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PROCEEDI NGS

MR. WALDROP: (Good afternoon, everyone. Thank you
very nmuch for com ng.

| notice, as per nost neetings, that the majority
of the folks are in the back. If you can't see the
Power Point, | woul d encourage you to conme up to the front,
but I think you should be able to see it fromway back there
in the back seats.

Thank you all very nmuch for com ng here and
attendi ng our Synposium on Meat and Poultry I nspection.
Today we are going to explore sone of the recent changes at
the Food Safety and | nspection Service and what those
changes have been to their regulatory inspection prograns
and what those changes nean for food safety.

As you are all aware, food safety is a very
i nportant and increasing concern anong both consuners and
i ndustry across the country. Foodborne illness, traced to
bot h donestic and i nported foods, has becone an increasingly
serious problemin the U S

Food safety is also a hot topic here in
Washi ngton. In March, the President established a Wite

House Food Safety W rking Goup to exam ne the need to
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upgrade our food safety laws. Mst of the recent action in
Congress on food safety is focused on the Food and Drug
Adm ni stration and noderni zing their statutory authority.

However, FDA, as we all know, isn't the only
agency in charge of regulating the safety of the food
supply. Over the past several years, the Food Safety and
| nspection Service has invested substantial resources in
trying to develop a nore risk-based inspection program The
agency has proposed new data coll ection and anal ysi s
systens. The agency has al so proposed changes to its
regul atory policies that, if instituted, could result in
significant changes in how the agency conducts its
i nspection activities.

Sonme of these changes were nmade in response to
i ncreased positive findings for pathogens or investigations
foll owi ng foodborne illness outbreaks, while other efforts
were the result of changes in agency thinking or even the
result of congressional mandat es.

These new approaches bei ng devel oped by FSIS could
contribute to the dialogue on efforts to nodernize food
safety law. However, there has been little fornma

di scussion of the merits and shortcom ngs of FSIS actions
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and how those actions as a whole contribute to food safety.

Today we hope to help foster that discussion. W
will first hear from Dan Engel j ohn, Deputy Assi stant
Adm ni strator of the Food Safety and Inspection Service.
Dan wi Il provide an overview of sonme of the recent changes
at FSIS and provide us with a | ook at where the agency is
headed in the future.

Foll owi ng Dan's presentation, we will hear from
st akehol ders in the neat industry and then representatives
fromthe National Academ es of Science, consuner groups, and
the neat and poultry inspectors.

We have asked these panelists to provide their
perspectives on FSIS s efforts to inprove its inspection
prograns and its data capacity and what nore they think
needs to be done. In addition, we have asked themto
exam ne what is working and what needs to be inproved or
changed.

Foll owing the two panels, we will then ask
everyone to join us back up here at the front, and we wll
open up the discussion to questions fromthe audi ence.

| would Iike to thank, first of all, all the
panelists for agreeing to participate in today's discussion.
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We | ook forward to hearing your presentations. | would
also i ke to thank those organi zati ons that have hel ped nake
today's synposium possible, and there is a |ist of those
fol ks in your packets.

So, without further ado, let ne introduce Dan
Engel john. Dan is Deputy Assistant Admi nistrator at the
O fice of Policy and Program Devel opnent for FSI'S, where he
oversees the risk managenent activities associated with
meat, poultry, and processed egg products and | eads the
strategic planning efforts involving the devel opnent of food
safety regulations. Dan represents FSI'S on the National
Advi sory Comm ttee on Mcrobiological Criteria for Foods and
al so serves as an adjunct assistant professor of nutrition
on the graduate faculty at Howard University.

Dan?

FSI'S Presentation

MR. ENGELJOHN:. Thank you. Well, thank you very
much for the opportunity to be here and to provide you an
overvi ew about what we are doing at FSI'S, what we are about,
where we have been, and where we are going. | hope to do
that in the few slides that | amgoing to present to you
today, and | am happy to provide a perspective in part on
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t he agency's perspective and then, as | normally always do,
gi ve you ny own opini on about where things stand. If, in
fact, we are not prepared to give an agency position, | can
certainly give you a policy perspective in terns of what our
t hi nking m ght be on a particul ar issue.

For those of you not famliar with FSI'S, our
mssion is different than FDA in that we are the public
heal th regul atory agency at USDA. We were forned into one
agency handling all food safety aspects at USDA t hrough the
1994 Farm Bill Act, and as a consequence, any neat, poultry,
or processed egg product falls under our purviewin ternms of
ensuring that it is safe, whol esone, and properly | abel ed.

We have three primary statutes that we work
wi thin, which would be the Federal Meat |nspection Act, the
Poul try Product Inspection Act, and the Egg Product
| nspection Act. All three acts have very, very simlar
| anguage, and to a great extent, the agency applies our
i nspection activities simlarly across all three
cormmodities. There are a few differences, and we will talk
about thema bit.

There are sonme |limtations | wanted to make sure
that you also were aware in terns of our Federal Meat
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| nspection Program as conpared to other countries. CQur

i nspection authority starts at slaughter or for eggs in the
egg plant when they are presented before they are either
graded or sorted for further processing, and then, really,
we have jurisdiction at all points thereafter when the
product is |abeled to ensure that the product is not
adulterated as it gets to the consuner.

We have applied our inspection activity for the
nost part in the federally inspected sl aughter and
processing facilities. W have entered into retail, in
particular, to address in the early years issues related to
speci es substitution or issues relating to | abeling that
conpetitors would bring up, but, for the nost part, in the
nore recent years, we focused either on sanpling product at
retail for E. coli O157:H7 as an activity.

We now have authority for catfish for which we are
devel oping a regulation to inplenent this next year. It
does provide new authority for the first tinme for the
agency, which would be to have authority on farm really
meani ng to oversee the ponds for which the catfish are
rai sed and then the transportation of themto the processing
facilities. So this is a new activity to help provide the
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agency new focus and perhaps new perspective on what it is
we could or should be doing with the other commodities that
we regul ate.

To be clear, the agency has tried in particul ar
with the HACCP regul ations in the md 1990s to clarify who
is responsible for what. W regulate an industry that
applies for a grant of inspection to produce a neat,
poultry, or egg product. As such, the agency provides
i nspection at those facilities, and it is the responsibility
of the industry to prepare a safe product to put it into
commerce. And it is the responsibility of the agency to
ensure that the product is safe before it | eaves that
facility and then while it is in comerce.

A bit of perspective about the programthat we
operate, it is a resource-intense programw th inspection in
all facilities that we regulate. | have given you the
poundage here for the products donestically that we inspect.

Qur programis also set up such that product comng into
the United States nmust be froma country that is deened to
be equi val ent as having an inspection system at |east that
is equivalent to that of the United States, and then those
countries are accepted for export to the United States and
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then conmes in and then is treated as donestic program

We do have a nechani smtoday whereby we schedul e
i nspection activity for our inspectors through our
per f or mance- based i nspection system It was devel oped in
the md 1980s, and we cal cul ate that we performroughly 8
mllion inspection procedures a year for which we have data
on various aspects of the activities that our inspectors
perform

We do this with roughly 7,800 full-tine
i nspectors, which would include food technol ogi sts, as well
as veterinary nedical officers, and this is in 6,200
facilities. It is also inportant to note that for every
sl aughter facility and an egg processing plant, there is
conti nuous inspection, neaning that the inspector has to be
present in order for the operation to proceed, and then, for
the further processing operations, there is a daily
i nspection that occurs.

| did want to give a perspective that we are proud
of the fact that we do conduct verification testing of
product to give us some perspective about the products that
we regulate. This gives you a bit of the information in
terms of the mcrobiological tests that are perforned each
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year, roughly 88,000. Just under 89, 000 mi crobi ol ogi cal
tests are performed, for which the agency uses the data to
make sone assessnent about the effectiveness of our program

We do at FSIS adopt the goals that are set out for
food safety froma national perspective, and we do | ook at
E. coli 0157, salnonella, and canpyl obacter, as well as
listeria in ternms of measuring whether or not our programis
effective.

Over the years, attribution being what it is,
getting better but still not as good as it could be, we are
trying to make our best estinmates as to what inpact our
regul atory program has on the food that Americans consune,
and so, fromthat, the food safety goals that were set up
were fromthe baseline year of 1997. The year 2010 is the
year for which there is a purposeful intent of reducing by
hal f the nunmber of human infections fromvarious pathogens,
and these goals represent the goals set about for all foods,
not just those regulated by FSIS.

| apol ogi ze for the small print at the bottom but
what we have tried to do through our best attribution
estimates, working with CDC and expert elicitation, as well
as other information to try to best estinmate what the inpact
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of our programis, for ground beef fromour 2007 data, we
estimate that 0.34 cases per 100,000 are attributed to
ground beef, and this would be in conparison to that 1.1
nunber that is up there for the year 2008, which is the

| at est information.

For listeria nonocytogenes, we estinate that the
contribution fromthe ready-to-eat neat and poultry products
to listeria infections is 0.14 cases per 100, 000.

For salnonella, broilers is the target commodity
for which we neasure whether or not we are naking an inpact
on sal nonell osis, and we estinmate that 0.84 cases per
100, 000 are attributable to broilers.

Each year we | ook at the information and nodify
t hese nunbers. | wll say that the nunbers each year, we
esti mate have gone down fromthe estimates that we have for
2007. The prior year, 2006, was higher, and then we wl|
have next-year information about this past cal endar year's
conpari son

| was asked to give a perspective about the major
activities that the agency has pursued over the last 10
years, for which there has been a great deal of activity.
That activity was really standard-setting rul emaking in that
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we had a nunber of initiatives underway in which we issued
Proposed and Fi nal Rules.

| woul d characterize these rul emaking activities
as preventive in their approach in that the HACCP
regul ations issued that applies to both not-ready-to-eat and
ready-to-eat products, and they began full inplenentation
bet ween the years 1997 and 2000. As well with HACCP, there
was a pat hogen reduction conponent for certain classes of
raw products.

The Rul es of Practice issued, which was a neans by
whi ch i ndustry woul d be able to appeal the decisions that
are made in ternms of enforcenent actions by the agency, and
at the same tine, the agency issued clarified sanitation
performance standards and renoved sone of the activities
that we did with regards to prior approval. W used to
prior-approve all blueprints, as well as equi pnent that
woul d be used in a neat or poultry operation. Wth the
i ssuance of the HACCP regul ations, that burden shifted to
the industry to denonstrate that they were using appropriate
and suitable material s.

We issued Lethality Perfornmance Standards for

ready-to-eat commodities, such as cooked poultry, cooked
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roast beef, and cooked neat patties.

In terns of the nore recent tines in the past 5
years, we have not been in the node of preventative
regul ations. | characterize themas fail ure-based
rul emeking in that for listeria nonocytogenes, we issued an
InterimFinal Rule that put in place controls for the
control of listeria in exposed ready-to-eat neat products.

There was basically a 2-year cycle for large
out breaks associated with nmeat and poultry products prior to
this time. There has not been any since associated with
meat and poultry products, but, in any case, we issued that
regulation in response to what we characterize as failure by
industry to control that hazard.

Then the Specified Risk Materials issued as a form
of an enmergency regulation in terns of an overall governnent
failure to prevent BSE fromentering the U S. and getting
into the food supply.

So those were the two primary regul ations that |
woul d address in terns of being put forward. Cearly, the
enphasis was away fromrulemaking in the last 5 years.
However, there have been significant changes in terns of our
i nspection verification. W believe that we have provided
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sonme significant enhancenents in terns of how we have dealt
with salnonella in raw cl asses of poultry.

We identified and categorized using the existing
performance standards that were put in place through the
HACCP pat hogen reduction regulation in the late '90s,
driving industry to control the salnonella that would be in
products and, in particular, for broilers, categorizing that
in terms of nmeeting half the current standard versus being
above half but not failing and then failing.

We believe that through our focused activity there
that there has been a substantive change in the control for
salnonella in broiler carcasses, as well as other
commodities but broilers in particular. As well, we
instituted a verification programfor turkeys, which we had
not done before.

For E. coli O157:H7, although a great deal of
activity had been focused upon ground beef, the agency began
t aki ng enforcenent actions, as well as verification testing,
intrimand nowits slaughter in ternms of our focus there to
prevent E. coli fromgoing forward into the grinding
oper ati ons.

Then, inportantly, data quality and sufficiency
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enhancenents, | think, were a primary focus of nore recent
time in terms of better defining what our goals are with our
verification testing programand ensuring that when we
schedul e sanples that they get collected and that we are
anal yzing the data, and then, as well, ensuring that the
i nspection tasks that are perfornmed are being assessed to
see whether or not we can identify trends and whet her or not
we are, in fact, properly conducting our verification
activities, which include on-site inspection, testing of
product, and then reviews nore thoroughly of the food safety
systens, and then a very concerted effort with regards to
attribution to relate progress in ternms of the effectiveness
of our program

So all this at the bottomthere really related to
our efforts at better defining what we are doing in
operations, as well as ensuring that we are review ng the
data that we are collecting to see whether or not we can
identify trends that could identify a potential failure that
m ght occur, and then ensure that we are aligning our
resources, so that we are, in fact, properly getting into
t hose operations, identifying what vulnerabilities are
there, and ensuring that the industry is controlling them
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Were we are now, we have the Food Safety Wrking
G oup which has identified at |east five goals that the
Federal Governnent as a whole is intent upon addressing.
These woul d relate to prevention, strengthening surveillance
and risk anal ysis, expanding risk-based inspection and
enforcenment, rapidly responding to outbreaks and to
facilitate recovery, and then targeting our resources
effectively.

Al'l of this would be what FDA, CDC, and FSIS, in
particular, as well as industry, consuners, academ a, wll
engage in, in order to better define what the food safety
expectations are and what the neasures of success should be.

This is a work in progress in ternms of defining where we
are going, but | believe that it is going to set the
standard for us in terns of defining how our programis
going to be neasured for effectiveness.

Then, finally, | just want to focus on the future
actions in the nost imediate, as well as in the long term
and where | see us going as an agency. Most particul ar
right nowis the focus, again, upon HACCP in that, fromthe
agency's perspective, we believe that there is a need to
ref ocus on not-ready-to-eat products.
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We have had success with our ready-to-eat program
in particular on the listeria aspects, but we believe that
there is a need to focus upon not-ready-to-eat products; in
part, the increased presence of non-intact product, this
woul d either be a nmechanically tenderized or enhanced
product, ground products, or further processed products that
have been, in sone fashion, manipul ated, as well as the
breaded and browned products that are al so perhaps
char-marked that appear to be ready to eat.

We believe that these products are going to
present significant risk in part because of changes perhaps
i n consuner behavi or and handli ng and how products are
prepared; in any case, the decisions about what |evel of
control is necessary for these products that are not
represented as raw products. A raw neat product that you
can look at is different than one that may appear to be
ready to eat, and we think there is a need for significant
focus there.

Validation is a particular issue for the agency in
terns of ensuring that the interventions and treatnents that
are applied to food safety systens are, in fact, effective

in what they are intended to acconplish. W think that

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

19

there is a problemthere in terns of not necessarily having
the right kind of data to denonstrate that the systens are
wor ki ng as intended, and so that will be a focus of the
agency in particular.

The agency as well needs to better understand
consuner handling and preparation practices, and | think
this is an area where we really need to know what consuners
understand in terns of the difference between a ready-to-eat
and not-ready-to-eat product, how they handl e that product
and prepare it, and whether or not they are, in fact,
capabl e of preparing that product safely.

From t he perspective of food products,
cross-contam nation is an issue for which there is very
little research to denonstrate what contribution that has.
Qur laws or at least the interpretation of our |aws have
been on the product itself, whether or not the product can
be safely prepared, not necessarily the contribution to
foodborne illness that that product m ght represent, sinply
because it is contam nated wi th pathogens.

In part, our pathogen reduction regulation was to
get at the reduction of pathogens, but | think that we need

to refocus on that particul ar issue.
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We al so need to be able to expand our capacity to
be able to identify trends and to respond effectively
t hrough policy corrections. In part, it is my opinion that
this is best done through ensuring that we have desi gned our
verification activities in a manner to give us the type of
robust data that would hel p us nake these kind of
determ nations. It also involves inspection as a prinmary
activity that can be used to informwhether or not we are,
in fact, properly ensuring that the product is in conpliance
with the regulations. So this would, nost inportantly, be
i nfluenced by an inspection activity.

Then, finally, it is ny opinion that we need to
devel op nore and better performance standards to ensure
continuous inprovenents in the operations that we regul ate,
so that, in fact, we can be inproving public health through
a constant and vigilant attention to whether or not we are,
in fact, reducing pat hogen exposure to the public in the
right place, and that may not necessarily be in the Federal
est abl i shment s.

Like | said before, we do have jurisdiction at
retail and in distribution where there may be nore
appropriate places or necessary places for the agency to
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focus on ensuring that the pathogens on the products we
regul ate are properly controll ed.

