
develop uniform inter-departmental procedures, where
appropriate, to facilitate the clearing and
controlling of shipments. And this 1is just

springboarding some initiatives that FSIS already
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had ongoing and particularly education and outreach.
We had already staffed about 20 positions out in the
field, 1import surveillance liaison officers that
actually have that in their position description to
do outreach, liaison and education. And so through
this working group, we"ve actually opened more doors
for them and for other opportunities for us to
participate 1i1n training, ramping up the base
knowledge particularly of legacy Customs and Border
Protection officials of what FSIS laws, regulations,
amenability, eligibility, so that we can stop that
product that"s not eligible at the port.

Another huge initiative under this
workgroup is co-locating our officials with Customs
and Border Protection particularly, and we"ve most
recently staffed a position at the national
targeting center which 1s going to be extremely
significant iIn regard to our ability to form good
relationships with Customs and Border Protection and
keep FSIS i1n the forefront.

Next slide.

The other recommendation that we really
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have focused on, which we think is where FSIS will
benefit the greatest IS through the
interoperability. This is the ACE/ITDS project, and
so again i1t"s requiring all federal agencies by the
end of 2009 to have the capability to exchange
commercial data.

You heard Erin mention previously that the
anticipated PHIS implementation is the end of 2009.
So our IT development schedules are closely aligned
at this point to enable this delivery. And 1In
regard to the targeting system, FSIS has already
developed rule sets. We did this a couple of years

ago, and these rule sets are already fTiring in the

targeting system. The H1imit there 1s we have
limited access to that system. We only have a
couple of users at this time. So through this

initiative, we will expand that functionality.

And then as well, the last bullet point is
the Standard Establishment Data Service which 1is
called SEDS. This 1s an 1i1nitiative to enable
harmonized establishment 1identification, collecting

information. You know, again FSIS 1is unique. We
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have i1nformation on the establishments that are
producing product and moving it 1into the United
States, but not all the other commodities have that
benefit, and so this will just help to close that
chain of supply.

And then on the next slide, as an outcome
of the work and the implementation of this action
plan, we as a group decided i1t would be good to give
an update. Before we were asked for the update, we
generated i1t, and i1t"s always better to be iIn that
position. So at six months, which is was published
July 2008, all of this information is available on
the 1mportsafety.gov website 1If you"re interested 1iIn
seeking more details. But 1t"s a comprehensive
summary of all the accomplishments as well as what
agencies are doing to look ahead.

And so 1 just wanted to highlight a few of
things that FSIS has done specifically. 1 mentioned
the co-location of FSIS staff at the Customs and
Border Protection National Targeting Center. That"s
a huge breakthrough for us.

FSIS has also developed and implemented an
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Import Alert Tracking System, and this has enabled
better coordination iIn enforcement. This was a
brainchild of Office of |International Affairs,
Import Inspection Division, and i1t started out as
just a database where we collected i1nformation.
When our staff out in the Tfield would find
ineligible product, we would enter 1t 1iIn the
database and through the work that we®"ve done with
OFDER and some of the other parts of the Agency, we
were able to develop this tracking system which
actually integrates with the Non-Routine Incident
Management System. So if there is a breach, the
information feeds the finding into the system, so we
are able to keep the data and know what products are
coming in and from what countries. We"re also able
to very rapidly notify our compliance officers so
that they can do follow-up 1Investigations, and we
are also able, in the event of an emergency, this 1is
linked 11nto the Non-Routine Incident Management
System and can activate the Emergency Management
Council if necessary.

And so the data that reported, and this 1is
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the timeframe from the implementation of the Action
plan until July of 2008, there were 156 shipments of
potentially ineligible shipments. This includes
product that may be eligible and failed to present
to FSIS, and so we were able to detect i1t based on
the access to the data that we were given.

That"s one thing that Customs and Border
Protection has done for us, 1S gliven us access to
summary data in theilr system. And so we now are
better 1informed 1in regards to shipments that may
have entered the country and we have better targeted
surveillance and compliance activities, enforcement
activities. So the amount of product, again this is
product that we detected, and we took action, took
control of the product. A lot of this product came
into the inspected side of the equation and was
presented and reinspected and moved on iInto commerce
legally.

The 1neligible product, that would be
product that would be from foreign countries that
aren"t approved, has been destroyed.