Wth that, that is the overview that |I have for
our inspection programand the imrediate future, and | am

sure | wll get questions to address |ater.

Thank you.

MR. WALDROP: Thank you very mnuch, Dan.

| apologize. | realize | forgot to introduce
nmysel f at the beginning of all this. So | will do that now,
and then we will nove on to the next panel. M nane is
Chris Waldrop, and | amthe Director of the Food Policy
Institute at Consumer Federation of America. W are putting
on this synmposi um

| will ask our first panel to come up to the table
her e.

[ Pause. ]

MR. WALDROP: Qur next panel is going to provide
t heir perspective on sone of the changes that Dan just
tal ked about. | amgoing to introduce the panel, and then
will let themgo one by one and provide their presentations.

So, first, we are going to hear from Mark Dopp.
Mark is the General Counsel and Senior Vice President of
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Regul atory Affairs at the American Meat Institute, where he
oversees policy devel opnent and research and represents
industry views to government officials on many regul atory
initiatives and |legal issues. Prior to joining AM in 1999,
Mar k wor ked at Hogan and Hartson where he was active in
areas of food and agricultural |aw on behalf of many
clients, including domestic and foreign corporations.

Next to Mark is Bob Reinhard who is Director of
Food Safety and Regul atory Affairs for the Sara Lee
Corporation. Bob's responsibilities at Sara Lee include
directing and overseeing all food safety and regul atory
initiatives and providing scientific advice on |egislative
matters. Bob currently serves as chair of the Gocery
Manuf acturers Associ ati on Meat Poul try and Egg Products
Conmittee and on the Scientific and Regulatory Affairs
Counci | for GVA

Then, finally, at the end, only because there is a
big screen in between, we will hear from Bob Hi bbert. Bob
is a partner at the law firmof K& Gates where he focuses
upon Federal regulation of the food and agricul tural
i ndustries with enphasis upon USDA. Particul ar areas of
concentration include food safety, food security, anim
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heal th, |abeling, advertising, and new product devel opnent.
Bob fornerly served as a senior attorney with the U S
Departnment of Agriculture and directed USDA's standards and
| abeling staff, fornmulating policy in areas including food
safety, product standards, and nutrition |abeling.
So |l will turn it over to Mark.
Panel Presentations

MR. DOPP: Thank you, Chris. Chris, thanks for

the opportunity to appear and talk to everybody. | really
appreciate this. |1 was looking forward to it for quite
someti nme.

| appreciated Dan's coments as well. He actually

touched on a couple of things that, if I had known you were
going to raise a couple of those things, Dan, | would have
asked you for the slide because it is going to be spot on
with what | was going to say.
Anyway, ny name is Mark Dopp. | amthe Senior
Vi ce President and General Counsel at AM. Let ne give you
just 30-seconds worth of who AM is, for those of you not
famliar with us. | hope nost of you are, if not everybody.
AM does not represent every federally inspected
to State-inspected establishnent in the country, but we
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represent the vast majority of those, the | arger conpani es.
By the way, our smallest nmenber conpany has three

enpl oyees. So this perception that sonehow AM only

represents the big guys is, frankly, not true. In fact,

sonmething like, I think, 75 or 80 percent of our nenbership

has fewer than 100 enpl oyees. So we can hopeful Iy dispel

the nmyth that somehow we only represent the big guys.

Qur nenbers, however, do produce nore than 90
percent of the beef, pork, veal, and | anb produced in the
country. Dan tal ked about HACCP. Again, for the record, it
was AM that petitioned back in 1994 for mandatory HACCP
sonmething that took a little |onger than perhaps we had al
hoped for, but it canme about.

| have to tell you that | joined AM 10 years ago,
April of 1999, and one of the first things that the board
did, in the wake of sonme unfortunate incidents, was to
decl are food safety to be our top priority.

Every year, AM goes through what we call our "Top
10." W cone up with our Top 10 Goals and ojectives, and |
can tell you every year since | have been there, food safety
has al ways been nunber one, and | suspect it always will be
nunber one because it is good business to produce safe food.
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About a year or so after | came to AM, the other
thing that took place was that the board declared, voted
unani nously to declare, that food safety would be viewed as

a nonconpetitive issue. \Wat that nmeans for us is that --

Bob is up here, and you are going to hear from hi mnext, and
this has happened in just the |last few days -- if a nenber
conpany of ours or, for that matter, if a nonmenber conpany

of ours has a problem they are dealing with listeria issue,
E. coli issue -- let's face it. Sone of the smaller
operators don't have the resources that sone of the bigger
conpani es do.

| f sonebody has a problem they are in a position
to pick up the phone and call sonebody |ike Bob, cal
sonebody like Dr. John Butts, who spoke at the listeria
nmeeting a coupl e days ago. Bob and John and people of Iike
nature will help answer questions. They will help walk them
through to find a solution to cure the problem Now, that
is what we nean when we say that food safety is a
nonconpetitive i ssue because, again, everybody recognizes
it, and you will see sone information fromBob a little
| at er.

| f sonething goes awy in the hot dog business or
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t he ground beef business, it affects everybody adversely.
So it is in our collective best interest to try and address
that, and that is what people |i ke Bob do what they do.

Here is a refrain that we have been hearing, to ny

way of thinking, excessively over the past few weeks, if not

the last few nonths: "The food safety systemis broken."
Wth all due respect, | would, respectfully, disagree with
t he peopl e who assert that.

At least | amlimting nmy remarks today to neat
and poultry products. | do not believe the food safety
systemis broken, and I will talk alittle bit. It doesn't
mean it can't be inproved because it can, and |I have got a
few slides on incidence and preval ence, et cetera.

I f you | ook at the preval ence of pathogens, they
have declined in the last 10 years since HACCP went into
pl ace. Cenerally, with some exceptions, illnesses have al so
declined over the past 10 years. That is not a recipe for
sonebody being able to say, at least to nmy way of thinking,
that the food safety systemis broken.

Here is sonme data. This is sort of a nore general
graph of sonme data that | think is consistent with what Dan
put up. In the last 8 years, there has been a decline, a
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45- percent decline, in the preval ence of O157 in ground
beef. Simlarly, if you |look at listeria nonocytogenes in
RTE products, we got a 74-percent reduction. Frankly, |
think that especially when it cones to ready-to-eat products
and especially when it cones to listeria, there is roomfor
sonme debate, arguably. | would be the first to concede that

Wi th respect to ground beef, but, when you are tal king about

listeria in particular, frankly, | think that that is a
success story. | think nost people woul d probably agree
with that.

| started ny career 25 years ago. It is ny

25-year anniversary fromgraduating fromlaw school this
year. M first year and a half, | was in the General
Counsel 's office at USDA, and ny client agency was FSIS.
They did not call thenselves a "public health regulatory
agency" at that tinme. It was just a regulatory agency.

In the past 8 to 10 years, roughly, Dan, | would
say you started incorporating public health. That is fine.
There is nothing wong with that. | applaud that. That is
the right way to go.

That said, if you are going to do that, we need to
| ook at how what we have done affects illnesses, and, again,
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if you ook at the reduction in illnesses, again, this is
not a recipe. This is evidence that the food safety system
is not broken. |Incidence of foodborne illness for E. coli
the incidence rate is down 40 percent in the last -- |I'm
sorry. | don't have the 2008 data. For listeria, you find
not as big a reduction but a 10-percent reduction.

| f you go back to the slide that Dan had, | wote
this down relatively quickly, Dan, but you have got in 1997,
it was 2.1. Last year, it was 1.1, and the target is 1.0
for E. coli. For listeriain 1997, it was 0.5. The target
right now, we are at 0.29, and the target is 0.24. That
type of reduction tells us that we are doing a | ot of things
correctly. Again, it doesn't nean there is not roomfor
i mpr ovenent.

Here is a slide. This came out just in the | ast
week or so. This is CDC data. The 829 is the average
nunber of illnesses over that 3-year period. W are talKking
about al nost a 60-percent reduction in that 6-year period.
So, again, | think that this is evidence that the systemis
not broken, notw thstandi ng what you hear sone of the
politicians on Capitol H Il say.

| amnot the only one that seens to think this.

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

29

At a hearing on April 23, Al Al manza, who is the

Adm ni strator of FSIS, testified before the Livestock
Subconmittee, an Ag Comm ttee subcommttee, and M. Scott,
who is the chairman of that subcommttee, his final question
was, "Well, M. Al manza, before you wal k out the door, if
you were going to grade how the inspection systemis doing,
what kind of a grade would you give it?" Well, A said

A-pl us.

Now, you know what, he may have been a little
generous. You can't debate that because he is your boss,
Dan.

[ Laught er. ]

MR. DOPP: A-plus may be a little bit of an
overreach. Okay? But the point is we have done a |ot of
good things over the past 10 years, and | think the industry
is to be commended for that. | think the agency is to be
commended for doing a | ot of good things, but, like I said,
what ever grade you want to assign the system there is
al ways room for inprovenent -- always.

So what will enhance the inspection systen? |
have got a couple of ideas or one particular tool that |

want to suggest, but | also want to just touch base on
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anot her topic: Are additional performance standards
necessary? Dan says he thinks they are.

You know what, | think nore or different
performance standards can serve a useful purpose if they are
properly constructed, if they are properly constructed to
achi eve a neasurable, useful public health outconme. AM
wi || not oppose performance standards that are so designed.

The flip side is if it is based on sone arbitrary
measure that can't be tied to public health benefits, then
woul d argue there is no point in going through the exercise
of devel oping a performance standard. |In fact, it mght
even be counterproducti ve.

As an exanple, | think I would nmake the argunent
that the existing salnonella performance standard is an
exanple of just that. Interestingly, we see a reduction in
sal monel l a in chickens, a notable reduction in the past few
years, a notable reduction in salnonella in pork, a notable
reduction in salnonella in ground beef, and, interestingly,
t he incidence of foodborne illness with respect to
sal nonel | a has gone up

Wiere is the Iink? It is a fair question to ask.

If we are going to have a performance standard, let's make

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

31

sure that they actually neasure sonething, that they are
tied to sonething that we can wrap our hands around and say

this is doing sonmething constructive.

Al right. So | said | was going to suggest a
tool that is unrelated to performance standards. | just
wanted to touch base on that for a second. A tool for

i nprovenent in our view and sonething that we asked for is
what | would call "test and control."

Specifically, in 2005, AM, National Meat
Associ ation, the Turkey Federation, the Chicken Council,
NAMP, Sout hwest -- | don't want to | eave anybody out --

t hen- FPA, now GW/ FPA, put together about a 15- or 17-page
docunent -- | just put the cover sheet here -- on best
practices for holding product after it has been tested. W
have made that avail abl e.

We sent that, along with this little cover letter,
back in, I think it was, Novenber of 2005. This was mail ed,
hard copy, to every single federally inspected
est abl i shnment, regardl ess of size, every single
St ate-i nspected establishnent, basically urging, if not
beggi ng, those conpanies, if you have product that has been

tested, we are pressing you, don't let the product enter
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conmer ce

Wel 1, you know what, unfortunately, it didn't work
out as well as we had hoped. This is a chart that we put
together |l ooking at the recalls for E. coli since 2003, and
if you ook at the nunber of recalls -- | don't have 2009

data up there, but, over that 6-year period, there were 65

recalls associated with E. coli. O those, 29 were rel ated
to illnesses. That is why we don't get an A-plus. W still
have ill nesses. W still have outbreaks. W have work to

do there. | amthe first to admt it. But that neans that

36 of those recalls could have been avoided if the conpany
had held the product.

Simlarly -- and this is, frankly, why | think we
have a success story -- in that 6-year period, we have 80
recalls associated with listeria. Not a single one is
associated with an outbreak or an illness -- not a single

one. You can go back and go through the recall website for

FSIS. Go through the archives. In every single one of
these, you will find that it says -- | am paraphrasing --
the recall is taking place because of FSI'S mi crobi ol ogi cal
sanpl i ng.

VWhat that is code for is they shipped product
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after it had tested. After it had been sanpl ed, they
shipped it, and they didn't hold it until they knew what the
result was.

| would argue that this is sonmething that can be
done. In fact, AM submtted a letter to then-Under
Secretary for Food Safety, Dr. R chard Raynond, in My of
2008 advocating that the agency policy change to require
conpanies to hold their controlled product, tested by FSIS,
and until the test results are known. That is sonething we
have asked for; it still hasn't happened.

It is a good idea for two reasons. One, it keeps
potentially problematic product out of the market. It is
that sinple. Second, if the agency and the industry didn't
have to deal with the 80 recalls over that 6-year period and
the 36 recalls that are affiliated with not hol ding tested
product for E. coli, there's a lot of resources that get
wasted or were wasted. It would not have been wasted had
t he product been held properly. That is why we think this
is a good policy.

Bob nmade ne put this up there, and it is a good
point. This does not nmean that we are advocating that there
be increased finished-product testing. Sinply put, you
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can't test your way to food safety. However, again, it
woul d be a very useful tool, and at |east at AM, we would
adamantly and actively support a change in agency policy
such that if FSIS tests the product, it should be held.

So what else is there that can be done to enhance
the inspection systen? Here is a word that is on
everybody's |ips: transparency, transparency, transparency.

You can't wal k around town today w thout hearing sonebody
tal k about transparency.

Well, I amnot going to tal k about transparency.
| amgoing to tal k about something else that was al so
incorporated into the very sanme neno that President Obama
i ssued on January 21. M other suggestion -- and there are
ot her things we can do -- ny other suggestion for inproving
or enhancing the food safety system the third bullet point
in the menorandumentitled "Transparency and Open
Governnent" tal ked about col | aborati on.

VWhat am | getting at here? Sinply put, | have
tal ked to people at the agency. | have talked to the
Adm nistrator. | have talked to the Under Secretary when
Dr. Raynond was still in office. 1In the last, oh, |I'd say
probably since the 1994 | awsuit involving O157: H7, FSIS has

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

35

i ncreasingly noved to regulation through notice and
directive, and | would argue that that is counterproductive.

| would argue that there are a |lot of smart people
in the industry that are willing to work with the agency to
hel p devel op better regulatory policies that will not only
enhance food safety but will also nake the inspection system
nore efficient and will not waste agency resources.

This is a direct quote fromthe nenorandum "The
governnment shoul d be col |l aborative. Executive departnents
and agenci es should use innovative tools, nethods, and
systens to cooperate anong thenselves" -- and | didn't
underscore it, and | should have -- "and wth non-profit
organi zations, businesses, and individuals in the private
sector."

What | am asking for is we want to be in the room
talking to the agency when they are thinking about
devel opi ng new policies. Dan referenced sone future
activities. W would like to be able to participate.

For those of you who follow college football, I
will just say this because it conmes to mnd. For those of
you who follow college football, there is a school, Fresno

State. It is out in California, obviously. The coach out
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there is a guy naned Pat HlIl. Fresno State plays in either
the WAC or one of the B's, not one of the big conferences.
But his viewis, you know what, for Fresno State to nmake its
mark in college football, they will play anybody, anywhere,
anytime, you nane the place.

So | guess ny closing comment will be we will neet
wi th the agency and anybody el se who wants to try and find a
way to enhance food safety anytinme, anywhere, anypl ace.

Wth that, thanks for |istening.

MR. REI NHARD: Thank you, Mark, and | appreciate
being here. M nane is Bob Reinhard, wth Sara Lee
Cor por ati on.

Il will quickly tell you about Sara Lee
Corporation. | didn't put it in the slides. W are a
consuner products conpany in which, probably, nost people
understand. W are approxi mately 50-percent regul ated by
FSI'S. The other 50 percent of our corporation is regul ated
by FDA. So we have experiences on both sides, under both
jurisdictions.

The other thing we do is we do quite a bit of
consuner products, especially internationally, Kiw Shoe
Polish, lots of lotions, shanpoos, air fresheners, those
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type things. So we have another part of our business,
probably, that people are a little bit less famliar with
that plays a big part, our coffee and tea part of our

busi ness, which they always don't think of as food.

But to go ahead and get started, | was asked to
gi ve a conpany perspective versus really what Mark gave, an
i ndustry perspective. So what | amgoing to put up is
really a perspective fromone conpany, one regulated entity
that has an idea of what FSIS and what industry does
together. | believe in what ny title says that this is
really a partnership in public health and food safety that
the industry and FSI'S have worked on or Sara Lee and FSIS,

t hen, have worked on, for that matter, if we take it to a
different |evel.

| am going to tal k about conpany views and
expectations. They won't surprise anyone on what they are.

| amgoing to tal k about common industry and regul atory
obj ecti ves.

Data is a big thing for ne. | ama data person
| believe it is necessary. | renmenber when we woul dn't
collect data in the days based of what we thought regul ators
would do. So | think anything that gets in the way of data
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is areal mstake, and so | will talk a bunch about data.
will show a | ot of data, sonme FSIS data that maybe everyone
hasn't seen. Maybe you all have. | don't know, but | wll
point it out. | think it shows where data can be used, how
data then supports what happens.

| will focus on sonme nmajor events related to
ready-to-eat. Generally speaking, all of our products are
ready-to-eat, except for sone breakfast sausage.

Then I will talk about the future and what | think
some opportunities are for everyone together to work on.

We have a mi ssion statenment. | amin the Food
Safety and Scientific Affairs Departnment. It is |Iike any
other m ssion statenent, but it is inportant that everybody
under stand what we do and what we try to do, and we do | ook
for val ue-based food safety solutions. It is not just about
throwing a |l ot of resources at a problem and hoping then
that it goes away because you did that. It is about making
sure you put the resources to the things that matter, where
the value is to drive safe products.

So what is inportant to a conpany? Wat is
inmportant to Sara Lee? At one point in tine, Sara Lee did a
ri sk assessnent on enterprise threats, what woul d affect
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Sara Lee Corporation the nost, what could potentially put
Sara Lee Corporation out of business. W |ooked at al
kinds of different things in this risk assessnment: what are
the international inplications of Federal trade
restrictions, what is the likelihood of another conpetitor
beati ng us and putting us out of business, what is the
possibility of a hostile takeover.

Actual ly, the largest threat through our risk
assessnent to our enterprise would be a food safety event.
So it is knowmn by Corporate America that food safety is very
inmportant. We offer safe and whol esone products, and we
want our consunmers to know that. So protecting our
consuners and mai ntai ning our brand value is the nunber-one
thing of what we want to do every day. It absolutely cones
first, fromthe board roomthe shop floor

We have to neet our custonmer expectations -- our
custoners being not the consuners, but those, then, that go
forward and run their business and sell our products, they
have hi gh expectations for food safety -- and mtigate or
elimnate risk to ongoi ng busi ness operations.

One thing that FSIS is very successful in -- and
sonmeti nmes we get caught up in tal king about what | wll
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describe as the | owest conmon denomi nat or and maki ng policy
to the | owest common denom nator in the industry -- in
actuality, FSIS has the ability to suspend operations to

wi thhold the mark of inspection. That is why they are al
in business. That is why they all do what they do.

Dan nentioned the Rules of Practice, which |
didn't put inny list for the past 15 years, the big things,
but it is a big thing. FSIS using that tool effectively in
the field when they need to is pretty inportant, and that
threat of business and ongoi ng business is probably one of
the largest tools they have to get acconplished what they
need if conpanies aren't neeting the food safety
expectations that everyone el se woul d expect a prudent
conpany to neet.

We have a |l ot of global influences, and | don't
want to underestinmate the global influences that we have.
We are greatly affected by the Wrld Health O gani zati on and
Codex. We do things internationally. W do things
internationally as a conpany.

As we go forward, as a rule, Sara Lee tends to
nodel our systens worldw de off of USDA FSI'S expectations.
So our food safety systens to nodel off of that, but, when
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you go international and you go and put things in, Codex,
Wrld Health O ganization, all of those things, their
systens, their HACCP-based processes, we use in addition.

Qur trade associations have a great influence on
us, both donestically and internationally, non-governnent
organi zations, which a lot of people in this roomare a part
of, and then, finally, our custoners and consunmer w shes --
and this is not in any particular order of what is first
because | would probably say the last two rise to the top a
ot of the tine.

On the regul atory side, we obviously have FSIS and
U S. Departnment of Agriculture and FDA and HHS. There are a
couple nore, CDC, which was already tal ked about, so | think
everybody is famliar with. The Consunmer Product Safety
Comm ssion regul ates the safety of toys, coupon inserts,
those type things that we may do. So we have quite a bit of
interaction with themon different tinmes, dependi ng on what
we are doing, and FTC obviously in regulating advertising
and what kind of clains you make about your products.

So this is nmy first slide about really the topic
today. | really feel that FSIS and i ndustry have a conmon
goal, and all I did on this slide was go down through -- and
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Il will talk toit -- the different things that we want.
First and forenost, which everybody will nention every tine,
is to protect public health, but, secondly, the industry and
FSIS are both required to maintain consuner confidence.

Consuners havi ng confidence in the products that
are offered donestically -- neat products, even
FDA-regul at ed products, whatever they are -- both the
conpany being their brand, their product category, or their
i ndustry and then the regul atory agency being their industry
and how their regulatory process works, it is pretty
inmportant. It ranks up there as one of the things we all
try to do all the tine.

We both engage enpl oyees in the process. This
goes both ways. | have been in a lot of plants. | spend
the vast majority of ny tinme in plants, even though sone
people feel Iike they see me here a lot in the last few
nont hs in Washington, D.C

Enpl oyees as general -- or I wll say even as a
rule -- enployees in plants, inspectors for FSIS in plants
want to know and assure they are making a safe food product.

There are not any of themthat want to take shortcuts and

not do that basic fundanental thing as a rule. So, when you
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go out and you engage those enpl oyees, when you neet wth
inspectors in plants and you go over what expectations you
believe there are for FSIS, what expectations there are on
your establishnment, depending on what you are tal king about,
the synergies that they have, the things they have in
common, the working together, go a long way in assuring a
safe food product.

But going just down through, assure processes are
val idated to produce safe products for the conmpany, for FSIS
to verify that processes in Federal establishnents are
produci ng safe products. For a conpany, you have to
establish a systemto nonitor and maintain control in that
process, and then, for FSIS, they have to verify that you
are mai ntaining control of your process.

So this is alnost |ike, wthout ne reading the
whol e slide, a hand in glove. It goes together very, very
easily. The conpany, the establishnment is held responsible
for their food safety systenms. The regul atory agency, FSIS,
verifies those food safety systens are working and all the
di fferent steps and processes.

It is about data and understandi ng what that data
says and that that data states that you have what you need,
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whet her it be individual data froman establishnment or total
i ndustry data, sonme of which I amgoing to show here in a
m nut e.

Ri sk-based sanpling with public health outcones.
| amgoing to now switch, and | amgoing to talk a little
bit nore about ready-to-eat products, specifically listeria
nonocyt ogenes, an exanple to ne of how FSI S and how t he
i ndustry work together.

The tineline of major events for a listeria
nonocyt ogenes, | have another presentation where |I go
t hrough each one, alnost as a line item | think it is |ike
16 slides, and you go through every event. But this is a
general idea of what happened goi ng back to 1985, as on this
end of the chart, followed all the way up to 2008 when
people started to focus on listeria nonocytogenes and what
happened.

There were sonme big events. The science changed,
and we went to PFCE patterns, and we were able to understand
common sources. | think that is pretty inportant but, also,
the things that USDA and the industry did then to mtigate
it.

Here is the business case for food safety, and
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this is just an exanple of a product which is going across

in the blue lines. 1In the food industry, growh in the
industry is small. It is relatively small, anywhere froml
to 2 percent in any product category. It doesn't matter

what there is. It may follow popul ati on growth, but

ot herwi se consuners aren't going out next week and eating
twice as nmnuch food. They will eat the sane anpbunt of foods.
They will just trade in between the different categories of

what they want.

Wen there is a food safety incident in an area,
in a product area -- as you see right here, this is sliced
l unch nmeat category. This is a recall in Decenber of 1998
and January of 1999. The entire category drops. The entire
category can drop in this exanple from1.5 to 2 percent over
the 2 nonths to 3, 4, 5 percent. If you hear the peanut and
t hose i ssues that have gone on, it has even been nore than
t his.

When consuners | ose confidence in the category,
the entire industry loses. The entire industry falls and
has troubl e, and, obviously, we are in the business to, one,
make a profit for our stockholders, to make sure that we are

there for our enployees who want to go to work and conti nue
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to make our products. So there is a big business case here,
and, actually, this is an old data. |If you | ook at nore
recent data, sonme of the nore recent recalls, industries are
devastated now by recalls. Consuners have really gotten
into their habits of if there is a problem avoid it, and
when they do that, the entire industry fails.

So what does that nean? Well, it neans everything
needs to be focused on preventive. There is a part of
reactive that | amnot going to get into that needs to
happen if there is an event, and | will talk about it maybe
alittle bit when I talk at the end, but being preventive is
where all the reward is. It is where all the resource needs
to go, those type of things.

So sone major events, Dan already tal ked about
them So | amnot going to go through themall. There's
five or six here. Dan tal ked about all of these. So |
don't think there is anything new

| did want to talk about there was an AM listeria
training course that started in 2000. | believe we have
done 22 of these at this tine now all over the country. A
coupl e thousand different establishnments have attended,
enpl oyees, and in October 2001, food safety being a
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nonconpetitive issue, it was really a watershed mark. It is
where the industry said it is time to step up, step forward,
and for everybody to work together to solve their problens.

This changed what | did for aliving. It really
changed where | spend nost of ny tinme. | spend quite a bit
of nmy time on non-Sara-Lee-related issues but industry
issues trying to help nmake sure that the industry is driving
food safety and that we don't have a problem

So what is necessary for FSIS to be successful ?
have seven things listed up here. Three of themare the
same, but | think it starts in the begi nning, and sonetines
steps are skipped, especially when you try to skip down to
six, which is appropriate policy, before you do the other
five. | believe collaboration in the first step,
conmuni cation with stakeholders is critical, and then it is
about going out and collecting data. You have to have data
at this point in tinme, whatever you are | ooking at, so you
can then conmuni cate the results of that data again with
st akehol ders and understand how it was coll ected and then do
your risk assessnent and your risk managenent.

| believe FSIS, and not FDA, is required to do a
risk assessment with all rulemaking. | knowit is
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burdensone. Rul emaking is burdensone to the agency. | know
a lot of people wish it could be nmuch nore streanined, but
the reality of rulemaking and the reality of the way things
work, it is pretty inportant to nmake sure you get the right
i nformati on based off of what you are trying to do.

Mark showed sone information on sal nonell a.
don't know why -- if | did, we would certainly try to tell
you and go address it -- that you can have such a reduction
in an industry but then increase in illnesses, but it has
occurred. So we have to go try to figure that out.

Then, after the risk assessnent, | think it is
i nportant again to comunicate with stakehol ders. Then
appropriate policies and expectations can be |aid out.
Everyone can quickly buy into them because they have been
i ncluded through the process. | believe this speeds up
rul emeki ng, then, as they then go to the next step, and you
can then put the expectations out for your inspection
resources and be able to answer all those hard questions
t hat sonetinme then conme fromthe field and training and
outreach for those that aren't able to participate in al
the parts.

Well, it starts with data. | think FSI'S, as Dan
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mentioned this -- | amgoing to show you a little bit

di fferent nunbers than he did because | actually think they
coll ect nore sanples than he showed. OPHS has projects to
collect data on the industry. | think it is very inportant
when you go to set a policy that you understand what the
data is and what i s needed.

First of all, you can verify that the industry is
neeting regul atory expectation. This is for those organisns
t hat have zero tol erance or nondeductible limts as far as
regul atory requirenents, but understanding trends and doi ng
the risk of what is of value is very inportant, and it is
of ten overl ooked because it is boring when you go sit in
these ri sk assessnent neetings or you work on a risk
assessnment process. It is very nunber crunch-oriented, and
it is very hard for people to stay awake for so long to get
through that entire process, but it is very inportant.

FSI'S has four project codes now for ready-to-eat
products. | amnot going to go through these all, but,
anyhow, the first one is RTEOO1l, and that has to do wth
sanpling for those products nost likely to contain listeria
nonocyt ogenes. They do about 10,400 sanples a year here.

Then they have ALLRTE where they do another 4,420 sanpl es
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per year. This is just all ready-to-eat products regul ated
by FSIS. They used to have sone exclusions. They took the
exclusions out, and so this is all products sanples by FSIS.
They do I BTs where they go in when there is a cause for
verification, the establishnment is neeting the requirenents,
and then they do a routine LM routine listeria
nonocyt ogenes sanpling, where they sanple product, food
contact services, and non-contact services.

This data, this information gives FSIS an idea of
how they are doing. To me, this is their scorecard. This
is where they say we know where we were, we know where we
went, how are we doi ng.

So | have a slide that shows how t hey have done,
goi ng back to 1990. | know sonetines there have been
di ffering opinions on whether or not this data directly
relates to public health or any of these type argunents.
The reality of it is this is thousands of data points each
year, going back for the past 19 years, and there is no
guestion that the slope shows a reduction. So whatever the
exposure was in 1990, the reduction to 2008 is trenendous.
This is really a success story.

The thing that goes along with this data, Mark
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al ready showed this, the 74-percent reduction, but these are
the recalls. Mark brought this up for a different reason

than | amgoing to bring this up. These are the recalls

since 2003 due to illness investigation. The second |line up
there is zero. In |listeria nonocytogenes, there hasn't been
a recall due to an outbreak since 2002. There have been two

i nvestigations, potentially, dealing with FSIS-regul at ed
products on LM 2005; a single death |ast year, 2008, which
| don't knowif it was ever called an outbreak or not, but I
know there was a single death. Those are the only two
events since 2002.
| f you |l ooked at this slide prior to 2002, the
vol une of product that was being recalled, the mgjor
out breaks that were going on approximately every two years
wi th these huge volune recalls in between, it was
unbel i evabl e. W have really changed how t hings work with
listeria. The industry, the agency worked pretty hard on
this. There were sone watershed things that happened here.
FSI'S, to support this early in 2003 and 2004, cane
out with their InterimFinal Rule on listeria nonocytogenes.
It did encourage testing. It did, to sonme extent, give
reward for testing and for going forward and finding
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probl ens and elimnating them before they occur. So this is
the one thing you can see.

Now, there is sone new data out that | wll
mention very briefly. There are still positives for LMin
ready-to-eat product. | showed you. 0.43, | believe, was
"07 or '08, 1.43, 1.42. FSIS started to do nost probable
nunbers, which is actually count how many organi sns there
are in the product and what is likely to cause ill ness.

I f you | ook at cal endar year 2007, all of themare
| ess than 50 CFUs per gramor MPNs per gram which is an
estimate of CFUs, but the vast mgjority, 71 of the sanples,
are less than 0. 3.

In 2008, they changed. The test |evel of
detection went fromO0.3 to 0.03. This is just straight
nunbers, the sanples, as 23 are less than 0.03, the vast
majority less than 3. There are two, one that says greater
than 30 down there. There were five sanples. Actually, |
know t hat four of those sanples were taken froma single
establishment on a single day. Two of them had MPNs, |
believe, of 93 or 98 -- | can't renmenber which one the MPN
calculates to -- and two of them had 42 MPN per gram but,
other than that, of all the positives FSIS had, this really
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supports why we are not seeing the outbreaks in the field.

Wy aren't they linking neat and poul try products
to outbreaks? It is because the industry has reduced the
incidence to a very lowlevel with FSIS, and the levels in
whi ch finished products then test that are positive are very
| ow, potentially below the |evels needed to becone infected
or to have illness. Now, | amnot going to say that is
al ways the case, but a lot of tines, that is the case, based
of f of these nunbers.

That is the same thing. Oher exanples of
success, just real quickly, salnonella, | do want to nention
that in 1997, because we do do poultry, we do do turkey
sl aughter, FSIS set guidance at 13 positives for 56 as a
performance standard. This performance standard was set
just because this is often debated.

The nunber 13 canme fromwhat would -- if FSIS were
to take a sanple of 56 sanples, 80 percent of the tine if a
conpany is neeting the performance standard, based off of
t he nunber 13, they woul d pass; 20 percent of the tine, even
if you were neeting the performance standard, statistically
you may fail, the performance standard being 13.6, | believe
was the nunber at that tinme. So this was really set up
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instead of a 95.5 percent, which normally would be set up,
it was set up aggressively that even if you were on the
border of the performance standard, 20 percent of the tine
you would fail when FSIS has set.

There are 36 establishnents currently. Actually,
| think that is 35 because | believe one closed. In turkey,
of those 35 establishments, 34 are now Category 1, which
nmeans they have |l ess than 6 positives. So, if you go from
1997 all the way to current date, 34 of the 35
establishments that slaughter turkey have controlled
salnonella to the point where they are Alternative 1, which
is sonething the agency asked for a little over a year ago.

There is a new baseline study going on now. |
know we expect data in July or they will finish in July. W
will get data eventually, and if we speed that up, that
woul d be great.

Here is just an exanple of the data. When FSIS
tal ked in 2006 about addressing this, you can see where the
i ndustry dropped the nunbers. One of the things that went
on here was the agency potentially tal ked about food safety
incentives, neaning if you could control salnonella, you
could potentially run your line speeds a little faster.
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Those things do work. | don't want us to | ose sight of
those. |If there is a risk-reward scenario that can be put
together, | think people should pay attention to it.