The other major breakthrough 1i1n this 1is
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that Customs and Border Protection i1Is also
sensitized to the eligibility requirements, and so
they are now taking action and monitoring shipments
coming in through the mail services and through
Federal Express, the courier services, and theyTre
actually taking action on our behalf, and then
they" 1l report that. And so those data are also
included in this system.

The next highlight 1s a significant
breakthrough in April. We were able to connect with
the New Zealand Food Safety Authority data system,
and we"re now trading data electronically,
certification data. This 1s an interim step until
the Public Health Information System 1is developed,
and you®"ll hear more about that in a little bit but
this 1s currently In a user acceptance test phase
and so once we complete that testing phase, we are
expecting to expand this to Australia who also has
an electronic system, and that way we can exchange
electronic data. The advantage on this i1s the fact
that we will have advanced notice of what"s coming

into the country that"s been certified by that
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country.

DHS and FSIS participated in a G-8 exercise
on food contamination. This is another significant
accomplishment in that we"re collaborating with the
Department of Homeland Security and educating,
including a process for sharing information if we
have contaminations and events that occur.

Another significant highlight that we have
had, the Office of Public Health and Science
conducted or coordinated a public meeting earlier
this year, and this 1s an outreach to collect
information 1In regards to best practices and
challenges for effective coordination. So this 1is
just evidencing interagency cooperation,
collaboration and leveraging the work that each
agency is doing.

So all this work that"s being done under
the Action Plan, it"s tasked, you know, beyond the
current administration, we will continue to be
working on 1t, and i1t really i1s simply just setting
the stage that will accelerate the change that we"re

about to embark on discussing today. So 1
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appreciate the time and turn it back over to Bob.

MR. TYNAN: We"re just a little bit ahead
of time. So 1711 allow a couple of questions, quick
questions for Mary before we go onto the next
speaker, and I"m going to start with Mr. Schad.

MR. SCHAD: Thanks, Robert. On the Import
Alert Tracking System, this was data about shipments
at the port-of-entry that was not being coordinated?
I want to make sure 1 understand that correctly, and
when was that implemented?

MS. STANLEY: We"ve had an Excel or an
Access database in place for about four years but in
April of this year, we implemented the Import Alert
Tracking System that is more robust and it actually
is part of our Non-Routine Incident Management
System. So i1t moved it off a desktop and into our
IT structure. The i1mport surveillance liaison
officers that I mentioned have access to the Customs
and Border Protection through a portal access to
their data. This 1s summary data. So the summary
data means that that product is already entered and

been released. It"s about 10 to 15 days after
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customs has released the product into commerce, but
at this point, that"s the only access that we can
obtain. This requires a security level access.

MR. SCHAD: But in the PowerPoint, i1t said
potentially ineligible shipments, but that was a
problem at the port-of-entry, not prior to that. |Is
that correct?

MS. STANLEY: [I"m sorry.

MR. SCHAD: The data was generated at the
port-of-entry, not prior to that point?

MS. STANLEY: No, the data that I"m talking
about in the Import Alert Tracking System is the
findings that the -- will enter the shipment
information, the country and all the information in
regards to the importer, you know, where they found
the product, the detention that they made, you know,
the destruction, how they controlled the product.
That"s what we"re talking about there 1is action.
These are shipments that we"ve taken action on.

MR. SCHAD: Thank you.

MR. TYNAN: Dr. Henry.

DR. HENRY: Thank you, Robert. Craig
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Henry, GMA. Based on Dr. Raymond®s original opening
statement where the equivalency program is focused,
if you will, a little more so on processes as
opposed to product outcome, or analysis, and looking
at your slide 12 wup there, bullet 2, 1In your
consideration of the defining high-risk products as
opposed to potentially high-risk processes, how does
OIA today view the proposal that FDA 1s putting
forth to use third party audits that is volunteered
by the exporter, if you will, at the port-of-entry
to deduce whether or not the process and/or product
is high risk? Thank you.

MR. TYNAN: Is that an answer that we"re
going to be able to get done In a minute?

MS. STANLEY: No. One point I will make is
this bullet here, the terminology, high target, high
risk, this 1is through the Targeting System. So
there was a vulnerability assessment done on risks
associated with where product could come in
illegally. So that term iIn that system there are
for our food defense targeting, and then |1 think

Bill James is getting ready to hit the --
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MR. TYNAN: If I can impose on you to hold
that question because | think 1t"s going to take a
little bit too long and, Mr. Elfering, if 1 could
ask you to hold onto your question as well. We"ll
have another opportunity iIn just a minute to get
some other questions in. Thank you, Mary.