FSI'S has done a pretty good job in outreach in a
few of these key areas, but | amgoing to skip over them
fairly quickly because | want to tal k about the future.

The generic HACCP nodel s, the prograns, you know,
| nmentioned data. These are the risk assessnments that FSI'S
has done in the past few years. There have been sone big
ones, BSE, avian influenza, E. coli Ol57:H7, poultry
sl aughter which is the salnmonella, LM risk-based sanpling,
and shell eggs, they did a risk assessnent, but focusing on
the future, | think it is inportant for the first point that
| put up is that we look at attribution data, if we really
want to protect public health

Now, unfortunately, this is very easy to say, and
it is very hard to do. There are two things that make this
difficult. One, for all those people who woul d have to cone
together to do it across jurisdictions and different
agencies, including State and |ocal who carry a |lot of the
dat a needed, what do the questionnaires |ook |ike, what are
the results of the food history, those type things, it is

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

56

hard to do.

Secondly, from a governnent agency standpoi nt,
attribution data or collecting and understanding attribution
data doesn't make probably the top 50 things on their |ist
to do related to what their agency is responsible for, but I
think as we go forward, as a group of stakeholders, as a
group that wants to col |l aborate, comng up with the way to
do attribution is inportant, not to say that expert
elicitation to estimate attribution or any of those other
things aren't acceptable. They are what we do now because
soneti nes you need to nmake deci sions quickly based off of
needs for policy, but attribution is there.

Using the data and utilizing results to really go
after the things that have public health outcones is
inmportant. | think that there are places where there is
obvi ously sonme waste in resources, whether that be industry
waste or regulatory waste. | think breaking away from sone
of the old things that we used to do that really don't have
a public health outcone is needed, that really have a pl ace
to |l eave that responsibility possibly to sonebody el se.

| put it up: Establish risk-based inspection
system | alnost did not put the word "ri sk-based
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i nspection,” but based off of FDA and all the tinmes we have
used the word "risk-based inspection,” | think the termis
okay again to tal k about risk-based inspection.

But where does this matter? Risk-based inspection
to me is not about reducing inspection. It is not about
reduci ng workforce. It is not about any of those things
that people tend to throw up with risk-based inspection
because, to ne, risk-based inspection is taking these
critical resources that you have, doing the sanme nunber of
i nspections with the sanme nunber of people, and putting them
where they can have the greatest effect on public health
out cones.

So, if you need to nove sonmeone around, if they
need to go do a different task, that is where risk-based
inspection is a value, and | think sonmeti mes we get caught
up in that. | knowthis term a year ago, | probably would
not have put it in presentation. | amputting it back in
t he presentation because | think we can discuss it at |east.

It is sonething that we really need to | ook at because
there is value here. There is a |lot of good things that can
be done, and so risk-based inspection is sonething in the
future we need to | ook at.
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We al ways have to remenber the small and very
small. | know sonetines they get left out. | think it is
inportant to Sara Lee Corporation that they remain a part of
our industry, that they remain our suppliers, that they
remai n involved. They offer great products and services to
the industry, to consuners, and so sonetines, when
conversations go on, they are forgot, and I think we need to
al ways renmenber them

And food safety incentives work. Food safety
incentives are those things that give a risk and a reward
when it comes to inplenenting and executing. Please
remenber food safety is the reward in and of itself.
bel i eve that.

| also believe that when you get to utilizing data
and results up above, which is nmy second point, and you then
tie that down to, okay, how can we do incentives around that
data and results, were there tasks being perforned that
aren't necessary if A, B, C are done, it really needs to be
| ooked at. | think it is something that offers great
potential for everyone.

Protecting health requires conmmtnent of al

st akehol ders. | amone of those people that believes in
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transparency. | believe everybody should be together in the
room W are open as an organization in what we think, what
we think always isn't right, especially if it cones from ne
and it is ny opinion, but we are open to at |east tal k about
it and try to cone up with the best way to do it.

We all have common goals in protecting public
heal th, and data, data is one of those things that tells us
how we are doing. It is the result in the end that matters.

Mark did put up that product testing isn't the
result because product testing doesn't ever lead ne to a
pl ace where | can confortably sleep at night and feel like |
tested enough to know a product is safe or | sorted enough
to know a product that wasn't safe isn't in the product |
said was safe

Data on how your processes run, how you control
how you val i date your food safety systenms, this is where al
the reward cones from where you find out what is going on

Wth that, | amgoing to turn it over to Bob, and
| will answer questions |ater.

MR. HI BBERT: Thank you, Bob, and thanks. It is
nice to be here. | appreciate the invitation.

| have been asked to give sort of a small business
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per spective, which Bob rem nded us we shouldn't forget, but
as Mark indicated, AM has that covered anyway. So |
probably should just sit down and shut up, but that woul dn't
be any fun. | used to use that line nyself alittle while
ago.

The existential threat that Bob tal ked about that
woul d face a big conpany with a food safety concern, in sone
ways, froma smaller conpany perspective is greater because
the smal |l er conpany, by definition, doesn't have the |arger
corporate treasury to drop on and where they m ght weat her
such a storm The smaller conmpany is not a multi-plant
operation that can readily nove production around, should
one facility be closed. So, to the extent that that smaller
conpany is living closer to the bone, closer to the edge,
its ability to remain in conpliance, to turn out a safe
product, to avoid regulatory incidents of any sort is, in
sone respects, even greater

It is fair to say when HACCP and that whol e
structure was being rolled out, there was a fair anount of
anxiety within the community of snaller establishments that
this was going to be very damaging, and there is truth to
that in the sense that whenever you increase sort of a
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regul atory burden, particularly one that involves

i nnovations and nore science and nore equi pnment and so on,
that that is threatening froma small business perspective,
where you don't have the possibilities, the econom es of
scal e, and so on.

In fact, it is probably fair to say that the
changes that FSI'S brought on probably accel erated sone
trends, particularly that were rapidly noving al ong anyway;
for exanple, in the slaughter industry. There are
exceptions but to not be a small player and to al so not be a
smal | er conpany that is trying to be all things to al
peopl e.

| think on the whole, where small businesses have
adj usted and thrived and prospered under this systemis by
getting nore focused on what they do and doing that, doing
that with, in many instances, an inproved |evel of control,
and then they have been able to take advantage of sone of
t he i nherent advantages that small businesses have in nost
mar ket pl aces, being, in sonme cases, closer to the custoner,
bei ng able to adjust nore quickly, be nore ninble, those
ki nds of things.

So | think on bal ance, nost small businesses have
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made that adjustnent and have noved on and done all right
within the system

In terms of FSIS, generally where it is and where
it has been, | nmean, | find it gratifying, having worked
there a long tine ago. | have sonme alumi loyalty still to
see what is happening, and sonme of it is sort of a
backhanded outgrowth of the focus on FDA and the probl ens
there, but people are sort of saying, "Hey, gee, what these
ot her guys are doing over there is pretty good," and they
are right.

In fact, I may be the only person who is
sufficiently aged to have worked for FSIS when it was FSCS.

Extra points for anybody here who knows what the "Q' versus
the "I" neant. We will cover that |ater.

But why? First of all, obviously, the HACCP nodel
itself makes sense. It makes fundanental sense to say to
the regul ated industry, "You take responsibility for what
you are doing. Look at it in a systematic way. Set up
controls. Set up neasurenents systens, and focus on
continuous inprovenent."” That system doesn't nean
everyt hing has been perfect, but the fundamental |ogic of
t hat approach is there.
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The ot her basic distinction here is, obviously,
FSI'S has the luxury, relative to FDA, that it has quite a
bit of resources. It has nore bodies that it can put on the
field to deal with this issue than sone of its coll eagues.

Beyond that, | think it is fair to say that over
t he past several decades, what you have had is you have had
a wel | -managed organi zation with lots of talented, capable
peopl e doing their jobs, and what you have al so had that has
been touched upon earlier is | think there have certainly
been many bunps on the road, but | think what has evolved is
sonet hing of a virtuous cycle between the private sector and
governnent where there has been a coll aborative effort to
enhance food safety.

| think there is data to back that up. There is
anecdotal information to back that up. Again, that doesn't
m nimze bunps on the road that | amfamliar with or have
been involved in and others have as well, but | think that
is a fair general statenent of the reality and how it has
evol ved.

Let's turn that around and tal k about the future
and what m ght be done better. One that has been touched
upon is the question of resources, the question of a better
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al l ocation, nore |ogical allocation of resources. Again, it
just makes basic sense that if ny job is to oversee the
meat, poultry, and egg products industry and sonebody gives
me a budget of a billion dollars a year, give or take, and
gives nme lots of enployees to get that job done, that | am
going to do a better job if | have sone flexibility in terns
of depl oyi ng those resources and not be | ocked into making
sure that everybody in this roomhas one of nmy people in
their facility every single day.

The history of that issue has denonstrated this is
one of these areas where the perfect has al ways been the
eneny of the good on this issue.

Anot her piece of historical trivia, there was
sonet hing called the Process Product |nspection |nprovenent
Act of 1986 which gave FSIS, by statute, clear authority to
do this. It also, for better, for worse, had a 5-year
sunset provision attached to that |aw, and the sun set
before it ever rose. It was never inplenented, and they
said the heck wwth it. A variety of factors killed that
of f, including lots of external opposition and internal
confusion as well, but it never got done.

Qoviously, in the past admi nistration, that was a
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priority. 1t was sonething specifically near and dear to
the heart of the former Under Secretary, Dr. Raynond, to get
somewhere on that. He wasn't able to get where he wanted to
go, but the seeds were planted in terns of the data
enhancenents that the agency is working on, and one woul d
hope that those data enhancenents and the nodels that they
are presumably going to generate sonme nonths hence, they are
going to get it perhaps to very, very good.

It is going to still be not that difficult to say
it is not perfect, | got a problemwth this formula, | have
got to worry about this data or the other. The forces could
wel | coalesce to kill this thing once again, but | hope that
doesn't happen because it shoul dn't happen.

| f you believe, as has been a strand of this
di scussion, that the agency in the broad sense knows what it
i s doing, you ought to be willing to give those people sone
| eeway and some authority to nove their people around in a
nore sensi bl e way.

| think another area where we could see
i nprovenent is in the broader area of traceability. This
spills into sone other issues that extend beyond the
agency's jurisdiction. For exanple, animal identification,
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which is not in FSIS s hands, it is basically in its sister

agency, Animal and Pl ant Heal th I nspection Service, because

of the animal di sease conponent of that issue, that surfaced
pretty dramatically with the BSE i ssue a couple of years

ago, at which tinme the agency and the Departnment conm tted

unanbi guously to a mandat ory neani ngful identification
system

It has not happened. APH S has now enbarked on a
series of what they are termng "listening sessions" to go
talk to fol ks about that. | would suggest those are really
procrastinating sessions.

Everyone knows that there is an el enent of the
producer conmmunity that is adamantly opposed to that. That
is fine. That is their prerogative, but all the listening
sessions in the world aren't going to change that dynam c,

if the Departnment wants to do this -- and to tie this back
to FSIS -- the collateral benefits as they attach to food
safety, be it tracing illegal residues, possibly even

traci ng sources of pathogen are there, but that has got to
get done.

This is an area where | think the public interest
community could play an effective role because of this
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i npasse | tal ked about. W have this |ong-standi ng i npasse
where the political dynamc is the producers are going to

get victim zed by the packers and food processors, and we

can't let that happen. | think the public interest, you
m ght want to take a harder | ook at that issue and decide
that it mght want to weigh in a little bit nore heavily.

Two other points | would nmake in terns of what
could get better, | think the general issue of clearer and
nore coherent enforcenent is inportant. Put yourself in the
shoes of the hypothetical conpany. Let's say for ny
purposes it is a smaller conpany. They have their HACCP
plan in order. They have an inspector comng in every day.

Everything seens to be going fine. The mark of inspection
is being put on that product every day. The records are in
order, et cetera, et cetera. Then, one day, a food safety
team cones in, spends a nonth in the plant, and all of a
sudden, there's lots of terrible things wong at that
est abl i shnent .

Now, the food safety assessnment team nmay well nake
sonme very valid points. They may find sone just flat-out
m stakes in the system but you inevitably get into an area
of subjective judgnent, and FSIS says, "Oh, no, no, no. W
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are scientific." O course, this is subjective; these are
j udgnent s.

In sone of those contexts, sone of the better
review types -- and the reviewers tend to be dedi cated,
capabl e peopl e -- have acknow edged that they see this,
that, yes, this is kind of on two tiers. Sonme of what we
are doing is really suggesting enhancenents, sort of best
practices or whatnot, but it is nore up to you if you want
to do themor not. God bless those fol ks, but not everyone
delineates things quite that clearly.

| will use the sports analogy too. It is kind of
i ke what basebal |l players always say, "I can adjust to a
high strike zone, a |low strike zone, or whatever else, but |
got to know fromthe unpire what the strike zone is."
Hopefully, this will shake out over tine.

You can al nost hope for -- and this would require
FSIS to sort of organize things a little better -- sort of a
common | aw of environment al nost to evolve where it is sort
of pinned down a bit better, okay, based upon the 20
intensive reviews of this type of operation we have done,
these are what we consider to be practices you should be
doing. The agency is reluctant, | think, to pint itself
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down that way, but, if it is going to be draw ng those
enforcenment distinctions in the plan, | think sonme of that
over time is necessary and woul d be hel pful.

The last point | would nake, it sort of ties into
this and ties into Mark's final point, which I would agree
with and expand upon. It is the question of sort of greater
transparency and col | aborati on on policy-nmaki ng.

| would even take it a couple steps further.
don't think it is sinply a question of sitting down with
people. | think in many instances, it is a question of
actually the agency being nore willing to engage in the
discipline that is required by informal notice and comment
r ul emaki ng.

Mark nentioned this evolving in part fromthe E
coli notice. | would also point to the HACCP and pat hogen
reduction regulation itself. There is a certain m nd-set
within FSIS that sort of thinks in ternms of the HACCP
regul ati on being done, that is the only regulation we ever
have to do; that everything we now do can be characterized
as an interpretation of said regulation. So we never have
to deal with all of this nonsense of drafting docunents and
noti ce of comment ever again, and that gets, in ny m nd,
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stretched up to and, in sonme cases, past the breaking point.

Part of that is a pure legal issue, which I won't
bore you with, but setting the pure |legal issue aside, it is
al so a common-sense, good governnent issue. |If you | ook
back at the logic of what is in the Adm nistrative
Procedures Act with regard to informal rulemaking, it is a
pretty sinple logical -- what it basically says is if the
government is going to inpose sone new obligation on
sonmeone, what it is supposed to do is think about it, wite
it down, publish it, say why it thinks what it thinks, get
back responses from people who are going to be affected or
are concerned, take those responses into account, and then
make up its mnd and explain its final decision. Look
before you leap, and do it in a structured way.

| am not suggesting that the agency needs to be
tied dowmm with everything it does with this, but that
process nmakes basic sense, and if it were engaged in nore
often, we could avoid sonme of the stuff that we see wth,
oh, there is a notice that cane, how about this, well, yeah,
maybe we can do sone Q%A's and clear that up and so on and
so on, and on and on we go.

| think if the agency could get pulled back in
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sel ected circunstances to that type of discipline, | think
it wuld be to everyone's advant age.

Wth that, | thank you for your attention. |
think it is time for the break, and then we will start with
t he next panel l|ater on.

Thank you.

[ Appl ause. ]

MR. WALDROP: Thank you very mnuch, gentlenen.

Let's take a 10-m nute break, and we will neet
back here at 10 after 3:00, and then we will go to the next
panel. So thank you very nuch

[ Break. ]

MR. WALDROP: |If everyone could pl ease take your
seats, we are going to get started again.

Thank you very nuch. | hope everyone had a chance
to stretch your | egs and get sonmething to drink. W are
going to nove to the next panel. So, if the panelists could
pl ease cone up here to the front.

| amgoing to introduce the next panelists and
then et themconme up one by one to give their
present ati ons.

We are first going to hear fromMaria Oria. Maria

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

72

is a Senior Program O ficer at the Food and Nutrition Board
at the National Academ es of Science. She is the study
director for food safety-related studies at the Food and
Nutrition Board and recently coordinated the work of the
Conmittee on Review of the Use of Process Control Indicators
in FSI'S Public Health Ri sk-Based Inspection System and she
is going to tell us a little bit about what canme out of that
commttee. She is also currently directing a study to
review the role of FDA in ensuring safe food. So she is
covering both sides of the food regulatory system

Followng Maria will be Barbara Kowal cyk who is
the Director of Food Safety for the Center for Foodborne
Il ness Research and Prevention, an organization she
founded. Barbara becane involved in foodborne illness
prevention in 2001, follow ng the death of her
t wo- and- a- hal f -year-old son, Kevin, fromconplications due
to an E. coli O157:H7 infection. Barbara has extensive
experience in food safety advocacy and has served on USDA' s
National Advisory Commttee on Mcrobiological Criteria for
Foods since 2005 and currently serves on two Nati onal
Academ es of Science comittees.

Finally, we will hear from Stan Painter, who is
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t he Chairman of the National Joint Council of Food
| nspection Local Unions that is affiliated with the American
Federation of Governnent Enployees, AFL-CI O The Nati onal
Joint Council represents sonme 6,000 non-supervisory
i nspectors who work for FSIS. Stan has been an FSI S
i nspector for nearly 23 years and has served as the Chairnman
of the National Joint Council for nearly 5 years.

So | will turn the programover to Mari a.

M5. ORIA: Thanks, Chris, very nuch, and good
af ternoon, everybody. | amvery happy to be here and have a
chance to present to you sone of the recomendations the
Nat i onal Academ es committee cane up with in March

For those of you that don't know what the Nati onal
Academies is or does, | don't have any slides on it, but,
basically, we are a non-profit organization, and we give
advice to the governnment. And as part of that advice, of
course, food and nutrition is a big part of that.

Last Novenber, FSIS contracted with the Nationa
Academi es to put together a standing conmittee on the use of
public health data. So this conmittee had as a task to
identify issues where the National Academ es could provide

recommendati ons, and as part of the work of this conmttee,
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since Novenber we have been conducting three different
studies in parallel.

These are the two topics that were really the
focus of the three studies. You can the see the word
"risk-based" appears in all of the titles. | knowthat this
is a hard term but | amgoing to be using it over and over
again because it was really the focus of these conmttees.

The first commttee did a review of the
nmet hodol ogy for risk-based surveillance of inconers
activities of FSIS, and inconers include, for those of you
that don't know, activities that FSI S does after poultry has
been processed and before it is consunmed. So it includes
restaurants, institutions, warehouses, transporters, et
cet era.

A second set of studies were done on the proposed
ri sk-based i nspection systemby FSIS, and this topic was
divided into two different areas. You will see what the
rati onal e behind that was.

One of the areas of commttee review was on the
use of process control indicators, and the second area was
review on the use of public health attribution data.

| amgoing to be tal king nostly about the use of

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

75

process control indicators because that is the conmttee
that I was involved with, but I was just going to say a few
wor ds about the other two conmittees and what they cane up
Wit h.

So, just to put this in perspective, when it was
menti oned earlier, the nunber of establishnents that FSI S
regulates, | think it is like 6,000 or 7,000, a nunber Iike
that, and the nunber of inspectors that they have in order
to inspect these establishnents, which is sonmewhere around
7,000 also. To conpare it with these activities of FSIS, we
are tal king here about nore than 700, 000 establishnments and
only 10.8 full-tinme enployees. So the level of activity is
a lot less, but, nevertheless, they wanted to have a system
that is al so based on risk and asked the Academ es to review
it.

So what FSI'S was proposing was to first divide al
t he businesses in certain different types, and this was
based on what kind of products they deal wth, if they only
involve storing themor if they also transport them and
t hings of that type.

Then the FSI'S proposed to use five different

factors in order to kind of categorize these establishnents

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

76

into a higher risk or a lower risk, and based on this
categori zation, they could survey themnore often or |ess
often. So the risk factors are there, inherent hazard, food
defense, vulnerability of the establishnments, the vol une
that they produce, then the consuners' susceptibility to

f oodbor ne di sease, and then surveillance by other

aut horities.

To me, one of the key recomendations that the
commttee cane up with was that |last nonth the surveillance
by other authorities really needed to be a major factor in
i nspecting these establishnments nore or Iess. Wat cane
through after the commttee was doing their deliberations
was really FSI'S doesn't have a good grasp of what other
State, local, and Federal authorities are doing in
establishments. So, in order to really target their few
resources that they have, the first thing that they need to
do is to see if they are being inspected by another
authority, so they don't duplicate the efforts to begin
with.

So this was the suggestion of the conmttee. It
was that instead of putting all the factors and giving al
of themthe same weight, the factor that really needs to
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have the nost weight is the surveillance or inspection by
other authorities, and then, once you figure out which ones
are not inspected by other authorities, then you start
putting in the rest of the factors and categorizing the
establishnments in that way.

It is a very short summary, and I amsorry | have
to keep goi ng because | have just been given 15 mnutes. |If
you have nore questions, | will be happy to answer them
| ater.

So | amgoing to, like I said, focus nore on the
comm ttee that was doing a review of the use of process
indicators in the FSIS Public Health R sk-Based I nspection
System

This is a little background for you. | amsure
you all are famliar with this because FSIS has been working
on this for a long tine already, and they actually have gone
to the public for feedback, and they have been inproving
their proposal tine and again. So it is nothing new, but
just to give you a little background, what FSIS is proposing
to do is to take the inspection resources and allocate them
based on risk to the public.

In order to do this, they have proposed a nunber
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of indicators of process control that basically neasure the
performance of those establishnents. Further on, you wll
see that they are al so proposing to use two netrics for
public health inpact also.

We are neeting to do this in a very, to use the
same word, transparent manner. They wanted to nmake this
proposal to really have a very good basis and clearly
dealing, like it says there in the slide.

So | took this figure fromthe proposal itself,
and it really depicts what FSIS was trying to do. They
identified two sets of different criteria, and like | said,
a first set of criteria are indicators of process control.
The comm ttee thought that it was unfortunate that they used
this term because indicators of process control are applied
usually to statistical process controls. One could
msinterpret this term and you will see sone of the
recomendations referred to the use of terns. Wat these
criteria could do would be to rate the establishnents in
terms of how well they are performng.

The other set of criteria relate nore directly to
public health inmpact. So they identified two of them One
could be volune. O course, the nore volunme of product you
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produce, if there is a problem the nore people you are
going to affect, and then the public health attribution,
which is based on the conmttee's comments, they thought it
is a great idea but nmaybe not ready for prinme tinme yet. |
will just give you nore details.

To go on, howis FSIS proposing to inspect these
establishments in a different way? The idea is to
characterize the establishnments according to | evel of
i nspections. So there could be a LO(1), LO(2), and
LA (3), according to how well they are performng. LO (1)
are the establishnments that are doing the best, and then
LO (3) are the establishments that are either not conpliant
with sone of the regul ations or doing worse than their
peers. According to that categorization, they would be
i nspected nore in depth or nore often.

So the commttee's charge was really to take a
| ook at the indicators of process control that FSIS had
proposed and evaluate if they are really appropriate for the
pur pose and al so evaluate if the data that FSI'S had used was
appropriate and if the analysis of the data is appropriate.

Sol will let youread thema little bit, but you
can see that sone of themrelate to finding pathogens in the
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product. They relate to the rate of nonconpliance reports
that an inspector has witten for an establishnent,
enforcenment actions, public health-related recalls, and
patterns of salnonella virus that are related to public
heal th, and then whether or not the establishnment has been
put in what is called "STEPS," which is a database for
tracking E. coli O157:H7 positive suppliers of ground neat.

What | have seen is that this list was actually
bi gger, like say a few nonths ago, and then because of
public conmments and others in the food sector that have
commented on this proposal, sone of the indicators have
actually dropped. So | have to say that by the tinme we
actually | ooked at this proposal, it had al ready been
reviewed by others. One could see the selection of process
control indicators was actually justified at |east -- that
it wasn't proven, that is what | neant, the proposal.

kay. So sone general findings that the commttee
commented on its report, in general, there were very
encouraging to the agency. The praised the work of the
agency. They recognized that to actually devel op a
ri sk-based inspection system it is a trenendous task. It
is very difficult to collect data. It is very difficult to
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actual ly make sense of what kind of process indicators one
can use and which ones of them predict that sonething is
going to go wong in the future because this is really what
you are trying to do.

They al so were encouragi ng the agency to continue
having a dialogue with the public and the sectors that are
involved with the industry, with consuner groups, and it was
al so very pleased to have had the opportunity to do this
review. So there were very positive comments in general to
t he agency for having engaged in this kind of public
di al ogue and in the process itself.

Al so, they thought that in general the use of
process control indicators wasn't a good idea. Now, the
details of it, of course, is where the devil is.

Al so, in very general ternms, the commttee, not
only for this report but also for the other two reports that
had to do with risk-based i nspection systens, found that the
proposed system | acked sone clarity in the witing. So FSIS
had not articulated very well the purpose, had not
articulated very well the basis of selection of the process
control indicators, and, also, they hadn't articulated very
wel |l the analysis of the data and what it neant. So there
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were a fewthings that really require a |lot of dialogue with
FSIS for those reasons, because of lack of clarity. So that
is sonething that really the conmttee encouraged the FSIS
to continue inproving it.

| amgoing to talk a little bit about sone of
them |In ternms of the description of what they call the
"algorithm on the scientific basis, the conmttee found
some problens in understanding that term nology that FSIS is
using, and an exanple of it is the use of, like |I nentioned,
process control indicator,” which is a termthat is used
mainly for statistic process control and in this context
really makes a little bit |l ess sense. So it would have been
great to explain really what they neant by "process control
i ndi cator."

Then the committee also found that there was the
same wei ght being given to all process control indicators.
It may be a good consideration for the future to be | ooking
at those and see if really all of them do have the sane
wei ght, or sone of them m ght be nore significant than
ot hers, m ght have nore public inpact than others.

kay. A few other coments, they would like to

see sone inprovenent on the |evel of inspections and how t he
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agency is neaning to use them They felt that the | evel of
i nspections weren't really well described in the report, in
t he proposal that we saw, that there wasn't really any
expl anation for how or when an establishnment that is put in
a Level of Inspection 3 goes to a Level of Inspection 2 and
then to a Level of Inspection 1. So all of these details
that I would say they are very inportant for an industry to
know how they are going to be | ooked at were |lacking. So
the commttee was asking for those details also.

kay. Then, on the analysis of data that FSIS has
used, this was a problem because -- in the |ast panel, we
heard a | ot about the need for data, and so this becones a
probl em when you are trying to devise a risk-based
i nspection system especially if you wanted to be data
driven like FSIS wanted it to be. The |ack of data was
really a problem

You can think of it froma different perspective,
which it can be very good that you don't find any pat hogens
in your product, so what really is an inprovenent for food
safety, and it is a great thing that we don't have as nmany
sal nonella | evels, for instance, or that we don't find E
coli, and these trends that we see there, they are
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decreasing in the detection of pathogens, but when you are
tal ki ng about process control indicators, you actually want
to have that data. So the key is to find an indicator that
woul d work for them So that was a problemthat was found
in basically all of the process control indicators that they
proposed, except for two of them

So, to conpensate for the lack of data, they use a
data anal yses that is called "Lift Analysis," which is very
crude, and it can actually give you rel ationshi ps, even
t hough the frequency of data or the frequency of events is
very low. The conmttee thought this was a good idea
because, if you are using nore conpl ex data anal yses, you
don't find relationships, then you m ght use sonething that
can take that infrequency.

So one of the reconmmendations that they enphasized
was that there could be a need to actually collect nore
data, so that these relationships are easier to find.

Especially, the commttee comented on the need
for collecting data that has been purposely generated with a
ri sk- based inspection systemin mnd. Wat FSISis doing at
the nonent is using the data that they already collected
because of their regulatory prograns, but perhaps they
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shoul d thi nk beyond those regul atory prograns and actually
collect data for the purpose of the risk-based inspection
system

So, just going on to sone of the indicators, the
use of pathogenic organi sns and the use of sal nonella
verification testing, that was, like | said, the limtation
of using themas control process indicators is the
i nfrequency of events, which you actually want. You want
the trend to be going in that direction, but, for this
purpose, it is not really a great indicator.

Anot her problemw th the report was that FSIS did
not provide sone of the underlying assunptions that cone
wi th the nethodol ogy that one uses with the pathogen
detection nethods, but, in general, they thought the use was
appropriate. It just nmakes sense to be using pathogenic
organi sns as an indicator organism The problemis that
even with data anal yses such as Lift Analysis, these
rel ationships really weren't easy to find. So the
predictability of these process control indicators, the data
doesn't show that they are able to predict problens, but it
makes good ri sk managenent sense that they use them

Anot her process control indicator that is worth
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mentioning is the use of rate of non-conpliant reports.
Now, this is one that gave actually the best predictability
of future problens, and, of course, one of the reasons is
that you find nore non-conpliant reports, so you are able to
find those relationships, but it had also a few things that
we t hought they could be inproved.

One of themis that the witing of these reports
is very subjective. An inspector mght decide to doit. A
different inspector mght decide not to wite a conpliance
report. So, therefore, there is sonething to be done there
in order to train the inspectors in a way to avoid these
pr obl ens.

Then anot her problem we thought FSIS coul d
i nprove the data analyses if they could actually do the
anal yses by commodities or by establishnments but not
integrating all the data together.

| put all of themtogether, even though they are
very different indicators, but, in sone way, they are
sim |l ar because they reflect a past problem

So public health-related recalls, enforcenent
actions, and outbreaks, these are the kind of process

control indicators that found no rel ati onshi p what soever
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with a future problem but yet, again, it nmakes sense to

i nclude them as process control indicators because they show
that a problem has occurred because, in the |aw of

frequency, it is very difficult to find relationships, but
the commttee thought that it nade managenent sense that
even if they don't have data to prove that they can predict
a future problem that just because they are so related to
public health, they should be included in the list.

Okay. So, with these findings, the commttee
provided |ike 17 recomendations. | won't go through all of
them but these are sone of the areas that they focused on.

One of themwas on clarity -- clarity, articulating what
they want to do, articulating what the purpose of the
algorithmis, what the data anal yses that they are doing
are, and what kind of data you are using. That was just
crucial. W are tal king about transparency. This is the
first line where they really needed to inprove on it.

Then there were al so recommendati ons on per haps,
like I nentioned, considering different indicators m ght
have different inportance instead of all of them having the
sane.

Collecting data that is specifically for the
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pur pose of designing a risk-based inspection systemis an

i nportant consideration that they agency should al so
consi der.

And finally, the devel opnent of a process by which
they can validate these risk-based inspection systens, |

t hi nk the proposal nentioned sonething about it, but they
really didn't have a process by which they were going to
val idate it.

| was going to say sonething about the Public
Heal th Attribution Report, just two very short comrents.
One of them the data that enphasized was used in order to
devel op the attribution nodel was appropriate, but they
coul d use nore data that others have generated. That was
one of the comments that was nmade. Then the nethodol ogy to
attribute public health to salnonella is still not inits
prinme tinme. So that also was needing nore work. A mgjor
comment on this was that the agency needed to coll aborate
with others that were al so working towards the sanme goal

That is all | have. | think I amway past ny
time. |If you have any questions, | would just answer them
| ater, so thank you

M5. KOMLCYK: Good afternoon. My nane is Barbara
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Kowal cyk, and I am Director of Food Safety for the Center

for Foodborne ||l ness Research and Prevention. W are a
nati onal non-profit health organi zati on dedicated to
preventing foodborne illness through research, education,
advocacy, and servi ce.

As we all know, foodborne illness is a serious
public health issue that affects mllions of Americans each
year at a large cost to the American public, which | won't
go into. USDA's FSIS is charged with the oversight of
safety of neat and poultry products in order to protect
public health, and that is why we are here today.

O course, as we all know, the effectiveness of
any neat and poultry regulatory programis dependent on its
ability to protect public health. This was recognized in
the 1990s, and this is actually a quote from "Ensuring Safe
Food from Production to Consunption” from 1998 at the
Nati onal Academies. So this was recognized, and in 1996,
PR/ HACCP was adopted by USDA and FSI'S to provi de consuners
wi th a higher assurance that neat and poultry products were
bei ng noni tored using robust scientific nethods.

To neet that end, FSIS al so devel oped and
i npl emented m crobiological testing prograns to identify
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cont am nat ed products, nonitor process control, and eval uate
the effectiveness of prevention strategies and inspection
prograns. The data fromthese m crobi ol ogical testing
prograns provided the basis for public policy decisions.

| did think it was inportant to take a nonent and
just go over statistical process control, which is at the
heart of PR/ HACCP, since | amnot sure that everybody
actually knows what it is.

SPC is the application of statistical tools to the
i nprovenent of quality and productivity. One of the
interesting things about SPCis it actually has its roots at

USDA. Walter Shewhart is kind of the father of Statistical

Process Control. He was then followed up by Edward Dem ng
who spent many years working at USDA. | won't go into the
long story, although it is very interesting. | strongly

recommend you read "Qut of the Crisis.”

But the basic idea here is that you nonitor
variation in your process, and there are two basic types of
variation in your process. There is those inherent in the
process, so you will never have a consistent process that
produces the same product identical all the tinme, and then
there is an uncontrolled variation.