Our next speaker on the agenda 1is
Dr. William James, and he*s our Assistant
Administrator in the Office of International
Affairs. And, he"s going to give us a little bit of
an overview on the triad system that we use.

DR. JAMES: Good morning. Much of what you
will hear this morning is building on each other.
Repetition 1i1s a good teacher, and so we"ll Dbe
teaching you through the process of repetition.
Each time this information iIs presented to you, it
will be presented to you iIn a little bit greater
level of detail.

So what 1 will be presenting to you this
morning i1s an overview of the FSIS Import Triad of
Protection. Dr. Raymond alluded to this 1i1n his

opening remarks. Indeed, he has spoken on it at

Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947




10

11

12

13

14

15

16

17

18

19

20

21

22

83

great length a number of times over the last six
months or so. What 1 will be presenting is also at
a relatively high level but will include more
detail. The presentations following mine will also
get Into additional details.

Next slide please.

The concerns that have been raised over the

past year you are Tamiliar with. As has been
mentioned already, there were concerns about
melamine 1i1n animal feed 1ingredients. There are

concerns by the public regarding E. coli 0517:H7 1in
beef trimmings. There are concerns by the public
regarding avian influenza and it's potential
introduction i1nto this country through chicken
products.

These concerns have TfToundation iIn that
there are potential hazards associated with Imports.
Pathogens such as 0157:H7 are real. We are
concerned with residue such as veterinary drugs 1in
imported product. There can be contaminants
associated with imported products. Some things as

simple as dirt. Condition of containers at port-of-
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entry 1is important because i1t may provide for an
entryway of contamination of products. So all of
these hazards associated with imported products
raise legitimate concerns by the public.

So how will we address these? well, we
have essentially what we would make reference to as
international policy. The Agency has developed and
is developing policies to address these hazards.
Our Office of Policy and Program Development is the
principal arm by which policy 1s developed and
articulated. Our Office of Policy takes the lead iIn
developing policy for both domestic inspection for
the concept of equal to, which is applied to states,
and the concept of equivalent, which you®"ve already
heard mentioned for the international arena. Those
will be mentioned in a little bit more detail by
Dr. Engeljohn, and so 1 will leave that to him.

Now, the objective that we want to
accomplish through what we do for controlling import
safety 1s to determine 1f a fToreign 1inspection
system has achieved and maintains equivalence, there

iIs that word again, to the U.S. 1iInspection system,
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so that the U.S. appropriate level of protection 1is
met. That appropriate level of protection a
societal determination. It"s a sovereign right of
importing nations to determine what Jlevel of
protection we want to establish, and therefore
whatever system is developed in another country that
wants to export to the U.S., 1t must be equivalent
to ours, so that that level of protection can be
met.

Now, this i1s a slide you will see again.
These are the controls that are in place, our FSIS
triad of protection. The three aspects of it, the
three elements are equivalence, systems audits,
port-of-entry reinspection. Again, my presentation
is a broad overview. There are detailed
presentations that will follow.

Now, this 1s a system that we believe over
the years has served us well. It has been in place
for a number of years as Dr. Raymond has mentioned.
But there i1s an evolution that is going on iIn the
area of import protections. We will hear later from

FDA regarding i1deas and plans that they are putting
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in place. We will also be hearing from industry
later in this meeting regarding concepts that they
are pursuing. We will hear from foreign officials
from countries such as Australia, New Zealand,
Canada. We have a representative from the EU. We
will hear their perspectives on this issue. These
areas are evolving. The approaches that different
entities take in response to this changing
environment and the heightened concerns are
important to us.

Although the system we have i1n place, we
believe has served us well, we are interested in
this Committee"s 1i1deas about where we ought to go
from here. What parts of our basic approach are
sound? What should we do to make changes so that we
keep current with current concerns and challenges?

Let"s talk for a moment about the basis for
the import protections that we have. Currently for
equivalence, we have two basic areas, two major
areas. One is initial equivalence and the other is
continuing equivalence.

For initial equivalence, that 1i1s as has
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been described to you very briefly, a process
whereby we determine whether or not a country should
be eligible to export meat, poultry and egg products
to the United States. Currently there are 34
countries that are eligible to do so.

If we look at continuing equivalence,
another way of describing this i1s an evaluation of
changing SPS or sanitary, phytosanitary measures
that are submitted to us by equivalent countries
when they want to make changes to standards or
procedures. These may be something relatively
complicated iIn regard to antemortem or postmortem
procedures that they want to change. It may be
something a little more simple or objective to
evaluate regarding changes in laboratory methods.

But in these continuing equivalence
determinations, we are evaluating standards and
procedures that the countries that submit them to us
want us to evaluate and still be able to maintain
their equivalence. So when we do that, we need to
determine whether or not these proposed changes are

likely to achieve the same objective as the
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standards and procedures that we have in place here,
the same measures. It iIs a segmented process that |
just described to you.

So we have some questions to be considered
regarding the future of this. Rather than use a
segmented process as jJust described to you, should
we be looking at objective outcomes of a system?
How much of this, as Dr. Raymond described, should
we be placing on process? How much on the outcomes?
And what should these outcomes be that we look at to
evaluate? Should they be based on hazard levels?
Should they be based on risk levels that take into
account foodborne 1i1llness if a country 1is able to
demonstrate reliably what fraction of foodborne
illness 1is related to the products that FSIS
regulates?

These objective outcomes are of interest to
us but we need to make decisions about what type of
outcomes are most appropriate to evaluate.

Audits. Currently we have two aspects to
our audit system. One is an in-country evaluation,

and the other is an out-of-county evaluation.
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Our 1n-country evaluations are periodic.
We do in-country audits usually on an annual basis,
and they cover areas such as government oversight of
the 1inspection program and of the processes that
plants have in place, laboratory support for their
program and establishment performance.

Out-of-country evaluations take into
account things such as types and amounts of product
exported to the U.S. Reinspection results at port-
of-entry influence what we do when we go on our 1iIn-
country audits. We 1look at consumer complaints.
All these things are evaluated here iIn the U.S.
before we go and do in-country audits.

You"ll get much more about the details of
these audits in the presentation that Don Smart will
be making.

In the future, however, we have questions
about what type of information ought we be trying to
accumulate during the year. These annual audits
provide us important information but we are
considering a concept that we are referring to

informally as the 365-day audit. This iIs a concept
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whereby 1inspection information or foodborne illness
information or hazard information would be provided
to us by countries that are equivalent and are
allowed to export us. But the 365-day audit concept
will need to be fleshed out with information or with
concepts such as what type of information is most
useful to us. Again, should i1t be foodborne i1llness
data? Should 1t be hazard levels? Should 1t be
supervisory reviews of establishment performance?
Supervisory reviews of laboratory performance? What
is the kind of information that would be most useful
to us iIn conducting a 365-day audit?

And with this i1nformation, if It can be
provided routinely, it it can be provided
electronically, so that it arrives in a timely
fashion, what effect should that have on things like
the scope and the frequency of iIn-country audits?
These are questions that we"re going to be asking
you to deal with. Is it acceptable? 1Is i1t useful
for countries to perform self-assessments and to
provide us with that data? Again, these are the

types of concepts that we want you to wrestle with.
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Let"s move onto the third element of our
triad of inspection, which 1s reinspection at port-
of-entry. Three basic aspects here, routine,
directed and for cause.

Now, routine reinspection at port-of-entry
examines things such as the eligibility of the
shipment by product, plant and country. As youTve
heard, a country has to be equivalent to export.
That country certifies establishments for export to
the U.S. So we need to know that the product 1is
coming from a certified establishment. The product
has to be eligible for entry into the U.S. 1Is that
country equivalent for export of meat and not
poultry? IT so, we can take meat but not poultry.
Does APHIS have restrictions on product that may
come In due to animal disease concerns? If so, we
program that into our Automated Import Information
System and that product is halted from entry into
the U.S.

Directed looks at additional items. It
would consist of things such as product exams or

laboratory samples that are collected as randomly
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generated through our Automated Import Information
System.

And then there are for cause audits. When
we have concerns about shipments that may be coming
in of particular products from particular plants,
from particular countries, because of information we
have received or generated through previous port-of-
entry reinspections or concerns we have based on our
audits or submissions for equivalence, we will
target particular shipments for cause.

So these are the three basic areas of
reinspection, routine, directed, for cause. You
will hear more about this 1in detail from Mary
Stanley.

In the future, we have questions about how
best to perform directed reinspection. To what
degree should 1t be influenced by equivalence
determinations and audit information. Our triad of
protection is very closely integrated and we think
that 1s part of 1ts strength.