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

91

So what you do is you set the control |limts, and
these are in the red lines at the top and at the bottom and
they are called your upper and lower control limts. You
nmoni t or your process over time, and when it goes above or
bel ow these control limts, it indicates that your process
is out of control, and that there is sonething going on.
Ei t her you changed supplier or an input changed or maybe a
machine is faulty or sonething happened, and you shoul d go
back and | ook at your process. And this is the whole
prem se of HACCP.

It basically goes to the next slide, which, if you
have studied Statistical Process Control, it is the
Pl an- Do- Check- Act process. It basically says we are going
to have continual inprovenent, and over time, those control
l[imts will cone in closer and closer to our target, and we
wi |l have a good, tight process that is well controll ed.

So the first thing you do is plan ahead for
change, anal yze and predict the results. Then you actually
do it. You execute your plan, taking small steps in
controlled circunstances. You check the study results, and
then you take action to standardi ze or inprove the process.

Now, | think one thing that is inportant to note
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here is that Statistical Process Control cannot take care of
defective process. You can consistently produce a bad
product, and you can be very good at consistently producing
a bad product. So that Statistical Process Control doesn't
take care of that, and many people, | think, don't
understand that point, and it is a very inportant point.

So this process, HACCP is based on this. At
first, HACCP worked really well. This is the prelimnary
2008 FoodNet Data which came out in April of this year, and
we saw good progress up to 2004. There were a | ot of good
changes. The incidence of foodborne illness went down. In
fact, | know several people have brought this up in the
earlier panels, and | thought it m ght be worth going
t hr ough.

So, for STEC -- and | know it is hard to read off
of this slide -- for STEC, conpared to the 1996-1998
baseline -- this is STEC Ol57 -- there has been a 25-percent
decline, with a confidence interval going fromnegative 39
percent to negative 8 percent.

| ama statistician, if you aren't aware of that,
but that indicates to ne that things have gotten better.
The inci dence has gone down, but, if you only |look at the
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past 3 years, there has been a 1l-percent increase. Now, the
confidence interval there is negative 15 percent to 19
percent, which indicates we don't really know what is going
on with E. coli O157 in the past few years, but, certainly,
there hasn't been much change.

Wth salnonella, there has been no real change
since 1996- 1998 baseline. They have shown a 4-percent
decrease on average, but the confidence interval ranges from
an 1l1-percent decrease to a 4-percent increase. That
contai ned zero. So, to nme, that indicates that there
certainly has been on change there since 1996 to 1998, and
in the past 3 years, there has been a 6-percent increase,
and the confidence interval there ranges fromzero to 12
per cent .

Campyl obacter, I amnot going to go through al
t he confidence intervals and things, but canpyl obacter has
decreased since 1996 to 1998. But there has been no
substantial change in the past 3 years.

Li steri a nonocyt ogenes, yes, we have seen a
decrease since 1996 to 1998, but, again, no substanti al
decrease in the past 3 years.

Vi brio has increased since 1996 to 1998, but,
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agai n, there has been no change in the previous 3 years.

What this denonstrates is that up to 2004, we were
maki ng progress, but that progress has stalled, and our
progress towards reaching the Healthy Peopl e 2010 goal s has
pl at eaued.

The other thing that these slides don't showis
t hat the highest rate of illness is occurring in our
children which, of course, is a horrible thing. They are
one of our vul nerabl e popul ations, and we have an obligation
to protect them

So, obviously, everyone has been very concerned

about this, and FSIS, | think, recognized this and proposed

that we nove toward risk-based inspection in, | think it
was, 2006.

Basi cal l y, what risk-based inspection is -- and
Maria went over it quite in detail, so | won't bore everyone
with the details again -- it is a science-based, data-driven

system wth the idea of using robust data to assess the
ri sks, weight the public health risks, allocate resources
appropriately, and then continually update and i nprove.
Basically, the idea here is let's try to predict
where our problens are going to happen before they happen
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and take corrective action.

The topic of today's synposium | think the title
was "What Do Recent Changes Mean for Food Safety in Meat and
Poultry Inspection?" and so the big question is, is FSIS
headed in the right direction.

Thr oughout 2006 and, | think, through 2008, FSIS
has held a nunber of public neetings that have been well
attended, particularly on RBI. They got RESOLVE invol ved
and did a very thorough report trying to solicit input from
all the different stakeholders, and that is certainly a nove
in the right direction.

They have proposed a new approach to testing,
particularly in beef trim and they have proposed N 60
sanpling. | just want to take a nmonent and talk a little
bit about N-60 and FSI S s proposed new approach to testing
in beef trim

Ri ght now, FSIS tests once a year, maybe, or so.
The verification testing prograns for salnonella, E coli
and LM basically capture a plant's performance at a specific
point intime on a specific day. So they are only catching
one of those blue points on that slide, and then they cone

back a while | ater.
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FSIS traditionally has | ooked at each one of those
bl ue points independently, rather than | ooking at it over
time, and you certainly get a different picture, depending
on whi ch blue point that you pick out. So FSIS is proposing
let's not just | ook at each salnonella test as a snapshot,
let's ook at the whole picture, and | think that that is a
very good thing.

In ternms of N-60, continuous sanpling would be
idea, and I would love to do that, but sanpling is
destructive, testing is destructive. So we can't do
continuous testing. So we have to have sone sort of
conprom se, and traditionally, what FSI'S has done is
col |l ected one 325-gram or sonething like that, sanple and
used that, but, as everyone here knows, you have a
het er ogeneous di stribution of pathogens in the food supply.

You have really decreased your probability of finding
pat hogens if you just take one sanple.

Wth N-60, what they are actually saying is let's
take 60 smaller sanples that equal the 325 and test that.
Well, it is not what | would like to see, but it sure is an
i nprovenent. You have increased the probability that you
are now going to detect pathogens if they are truly present,
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and that is our goal. Let's nove towards a sanpling program
t hat detects pathogens when they are truly present, but |
think that this is areally inportant step

Now, the devil, as Maria said, is in the details,
and we still have to work that out, but a nove in this
direction would actually, | think, provide us a better
picture of what is really going on at neat and poultry
est abl i shment s.

So the next thing is devel opnent of a data
war ehouse, which I amnot going to spend a whole lot of tine
on, but FSIS has been working with, | believe it is,
Carnegie Mellon to develop a new PH S system which | think
will help. It is not just enough to collect the data, but
you have to store the data in a manner that is accessible
and integrated. So this is a step in the right direction.
O course, again, the devil is in the details, but this is
in the right direction.

| nprove data sharing. FSIS in the past year
si gned a nmenorandum of understanding with ARS and, |
believe, CDC to inprove data sharing of salnonella isolates
bet ween Vet Net and Post Net, which, again, is a good step in
the right direction, and they took the initiative to
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commi ssion the NAS reports, which Maria reviewed. | think
that that is another inportant step.

O course, there's lots of challenges. The first
one is -- and | think we have heard about it fromevery
speaker this norning -- the lack of data. | amgoing to
touch upon this a little bit nore in a mnute, but |ack of
data is a big, big problem There is also inadequate
surveillance, both froma public health perspective and from
a mcrobiological testing perspective, and this gets back to
the fact that we are really not doing enough m crobi ol ogi ca
testing in the establishnents, and we are not doing it on a
frequent enough basis, so that we can better discern that
pattern that I showed you earlier in that SPC chart.

| nappropriate use of data. Now, | ama
statistician. So | have to comment on sonething that I
really wasn't planning on commenting on today. | always
tell people you don't becone a statistician because you want
to be popular. R ght? You are usually telling people bad
news and telling themwhat they can't do with their data,
and the response is let's kill the messenger.

Si nce 2003, people have been using the Sal nonell a
Verification Testing Data to denonstrate that the preval ence
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of pathogens in the food supply have decreased, or
specifically, the preval ence of pathogens in neat and
poul try products have decreased.

| have done congressional briefings about this, |
have met with the USDA, with the Secretary of Agriculture,
have met with FSIS and said that this is an inappropriate
use of data.

On FSIS's website, it specifically and clearly
states that the verification testing programdata is
regulatory in nature and only provides a picture of what is
happening froma regul atory standpoint at a specific plant
at a specific point intine. It clearly says this data is
i nappropriate for maki ng year-to-year anal ysis.

Now, | think FSIS really needs to devel op that
data, so that they can nake those year-to-year analysis
trends, but the regulatory data that they have really cannot
be used for that purpose. You have different establishnents
bei ng sanpled fromyear to year. | think Maria touched on
this before. If FSIS wants to nmake those types of analysis
trends, | think that is a great thing, but they need to
devel op a testing programspecifically designed to do that.

| think there were two or three presentations that
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t al ked about the use of the verification testing program
data in this manner, and | really felt that | needed to
coorment on it alittle bit nore. Hopefully, I won't run out
of tinme.

There is still insufficient data sharing, even
t hough the MOU was signed. | have tal ked to many, many
different people at many different public agencies, both at
t he Federal, State, and |ocal levels, and one thing that |
continually hear again and again is that there is no data
sharing. CDC doesn't know what FSIS is doing. FSIS doesn't
know what FDA is doing. FDA doesn't know what FSIS is
doing. The State and | ocal people don't know what anybody
else is doing. W don't really have an integrated approach.

O course, there is the lack of research
capabilities, which is one cause that | amparticularly
interested in. Sonetinme in the 1990s, | believe soneone
declared FSIS was not a research agency, and, therefore, al
research was done over at ARS

Now, | understand the reason why we want to
separate regul atory agencies fromour traditional research
arnms, but, as a regulatory agency, | think their hands are
tied behind their backs if they are not able to do research
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because research is defined as anything as sinple as nethod
val i dation

Quite frankly, doing the statistic analysis
necessary to inplenent RBI could be defined as research, and
| think that what we really need to do is address this |ack
of research capabilities at FSIS and nmake it a priority for
t he agency. This is not research in terns of, oh, let's go
out and devel op sone new nethod. This is really research
that supports the regulatory function, and they are hindered
by their lack of ability to do that.

O course, insufficient resources, we all know
that all the Federal agencies, everyone, has |ack of
resources these days, and while FSI'S has better resources
than FDA, they still do not have enough resources to do the
regul atory and public health functions that they need to do.

So | amgoing to just talk a little bit nore about
data. It has cone up again and again. | titled this slide,
"Data, Data, and More Data Gaps," because | think what it
conmes down to is the lack of data

If you read the NAS reports -- and | strongly
recomrend you do -- it is a recurrent thene through all of
them and it is something that | think the consuner groups
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and industry has been tal king about, at |east since I
started working in food safety, is the |ack of data.

O course, nost stakehol ders agree that food
attribution data is critical to the devel opnent of an
effective RBI systemor Public Health R sk-Based | nspection
System

FSI'S has done sonme work in this area, but it nmakes
sonme very questionable assunptions in nmy mnd. Mst of the
attribution nodels that have been devel oped so far are based
on outbreak data. You are making the assunption that
out breaks are representative of sporadic cases, which is not
necessarily an appropriate assunption.

The vast majority of foodborne illness cases are
sporadi c, not outbreaks, and we need to have a better
understanding of the attribution of all foodborne ill nesses,
so we can really devel op good food attribution nodels, and,
of course, hand in hand with doing that is putting in place
product tracing. Wthout an effective product tracing
system we are not going to be able to determ ne which
i1l nesses were caused by which products. |If we put product
tracing in place, that will help us identify what is
happening in the sporadic cases which will help us build
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effective attribution nodels.
O course, mcrobiological testing, | have touched
on that a couple of tinmes. | won't say nmuch nore about it

at the nmonent, except that we do need nore m crobiol ogical

testing. | don't believe that you can test safety in
products. That is not what | amgetting at here. | amjust
goi ng back to that point again that you need to do nore

continuous testing and have a better picture of what is
happeni ng over tinme, instead of the sel ected snapshot once
or twice a year

| nspection data. Maria touched on this a little
bit. W don't really have a whole I ot of data on our
i nspection activities in terns of howit could be used to
devel op a risk-based inspection system

The NAS report reconmmended the devel opnent of NRs,
whi ch, as Maria noted, had the best predictability, but the
report recomends that FSI'S devel opnent an NR specifically
aimed at getting data to support their risk-based inspection
system

However, based on what | have heard so far, FSIS
really is not planning on devel oping any NR specifically for
this purpose at this time, and I think that that is a rea
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shame. W need to better understand what type of inspection

activities are going on, so that that will allow us to

det erm ne which inspection activities are having an inpact.
If we don't know what is happening, how can we know if they

are having an inpact?

O course, that goes hand in hand with industry
data. Now, industry data, there's two categories of
industry data. One is the data that industry collects
t hensel ves, which I amnot going to tal k about today, but,
al so, FSIS could be collecting data on industry practices.
What is the anount of product that they are produci ng? Wat
sort of interventions do they have in place in the plants?
| f you are going to develop this risk-based inspection
system where you are going to try and predict where the
probl ens are going to be and you want to -- and | think one
of the gentlenen fromthe industry panel had touched on this
-- is we really need to | ook across plants and say what
seens to be working and what doesn't, and maybe these are
things that we should be recormending to all plants. |
think that that is a good point.

Until FSIS understands who is produci ng what,
when, how much, and how they are doing it, it is going to be
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very difficult to nove to that type of system

Finally, surveillance data, | amnot going to talk
about this a whole lot, but we do need increased
surveillance data at the State and |ocal |eve, and here | am
specifically tal king about public health surveillance.
These prograns are suffering, and they really are going to
be the key to hel ping us develop the food attribution data
that is going to tie all of these other pieces together.

O course, one thing that | think is inportant to
note is data gaps increase uncertainty, and | think that
that is a very inportant point. W need to understand that
i mproving our data will inprove the process.

So how do we fill in the data gaps? | wanted to
bring it back to the Plan-Do-Check-Act cycle. Wen | first
cane to food safety, | had studied statistical process
controls as an undergrad and graduate student. FSISis
really not too bad at "Plan" and "Do," but kind of forgot
t he "Check"” and "Act" part.

But we do need to go back. The planning part is
you have to define your objectives. You do that first.
There is no sense in wasting taxpayers' noney and wasti ng
time collecting data that is not going to fit the purposes
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of what you need. Then you develop a sanpling plan. | am
going to go over sanpling plans in a mnute. Then you
carefully collect and verify the data. You validate it.
You use an integrated approach, and you are transparent.
Then you go back and check and act and share the data with
ot her people. This will help you conplete that entire
cycl e.

| am alnost on ny last slide, and | amsure | am
out of tine.

| wanted to say sonething about effective sanpling
pl ans because pl anni ng your testing program or whatever data
you are collecting, planning up front will save you a | ot of
time, noney, and heartache. | have seen a | ot of people who
haven't done the right planning, and there is nothing worse
t han having collected all this data to find out that you
col |l ected wei ght, but you forgot to note whether it was in
pounds or kil ogranms, and you had to throw it out.

So a robust sanpling plan will be, one, designed
to meet the testing objectives. The second thing is ensure
that sanples that are collected are representative, and
representativeness is very inportant. You can't do
100- percent testing. So you have to collect a sanple and
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t hen take those results fromthat sanple and generalize them
to the entire popul ation.

I f you do not collect a sanple that is
representative of the entire population, then you can't make
t hat generalization, and you have really m ssed an
opportunity.

Peopl e can take advantage of this issue of
representativeness or non-representativeness, and | have
told people you can probably find sonmething that will happen
inlittle, old, blue-haired | adies who drive purple mni
vans in New England, and it will be true for that popul ation
but not true for the rest of the country. This is the point
| amtrying to make here. |If you do not have a
representative sanple of neat and poultry establishnents and
what is going on, you will not get a correct picture of what
is going on in all establishnments at all points in tine.

You want to mnimze bias, and, again, this is
sonething that is inportant. | have never been in a neat
and poultry establishnent, but if you collect your sanple on
the first shift, first thing in the norning, ny bet is your
results are going to be a little different than on the third

shift at the end of the day, and you have introduced, then,
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a bias. There is no anmount of testing and sanpling that you
can do to overcone that type of bias. It is built into your
data, and it wll skew your results.

You need to address potential statistical
probl ens, specifically this heterogeneous distribution of
pat hogens and seasonality. |If you |ook at the
m cr obi ol ogi cal baseline surveys that were done in the
1990s, a lot of themwere only done in the spring and fall,
m ssed the summer nonths, and didn't actually capture
seasonality.

You need to ensure sanple size is sufficient to
provi de an appropriate |evel of confidence and power, and I
woul d I ove to have nore tine to tal k about confidence and
power because | think a |l ot of non-statisticians don't
under stand what those are, but, if you do not have
sufficient power to detect pathogens if they are present,

j ust because you don't see themthere doesn't nean they are
not there.

Many at FSIS, | am sure, has heard ne say nmany,
many tinmes that absence of evidence is not evidence of
absence. If you have a sanpling plan that has 20-percent
power, you are probably not going to detect pathogens, and
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it is not because they are not there. It is because you
didn't have the power to detect them

One thing that | think FSIS could do to greatly
i nprove transparency is start reporting what their
confidence and the power is of their testing prograns.