So how can we better allocate the resources

that we are dedicating to reinspection towards
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countries that we have identified problems for?
First of all, should we be doing that? Should we be
treating all countries the same? We think and we
are going to be talking about this more when the
Subcommittees break out, that 1t makes sense to
target directed reinspection based on country
performance. We actually had started this for 0157
last year. Our E. coli 0157:H7 sampling scheme
takes iInto account things such as the prevalence of
0157 1in those countries, their history of control,
and a couple of other aspects, but we believe that
we need to move on and do this for other pathogens
that we sample for, other hazards that are
associated with these products.

PHIS, you®"ve heard some introduction to
from a couple of our speakers. I mention i1t again
for the sake of consistency. Input of data we
believe under the PHIS system is going to help us
tremendously. It will become more efficient. The
analysis of the data will be more timely and
complete. Our connection as Mary just described to

the ACE/ITDS system, will be through this PHIS

Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947




10

11

12

13

14

15

16

17

18

19

20

21

22

94

system that we are developing. It will enable us to
respond more quickly. Our presence at the Targeting
Center for Customs will make our response to
findings more uniform and the actions that we take,
the basis behind them will be more obvious.

So with all the tools that we have at our
disposal, with the questions that you will Dbe
helping us to answer, i1t will iImprove the actions
that we are able to take when there are problems.

Currently we have several tools in our
toolbox, and based on findings at one or more
elements of our triad, we do take action against
specific product categories coming in from different
countries. We do take action against specific
establishments in countries, and we do on occasion
take action against entire countries when we believe
that their system equivalence i1s In question.

In conclusion, there are real concerns by
the public. They"re based upon the presence of real
hazards, but we do believe that we have been
providing real protection wusing our triad of

protection, equivalence, audits and reinspection.
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It has served us well In the past, but we need to
know from you, is i1t still basically sound? How can
it be improved? And, these are questions that we
will be asking the Committee to wrestle with both
today and tomorrow. So thank you.

MR. TYNAN: I think we"re going to take
Mr. Finnegan®s question and that will be the only
one at this particular point, because we"re now a
little bit behind. I don"t know how that happened
in just a few short minutes but, Mr. Finnegan, 1if
you have a question.

MR. FINNEGAN: Yeah, Mike Finnegan from
Montana. In the initial equivalence, do you take
into consideration the [ISO certification? The
1SO9000 i1n foreign countries. Is that a part of
equivalence or what do you think of that?

DR. JAMES: I"m not sure that 1 see the
precise connection between the 1S09000 and what we
do, but as Dr. Raymond mentioned in his introductory
remarks, equivalence has two basic components. One
is information that is provided to us through use of

a questionnaire that we evaluate. |If on paper, the
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system is equivalent to the U.S. system, then we go
in country, perform in-country audits to make sure
that what 1s on the ground matches what is on paper.
And 1 believe maybe the detail that you®"re looking
for and more details will be apparent when Sally
White makes her presentation and goes into more
detail on equivalence.

MR. FINNEGAN: The reason I ask is that I
had the opportunity to work with some meat plants in
Armenia and that was three separate plants and that
was their most prized possession, 1i1s that 1SO
certification.

DR. JAMES: Yeah, and it i1s something to be
proud of. Our laboratories are [ISO certified.
They"re very proud of that determination.

MR. TYNAN: Okay. We"re going to move onto
the next presentation, but | have to ask
Mr. Finnegan, how Montana got lined up with Armenia?

MR. FINNEGAN: Through the USDA Bolca
(ph.).

MR. TYNAN: Okay. Okay. 1"m also going to

suggest, the next speaker 1is Ms. Sally White, and
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we"re going to have her presentation, and 1 would
make a suggestion, that unlike the way 1iIt"s
portrayed on the agenda right now, we take a break
at the end of Ms. White"s presentation. So that
will be just about 10:30, 1i1f that"s okay with
everybody.

And with that, 1"m going to iIntroduce
Ms. Sally White, and she"s the Director of our
International Equivalent Staff i1n the Office of
International Affairs.

MS. WHITE: Good morning. 1°d like to talk
today about the first triad, the first part of the
triad that"s been introduced by Dr. Raymond and
Dr. Bill James today. 1°d like to give you a little
more detail about equivalence.

Next slide. Next slide please. Next
slide.

Okay. All right. We"re going to talk a
little bit about the background on equivalence, the
concepts of equivalence, all those terms that have
been used 1In previous presentations, and then we"re

going to get down to the practical aspects of how we
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actually make those equivalence determinations 1in
this Agency, both for countries that want to ship to
the United States and who have never shipped, and
for those countries that are currently shipping and
would like to provide us with a new and i1mproved
either method or process for us to look at. And
then, of course, we"re going to touch on some of the
questions we"d like for you, as the Committee, to
review.

Imported meat and poultry products, and you
will note that we also have jurisdiction over egg
products and soon to be catfish, have to meet all of
our requirements, and they can do that in several
ways. They can either adopt our requirements which
is the way they used to do it in the distant past,
and sometimes now currently, or they <can do
something that is different that meets our current
standards.

Okay - In other words, they can use
equivalent methods but the methods have to provide
the same level of protection, and that concept 1is

what we call equivalence.
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Now, before we go onto the next slide, 1
would like to make something, that 1 think will make
it a little simpler. With equivalence, you can
have, by doing the same thing you are doing, which
sometimes 1s vreferred to 1In some countries as
compliance, but the equivalence we"re going to be
talking about today is the other kind of equivalence
in which we compare systems or methods and make sure
that if a different method or system meets our level
of protection and protects our consumers.

Okay . Now, where did this concept come
from? It came from, as the slide iIndicates, the
Agreement on the Application of Sanitary and
Phytosanitary Measures, or because 1i1t"s easier to
say, the SPS Agreement, and that"s what 1 will refer
to It as today, and probably other speakers as well.

Now, 1t"s an important concept to remember
that i1t says Agreement, while it Is a treaty and as

such i1t i1s, In fact, law. Am 1 doing that?

COURT REPORTER: No, 1it"s a PDA, a
BlackBerry.
MS. WHITE: Okay. All right. Okay . In
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any event, that®"s important to remember, that this
has the force and effect of law and therefore we
have to comply with the provisions of that treaty,
and we have been doing so since the mid-nineties.

Now, countries that makes equivalence
requests, one of the concepts that"s in the treaty,
is that they have to provide us with sufficient
scientific evidence for us to make that equivalence
determination. They can*t simply just send us a
letter and say we want to do X or Y. They have to
provide us with the i1nformation or the evidence to
review to make that determination. And, if they"ve
met that threshold then, of course, 11f it 1is
equivalent, we have to allow them to use that absent
any other factors.

The concepts of equivalence, one of the
ones 1°d like to define a little bit more for you iIn
this slide is what a sanitary measure 1is. Many
times people focus on the word sanitary and think
that that has to do with the sanitary conditions 1in
the plant. That"s one of the things that it covers

but as you can see, i1t covers a lot of other things,
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and for FSIS, what this treaty language means 1s
that we will look at laboratory methods. That"s a
sanitary measure. We will look at proposals put
forth for something different than our sanitation
standard operating procedures or for HACCP or for a
new postmortem inspection procedure or antemortem
procedures. Any and all of those things are
sanitary measures and sometimes they can be small
things like a method or they can be larger systems
like an antemortem to postmortem system that"s
different than ours.

Okay . But the sanitary measures, one of
the other concepts a lot of people forget about
because we look at what i1s sent to us, iIs that a
sanitary measure or requirement that we Impose upon
a fToreign country, it has to be based on scientific
principles for us when, when we set forth a
requirement and when we review another country®s
requirements, we can"t Impose a higher standard upon
them than we would upon ourselves, and 1 think you
can see the common sense reason for that.

Okay . The appropriate level of
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protections, the other speakers have addressed this
as well, or we refer to this as the ALOP, 1i1s a
societal choice and an importing country can set any
level of protection that they deem appropriate.

Next slide.

Okay. So those are some of the language we
use when we will be talking today. The speakers
have already been using them, and so 1"m hoping that
you can use the slides later on, in your
deliberations, to go back for the definitions.

But now 1"d like to get into how do we
really do this? I mean how do you take this very
thick language from this treaty and then apply i1t to
a practical situation. And we have been doing this
now since nineties, the mid-nineties. We were the
first Government agency to have to do this because
we had to 1implement 1in all the countries, the
pathogen reduction HACCP requirements. And so it
was at that point, that we started our process of
making equivalence determinations. And one of the
most important things that we would like you to

remember i1s that in our system, which is indifferent
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than say other agency systems, is that we work on a
government-to-government basis. We work directly
with the chief veterinary officer for the agency or
entity iIn that country that has the authority to do

inspection for the products that are to be shipped

to the United States. We do not d