Confi dence and power gives people a way of neasuring the
effectiveness of a sanpling plan and eval uati ng whet her or
not it needs to be inproved or whether or not it is adequate
and puts the results into perspective.

Al'l of these things will, as | said before, ensure
generalizability and interpretability. | amnot going to go
over again what generalizability is, but | have been asked
many tines to define it. It basically nmeans that what you
want to do is you are doing an experience, whether you are
col |l ecting m crobiol ogical sanples for neat and poultry
products or collecting NRs or doing public health
surveillance, and you want to nake sure that you can take
that sanple that you have coll ected and generalize those
results to the entire population that you are interested in,
and if you haven't done a good job at devel opi ng your
sanpling plan, you are not going to be able to do that. In
the end, you will have wasted taxpayers' noney and tine.
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This is ny final slide. This is fromthe
"Ensuring Safe Food from Production to Consunption,” an NAS
report from 1998, and it has seven points. | thought it
woul d be good.

The one thing that struck nme is the attributes
that they define for an effective food safety systemare
many of the attributes that we have tal ked about here today.

The first attribute is it needs to be
sci ence- based, have a sci ence-based foundation using risk
anal ysis, and, of course, we are here, 11 years |ater,
tal ki ng about inplenmenting RBI, and it was sonething that
they recognized. W are making progress, but we need to go
a lot further.

Adequat e surveillance and reporting. W stil
have issues with this, and product tracing would go a |ong
way to both of these. Also putting nore resources into our
public health surveillance systenms woul d i nprove that.

Focus education and research, which Dan brought
up, and I would have loved to have Dan's slide to put up
next to this slide to put up next to this slide because a
ot of his points go right hand in hand with this.

Ef fective, consistent regulation and enforcenent,

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

111

this goes to many of the points that were raised today,

tal ki ng about devel opi ng better NRs, also tal king about
performance standards, a refocus on HACCP. This all goes
into an effective, consistent regul ati on and enforcenent,
and, of course, the response and adaptation to new

t echnol ogy and changi ng consunmer needs, which Dan touched
on, adequate human and financial resources which continues
to be a problem and as many peopl e have noted today, we
need col | aborati on and transparency, and the seventh one is
partnershi ps between State, Federal Governnent agencies,
private sectors, consuners, and academ a.

So I think we all agree on what the attributes
are, and what we need to focus now on is how we work out the
details. | think FSIS is headed in the right direction, but
there are sone significant challenges that they need to
overconme in order to do this in an effective way with the
best use of taxpayers' noney.

That is all | had. Thank you. If you have any
guestions, | wll be happy to take them | ater.

MR. PAINTER. Good afternoon, everyone. M/ nane
is Stan Painter. | amthe Chairman for the National Joint

Council of Food Inspection Locals. | amhere on behalf of
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t he union, representing the union.

It is good to be here. | appreciate the
opportunity to speak to everyone. | don't have a slide
show. That maybe good or not good for your benefit. |
guess that remains to be seen.

An ol d country preacher that | grew up with said
to get up, speak up, and shut up, that after a certain
poi nt, no one hears what you say anyway. So | amgoing to
take my watch off, and I amgoing to lay it down and
hopefully stay within the tinme [imts.

| want to touch base on sone of the things that

are concerns for the food inspectors and the people in the

field. | have heard a ot of talk just in the tinme that I
have been here, and | apol ogize for being late. | had a
prior commtnment. | actually was supposed to have been on

| eave this week. Nevertheless, that is the consistency and
the application in the field.

The agency has tasked the inspector with applying
processes and procedures, and, yet, the training is still
l acking. Inspectors get to a certain point in their career,
and the agency says, "Okay. |If you haven't been to training
by now, you don't need it. W are not going to send you."
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A training programwas devel oped a nunber of years
ago called FSRE, Food Safety Regul atory Essentials, and I
have not spoke with one inspector yet that has not gone to
this training that didn't say that training was a good
program but this is the problem Wen you go to the
training and you bring up sonething that the inspector says
nmy supervisor says to do so and so, then the instructor then
turns around and says, "Then don't do what we just told you.

You do what your supervisor says."

The uni on has brought this to the agency's
attention, and we had a comm tnent that those types of
things would stop. That has not stopped as of today. Wen
you devel op a good program and you want it applied, you need
to enable the person to be able to use that process, and
t hat goes back to the consistency that | have heard today
regarding the NR witing.

| amgoing to speak a little bit about the NRs and
the snmoke and mrrors. Barbara always does a wonderful job
with statistics.

The nunber of NRs are not an accurate reflection
of what actually goes on because you may have multiple NRs

under one nunber, and it is not an accurate reflection. You
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may have one; you may have a dozen. But it is recorded as
one deviation, and in the past, that wasn't the case if you
docunent ed each and every incident.

The agency uses this to say the process i s working
to say the NRrate is down, and no, the NRrate is not down.
The way that it is recorded is down.

| have heard sone talk as well about the MOUs.
The MOUs are abided in a manner that is better than what we
saw. In about 1996, | know I was involved in negotiations
with what was called "pre-HACCP, " SSOPs, and in about 1997,
the latter part, HACCP was going to kick in.

The uni on bought on to a concept that HACCP woul d
be an enhancenent to inspection, not a replacenent, and
al nrost i medi ately, that was out the window. Certainly, the
union feels as thought mcrobial testing was an outstandi ng
portion of HACCP. W support the E. coli testing, the
testing for salnonella, things of that nature, but wthout a
physi cal presence, it is |like renoving State troops and
turning the highways into the Audubon, where human nature
kicks in. W are driving down the road, and how many peopl e
| ook down and they are going 78 in a 70-m | e zone, and they
are going to pull over and give thenselves a ticket?
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Fol ks, ain't going to happen. Well, this sane
incentive kicks in with docunmenting your own
non- conpli ances. The union is of the opinion, HACCP has not
wor ked, HACCP has never worked, but could HACCP work? It
could, but I don't see HACCP wor ki ng under the current
structure.

That leads nme into the next thing wwth FSI'S versus
FDA. W have heard a |lot of coments lately regarding FSI'S
is the prem er agency in conparison to FDA. | wouldn't
argue that. |In conparison to FDA, we are, but why would you
want to go down the sane path as FDA? In the opinion of the
union, that's exactly where we are headed.

| see as a union, the agency criticizing FDA and
the | evel of inspection, the amount of inspection, and the
way they inspect, and, yet, we are headed exactly that sane
way .

A lot of people will say the union has just
concerns over nunbers. | amnot going to say we are not
concerned over nunbers. You can't say that | amjust going
to stop eating. You can say | amgoing to stop drinking, |
amgoing to stop snoking, | amgoing to stop taking drugs,
but we can't stop eating. W all have to eat, and we want
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our products to be safe. That is the main goal of the food
i nspectors. That is the main goal of the union. W want to
certainly be able to eat a safe product, and | know that is
the sane goal as the plants as well.

Staffing has been a critical issue. W have sone
pl aces that we are less than a percent of staffing shortages
at this point in tinme, and we still have places across the
nation, such as the Northeast, that produce a | ot of
product, that we are still over 19-percent vacancy rates.

| nspectors are gold go in the front door, wave at
them as you go through, and go out the back door. Fol ks,
that's not inspection. That is sone kind of drive-by
i nspection. You spend less tinme at the drive-through at
McDonal d's than you do at a plant.

An i nspector was assigned 21 plants to go to in
one day -- 21 -- and because the agency says that inspector
was assigned 21 plants to go to, the plant was covered.

Just because there was an assi gnnent does not nean there was
cover age.

| am not saying that happens every day. No, it
doesn't happen every day, but, if you have a sick child or
you have an el derly person that gets sick, that one day may
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as well be a thousand.

Qur union is working with our parent union, AFGE,
and anot her council on a trace-back issue, and the issue is
USDA wants to have farners, if you have 20 cattle, to ID
every cattle, every cow, but if you are on a feedl ot and you
have 200 cows, you should identify one cow W are of the
opinion that is not sonmething that we should be dealing with
or buy onto because, certainly, in |ooking at trace-backs,
last April we were in a neeting and we were talking about
the shedding of E. coli, thing of that nature. Certainly,
the ID-ing of the cattle would certainly help with the
trace-backs for E. coli. It would certainly help with the
trace-backs for the BSE

So we are trying to see what we can do to cone to
a happy nmedi um here and certainly not put the burden on the
smal | farmers and make sure that everything is done in a
fair and equitabl e manner.

| want to talk a little bit about PH S that
relates, and it also relates to RBI, things of that nature.

Today, as it started on Cctober the 3rd of 1999 in
GQuntersville, Al abama, product is being produced that goes
out the door, a ready-to-cook product that is never
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i nspected by an inspector.

It has been brought to the agency's attention a
nunber of tinmes. There has been nothing done about it. So
there is a potential that you could guy and buy a product

t hat was never inspected.

Product zoom ng down the lines at nore than 200 a
mnute, with one inspector sitting at the end of the |ine,
and that is inspection. The inspector is told, "Don't touch
the product.” Nunber one, it would probably be dangerous at
over 200 a mnute to even try to touch the product. It goes
by so fast, it is a blur, but, yet, you are supposed to be
able to see diseased product. You are supposed to be able
to see fecal contam nation as well or any other thing that

m ght render that product not whol esone.

We have not supported H MP based on those things
and certainly do not support risk-based inspection. 1In our
opi nion, H MP hasn't worked, so how is risk-based inspection
going to work? Risk-based inspection, in the opinion of the
union, is nothing but an inspection of H MP, and an
i nspector today has the ability to go into a plant, spend as
much tinme as they need.

Dr. Raynond, when he was the Under Secretary of

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

119

Agriculture, he and | had this debate a nunber of tines.

The inspector will evaluate how nmuch tinme they spend. Under
this risk-based i nspection concept, if this goes in, this
will actually dictate the amount of tine spent. So there
will be no flexibility on the part of the inspector, and it
woul d just al nost take an act of Congress in order to get
the tinmes changed in order to be able to neet the services
for the consuners. |If the plant were to have a question,
you know you are going to be limted in trying to answer the
concerns of the plant.

The agency needs to put out policies that are
under st andabl e because the plant and the inspector is where
t he rubber neets the road. The agency expects the inspector
to i npl enent what cones down as far as policy. Then they
expect the plant to adhere to the policy as well. It needs
to be understandable. It needs to be to where that we can
enforce it and where we can live by.

A concern that we are dealing wth right now and
we hope that it is not another situation of a watering-down
process, as nost of you know, we had a situation that
happened out in California with the Westland Hal | mark pl ant
regardi ng humane sl aughter and humane handling. The agency
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is devel oping a policy, as we speak, or they had al ready
devel oped a policy, and we are in the process of dealing
with it now, of doing a pen count, to count the nunbers of
head of livestock that is to be slaughtered, which the union
don't oppose that.

| think everybody needs to know, including the
pl ant, how many cows or hogs or whatever livestock is that
goes through that pen at that one tine, but this is our
concern. Qur concern is that that one act can now turn into
you count the nunber of head of cattle or livestock. You
al so do your antenortemat the sanme tinme, as well as your
humane handling. One-stop shop does all three.

So we are trying to deal with that nowin a
concept. The agency has given us that to negoti ate over,
but that is a concern. That is a huge concern for the union
because -- you know, | am going to be honest with you.
There has been a nunber of things that have happened t hat
the union feels Iike that the one that gets thrown under the
bus in the inspector, and, hey, the chips need to fall where
they may. |If the policy is not accurate and the policy is
not to whether the people can live by it, the plant can live
by it, and the agency can live by it, sonething needs to be
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done.

The agency, based on an O G report, pronoted 17
people into positions at a cost of $1.45 million per year
just in salary alone, not including benefits. Based on an
O Greport, the agency's interpretation was they needed nore
supervi si on

At this point in tinme, | represent about 7,500
bar gai ni ng unit people. There is about 2,500 managers.

That is one for three. | don't understand the concept. |
don't understand the concept. How many people does it take
to supervise an inspector? | would encourage people to
wite their Congressman about that.

| have read the O Greports. To ne, that was not
the intent of the OGreports to hire 17 new GS-13
supervisors at this cost when we have the staffing shortages
that we have at this point in tine.

The policy and devel opnent, at one point in tine,
the union was involved in policy. Wen an agency issued a
new directive, they would give us tinme to review and coment
on that directive. That is no longer. | think at one point
intinme, the plants were able to do the sane thing as well.

No nor e.
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| would |ike to see both concepts cone back
because the inspector and the plants have to be the ones to
work together, to actually live with the policy. So we
woul d certainly like to see that cone back and woul d
encour age the agency to do so.

The clarity of the regulatory enforcenent, that
goes back to sonme of the things that was nentioned earlier
and that is regarding don't do as | do, don't do as you're
trained to do, do what | tell you to do.

So we feel as though, we being the union, the
agency needs to |ead by exanple, and if you have a policy,
the policy is the policy and nove forward.

Most of my tinme is up, and | will be happy to
answer any questions that anyone has. Thank you. |
appreci ate the opportunity to be here.

[ Appl ause. ]

Panel Di scussion
Question and Answer Session

MR. WALDROP: Thank you very nuch to the panel.

| would Iike to ask the other panelists to pl ease
come to the front. W have a little less time for questions
than we were hoping, but | think we can get a few questions
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goi ng.

As folks are coming up, | would like to just kind
of pull out a few of the key issues or thenmes that we heard
repeatedly throughout these presentations. One is,
obvi ously, the inportance of continuous inprovenent and
constantly trying to nove forward. Part of the purpose of
this nmeeting is to focus in on what the agency has been
doi ng and how we can continue to nove forward, but you also
see that in the plants as well in ternms of trying to inprove
their processes.

Perf ormance standards was brought up by several
fol ks and how we can use those to continue to inprove the
process. Data, of course, was an obvious thenme that kept
poppi ng up in everybody's comments. W heard about needi ng
nore data, relevant data, useful data, attribution data -- |
t hink Bob, Maria, and Barb all pulled out attribution data
as being inportant -- and then the appropriate analysis and
use of that data to be able to inprove our system

Col | aboration with stakehol ders is another key
t hene that continued to be raised not only with industry and
consuner groups but also with the State and | ocal regul ators
and the inspectors and then, of course, comunication with
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all the stakehol ders and maki ng sure that everybody is sort
of on the sanme page.

| have several questions, but | amgoing to skip
those and go straight to the audience and see if folks in

t he audi ence have any questi ons.

MR CORBO H . | an Tony Corbo of Food and Water
Wat ch.

First, a comment. Bob Reinhard' s presentation in
terms of reticence about using the term "ri sk-based

i nspection,” | think the reticence is still very valid, with
me especially. Even in our discussions with FDA, the dunmy
inme still has a problemw th the concept, and oftentines,
in the neetings that the consunmer groups have had with the
FDA, | have had a hard tinme using the term

Chris Waldrop has actually tried to play the
ventriloquist as | amtrying to describe a process that is
ri sk- based inspection without using the term So I still
have a problem especially in |ight of the exercise that we
have gone through with FSI'S over the | ast several years.

So ny question is to Dan Engeljohn. In light of
the letters that you have received fromthe NAS regardi ng

where you are at and conpl enenting the presentation that M.
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Oria gave today, it does not seemto nme that we are nuch
further along than where we were a couple years ago, the
multiple treks to George Mason University. Were are we?
Are we any closer to having a systemthat is actually going
to work?

MR. ENGELJOHN: | believe that we are actually
further along than where we started sinply because we have
received input as to what our weaknesses are or what the
vul nerabilities are and what we need to fill in terns of
know ng nore about the data that we have or collecting
better data.

So | think the issue about knowi ng what data we
have and the process of analyzing it, | think that has been
i nproved and has further inprovenents to be nade.

In terms of inplenenting it in the form of
depl oying resources differently within plants, that has not
progressed. | would say that is still on the books to be
defined as to what we do and how we do it because | think it
is critical that the data be there first and that we
actually can use it and actually know what is going to
happen before we put that in place.

So | think the issue about internal things, |ike
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scheduling verification tests or using the data to suggest
that we need to do a food safety assessnent earlier, | think
that, yes, we are much further along today than what we

wer e.

So | think the tinme that we had in terns of
getting the feedback from stakehol ders has been
extraordinarily val uabl e and necessary and was a good thing
to happen, but, in ternms of inplenmenting it to just take our
resources fromone facility to another, no, that hasn't
progressed, and | think there is still quite a bit of tine
before we woul d get there.

MR. WALDROP: Dan, can | do a follow up, since |
have the m c over here?

[ Laught er. ]

MR. VWALDROP: In terms of those NAS
recomrendations that Maria did sort of highlight, howis the
agency going to absorb those, and then how will you
communi cate with the public in terns of which ones you
deci de are appropriate to follow, which ones you nay
di sagree with and not follow? How is that process, so the
rest of us understand how you are going through those

recommendat i ons?
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MR. ENGELJOHN: My understandi ng of the

recomendati ons nmade and where we are with that is that |
know t hat there has been a significant anount of tine going
over the comments nade and addressing them

Erin Dreyling is here, actually, who is
principally working on addressing those issues.

Quite frankly, I don't know if there was anyt hing
t hat was suggested that we woul d disagree with. | think
everything there was stuff that we need to deal with, and I
think our plan is to deal with them

If I amnot mstaken, | think our intentionis to
make soon, relatively soon, a posting of that information.
We wanted to run through the process of always wth peer
review and so forth, but | think our intention was to make
known how we woul d respond.

Erin, 1 don't want to put you on the spot, but I
think it is inportant perhaps for you to just tell us what
we are doing.

M5. DREYLING W are doing a few things in
response to the review that Maria went over.

First of all, we are revising the report we
di scussed. W have now begin to use the term "public health
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decision criteria," that we got from NAS and al so from sone
of our other stakehol ders, that our approach to making

ri sk-based decisions in our establishnments should be terned
"public health decision criteria,"” and that is the termwe
are using.

We are revising our report in response to the NAS
coorments. | think | need to clarify how we are proposing to
use what we laid out to NAS. We are proposing to use that
to informwhen we do food safety assessnents and when we
woul d do a new i nspection procedure in sonme of our
establishments. So we are not proposing at this tine to
i ncrease or decrease inspection across establishnments or to
nove inspectors fromone establishnment to another based upon
what we laid out to NAS.

Al'so, we are going to do a nunber of statistica
analyses to try to better show predictive rel ati onshi ps
between the criteria that we laid out in the NAS report and
the future behavior of that establishnment, and we al so do
feel, though, that the criteria we are using to nake
deci si ons about when we do FSAs is what the agency has been
doi ng for many years.

Those establishnents are the ones that are not in
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conpliance with our regulations or clearly have bad

behavi or, and we, therefore, think it is totally public
health protective to go to those establishnents to do a food
safety assessnment or to have our inspector do a nore
conprehensi ve procedure in that establishnent.

So that is a very brief review

MR, ENGELJOHN: We are going to nmake that
i nformati on known. Right?

M5. DREYLING We will be revising the report, and
that will come out publicly. | am hoping by August that we
wi |l have that report out publicly.

ATTENDEE: Chris, while Erin is here, could | ask
two quick foll ow ups?

MS. DREYLI NG  Sure.

ATTENDEE: Anong other things, the NAS said it
really had inappropriately used the term"algorithm" Are
we going to flush "algorithnm now, since it is not an
al gorithn?

M5. DREYLING Well, the NAS report is a bit
conflicted in that. They say that an algorithmis a set of
criteria with which you nmade decisions. W have laid out a
set of criteria to make decisions with, but in order for
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sinplicity's sake, we are going to call our approach public
health decision criteria. So we will not say that we are
doi ng a ranking al gorithm

ATTENDEE: Al gorithmis usually based on a
mat hemati cal fornul a

Then you are quoted in one of these reports saying
that supervisors will also be trained to use a nore
stream i ned i nspection review process. Can you tell nme what
that i1s?

M5. DREYLING An inspection review process?

ATTENDEE: Yes.

M5. DREYLING | think what that may be referring
tois that we were asked during one of the conmttee
nmeet i ngs about how i nspectors are reviewed by their
supervisors, and there is |IPS process where inspector
supervisors will review the NRs that they wite.

ATTENDEE: Thank you. Thank you. | understand
that. That is exactly what this is. Thank you.

MR, WALDROP: Stan?

MR. PAINTER Let nme just give sone clarification.

The I PS process is not about reviewing the NRs that are
witten by the inspector. The IPS process, there is a
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directive that came about fromthe agency in about June of
2002, and this IPS process is just an overall assessnent
that is used as a guide to rate the inspector for their
required performance rating. |PS processes are done on
GS-7's, and the agency doesn't even allowthe GS5-7's to
wite NRs.

So the IPS has really nothing to do with the NR
process. Even when GS-7's find violations, they should be
witten up by sonmeone el se. The agency doesn't even wite
those up on an NR, soneone that can.

M5. NESTER. | amFelicia Nester with Food and
Wat er Wt ch.

Since this is about the direction that FSIS is
going in, | just wanted to take the opportunity to state ny
favorite things that FSIS has done recently. The neetings
| ast year on E. coli and traceability, sone of the new
noti ces and directives that increase the sanpling of trim
the sanpling of ground beef, the Directive 6410.1, which
describes at |least for the first time, in the interest of
transparency, a consumer, someone who is not as well versed
in all of these issues, as nost of us here are, can | ook at

6410.1 if they would ever want to do that and find out the
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specific things on the slaughter floor that can cause real
problens. That is the first time | have seen it in FSIS
l[iterature, and | think that is a real step in the right
direction.

A lot of people nentioned transparency. | think
that is real critical. W have all been involved in this
RBI process for a long tinme. | find it disturbing that the
NAS report says that the commttee found it a challenge to
eval uate the adequacy of indicators of process control, dot,
dot, dot, wi thout a clear understanding of the rationale for
t he general approach. That is a very polite way of saying
what the heck were you thinking when you gave us this piece
of paper, and it is disturbing because we know that there
are a lot of resources being expended on this process. W
had a I ot of public neetings. It is disturbing that it
takes so many years and so much encouragenent for the agency
to focus on things that sonme stakehol ders brought up early
on, the issue that the Iimtations of the data were not
clearly spelled out, the assunptions behind the data were
not clearly spelled out, after we had all of these public
nmeeti ngs.

So | am focused here on transparency. How is it
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transparent ?

Dan, you had one of your slides that said every
animal is, quote, "afforded a critical inspection
before/after slaughter processing,” and then Stan tells us
that in HHWWP plants, the birds are flying by at 200 a
m nute. The inspectors are not allowed to touch them not
allowed to | ook at anything but the front of them They
don't see the back. They are not allowed to | ook at the
inside, and the viscera is not inspected.

So, in the interest of transparency, for the
public to be involved in this process, how do those two
t hings square? | see a problemthere. So those are ny
comments, and now | have got one question for M. Dopp.

You were saying that AM is very interested in
getting nore plants to hold product, so that it is tested.
So a potentially dangerous product does not get out there,
and that will prevent recalls. Right?

MR. DOPP: It will reduce the nunber of recalls
t hat occur, yes.

M5. NESTER. Right, based on testing. W wll
still have recalls based on ill ness.

What is AM doi ng about the fact that nost of the
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testing, nost of the positives that FSIS finds, are at the
tiny little plants that have the tip of the ice berg of the
product? |Is AM concerned about the ice berg? Are you
concerned about the fact that when that little plant holds
that product, it won't nmake it in the news that that 4,000
pounds tested positive, but are you concerned about the

10, 000 pounds behind that or the 400 pounds that they find
at the small plant and the 10,000 pounds behind that? And
are you concerned about -- what are you doing about creating
a pressure on the slaughter plant to clean up? Because
otherwise, with your plan, recalls go off the front pages.
We never hear anything about it, and the public doesn't
understand that contamination is still going through the
systemand is not being traced back to the cause.

MR. DOPP: Well, your question presupposes that
there is contamnation that is automatically going through.

| amnot sure | would agree with that.

The point of the test and control request -- first
of all, let nme back up for a second. W encourage every
plant to hold product whenever it is tested, and that is
regardl ess of whether the testing is done by FSI'S or whet her
it is their own testing.
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| nean, as nany tests as the agency runs, as nany
sanpl es as you pulled, 80-, 90,000, whatever it is on a
gi ven year, the industry pulls mllions. It takes mllions
and mllions of sanples. You know that.

We encour age everybody that you al ways, al ways,
al ways shoul d hold product to get sanpled until you get
results, whichever way you want to go. Positive or
negati ve, you know what to do with it. That is fine.

| amnot telling you that on occasion, sonething
doesn't -- there are a couple of exanples in the |ast couple
of years where a couple of the | arger conpanies shift
product, had a recall because they had shipped product. It
was shi pped by m stake, but | can guarantee you that the
conpany policy is we don't ship anything until we get a
result back

The purpose of our request is to avoid -- yes, you
are right. Most of those recalls are smaller operations.
There is one recall that the agency has got up there for 1.5
pounds of hot dogs. It is in nobody's interest to take the
resources that are necessary to go through that exercise
when they coul d be devoted el sewhere. That is the sinple

fundanmental point of our request.
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Those resources, both from an agency standpoi nt
and froma conpany standpoint, can be better served,
al | ocated el sewhere, if you have a sinple policy of hang
onto the stuff if it has been sanpl ed, period, end of
di scussion. That is the sinplicity, what we were attenpting
to acconplish

M5. NESTER  That didn't really answer the ice
berg question.

Bet ween ' 98 and 2003, about two-thirds of the
recalls came fromplants that did not slaughter product.
They processed only. So they were processi ng sonebody
el se's bad product. So what are you doing about the ice
ber g?

MR. DOPP: Well, 1 guess you are sort of Iinking
our request of test and control to that other issue.
don't think they are |inked.

Qur request is sinply, again, to keep the product
under control. \Wat everybody should be doing to produce
better, safer product is unrelated to the test and control
issue. That is just the way to manage what gets out the
door. | mean, that goes back to meking sure that your HACCP

pl ans are adequately designed, that it is structured
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properly, and it doesn't matter whether it is E. coli or
listeria, whatever it may be. | think you are m xi ng appl es
and oranges a little bit, at least that's -- maybe | am

m ssi ng sonet hi ng.

M5. NESTER: Yeah, | think so.

The question is the inpetus for your pressure on
FSIS. What are you trying to acconplish?

MR. DOPP. Let ne give you a very specific
concrete exanple of what we are doing, and I will give it to
you in the listeria context.

| think, Bob, you are the one who nmentioned we
have done 22 or 23 listeria workshops in the past 8 or 9
years. Bob serves on the faculty, as does John Butts, as
does Bill Sveim as does Randy Huffrman, for exanple. A
bunch of conpany people, they are the faculty. They are out
there sharing their information with what -- 2,000, 2,500
peopl e have attended those workshops over the past 8 or 9
years, and it is bearing fruit. W are not seeing the kinds
of outbreak. That is an exanple. W are actively engaged
in this, though. So we are doing a |lot of things by way of
educati on.

Now, are we getting to everybody? No, probably
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not because not every small -- for exanple, not every
federally inspected establishnment is a nenber of ours.
wi sh they were, but they are not.

But to suggest that we are not doing everything, |

think is inappropriate, and those are just a couple of

exanpl es.

M5. NESTER. Can | just say one |last thing?

MR. VWALDROP: All right.

M5. NESTER | am not suggesting that you are not
doi ng anything. | am suggesting that you are pushing the

recall policy because you want to stop the bad news, but you
don't want to go back and take -- you don't want FSIS to go

back and cure the problem

MR. DOPP: | would respectfully disagree. That is
not the purpose of the request. It is sinply to elimnate
the -- it elimnates the nunber of recalls. It allows

agency resources and conpany resources to be reall ocated and
redi rect ed.

| just have to disagree that we are not trying to
bury sonething. It is that sinple.

MR. WALDROP: Barb, did you have a --

M5. KOMLCYK: Dan, did you have a conment ?
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MR. ENGELJOHN: | would have just two short
responses on the issue.

The first is perhaps a plea to understand nore
about the consuner, as well as Stan's issues fromthe
i nspector, the issue going back to himbecause | do think
that there is a need for us to get on the sane page as to
what is it that is actually critical to inspect on a
carcass, and particularly if it is young. |If it is birds
froma flock and it is a young flock, as opposed to ol der
birds, and the di sease condition that m ght be there versus
an older flock, I think there are critical differences
there, and, presently, the H MP programis not for the ol der
birds. It is for the younger ones that generally are
heal t hy.

So the issue of what actually is public
heal th-rel ated versus sonme of the quality things which
frankly, many of the inspection tasks that we do are
quality-related, so we really do need to get on the sane
page there, and |I think that can answer part of the question
about what is or isn't inspected and is the viscera
i mportant.

So | think there is a need to refocus. W haven't
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actually tal ked about that for quite sonetine, and | am
happy to reengage in that discussion. So | would like to
get at that.

But at the issue of, again, doing what we need to
be doing to get at risk, using "risk" perhaps
i nappropriately, but it is the best term| have, we
recogni ze that OL57 is creating a |ot of problens for us.

We started at ground beef, and we really do need to nove
this system back, but we have said we are going to start a
program which gets at the issue of product that is noving in
the market that hasn't yet been through perhaps all the
interventions that are applied to trimor through the
sorting programthat occurs through disposition CCPs.

That will help us identify, again, nore
i nformati on about the slaughter operation, which is where
the problemis occurring.

W also said that we are intending to find a way
to utilize the industry's data that they are collecting when
t hey get information about suppliers that indicates there is
a problemfromthat supplier. W don't do anything with
that today. It doesn't trigger any FSIS response to go back
to that supplier, and we know we need to do sonethi ng about
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that. So we are building a process to use that, and it is a
process to, in part, encourage the testing that is

i dentifying problens, but right now we are only respondi ng
in the STEPS programto the FSIS dat a.

There is a wealth of data that could be better
used to get back to a problemsooner. So I think that gets
at two of your issues anyway.

MR. DOPP:. Can | add a thought to that?

MR, WALDROP:  Sure.

MR. DOPP: The comment pronpted nme to think.

Again, in response to your question and sort of
inplicit inthis is that we are trying to hide the ball a
little bit, frankly, which I obviously don't agree wth.

| f the conpany has to hold the product and there
is a positive result, there is nothing that prevents the
agency from one, if they inplenent the policy we have asked
for, there is no recall, but that doesn't preclude FSIS from
goi ng back upstream and doi ng exactly what you are
suggesting. So | fail to see how this request that we nade
in any way adversely affects anything.

M5. NESTER MW first question was what are you
doing. Are you encouraging FSIS? Are you participating?
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MR. DOPP: In what respect?
M5. NESTER  You are tal king about wanting to work
with the agency to push the policy. Are you pushing FSIS to

go back? Are you pushing for the policy?

MR. DOPP: Actually, what | was asking for was an
opportunity -- and Stan said this earlier, and I couldn't
agree with himnore. There was a tine -- first of all, | am
troubl ed by the regulations and notice and directive.

M5. NESTER. Me, too.

MR DOPP. Well, I think we all are - which has
been around for 10 or 12 years at least, if not |onger, and
Stan is right. There was a tine when the industry, the
i nspectors and others got an opportunity to take a | ook at a
notice or a directive and say, you know what, the objective
here m ght very well be fine, but how you are goi ng about
it, it won't work.

Bob is a good exanple. There are a |lot of smart
people in the industry who don't necessarily disagree with
the objective or the target or the goal of the agency, but
we di sagree sonetinmes with how they want to go about doing
it because there are sone people, with all due respect, Dan,
in the agency who have very little, if any, experience in a
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pl ant .

Now, there are a | ot that have sone experience,
but the fact of the matter is there are people who are
witing sone of these policies, sonme of these docunents,
t hat have never been in a plant and don't really understand
how it would work and how it could be made to work better if
we were given the opportunity, but we are not, and that is
sort of ny fundamental thesis when | was suggesting
col | aboration is sonething that ought to be considered a | ot
nore careful ly.

MR. HI BBERT: A quick comment on that, if you have
a situation where Mark gets to | ook at the directive and
Stan gets to look at the directive, then Felicia is going to
be very unhappy that she doesn't get to |ook at the
directive, and if she does, then sonebody in the back of the
roomis going to be unhappy.

The answer to that is the good ol d-fashi oned
process called --

MR. DOPP: Rul emaki ng.

MR. H BBERT: -- Notice and comment rul emaki ng.
The agency goes on record, and anybody who gives a damm can

say whatever they please on the record, and the agency has
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to deal withit.

MR. WALDROP: W are going to go to Barb and then
we will --

ATTENDEE: Let ne just comment back on this.

MR. VWALDROP: All right. Go ahead.

ATTENDEE: | have been trying to get it in.

Hi bbert suggested we ought to go back to notice
and comrent rul emaking, and | want to know if there is
anybody on the panel who thought that was a bad idea or
anybody in the roomwho thinks it is a bad idea.

[ Laught er. ]

MR. ENGELJOHN: | will speak to the issue.

| think it depends on what you are going to cal
notice and rul emaki ng and the conplexity of that.

If we are tal king a Federal Register docunent,
FSI'S can't nmanage an inspection programon a day-to-day
basi s, unlike other agencies that regulate and nuch
differently. | don't think it is a nanageabl e system but
if the issue is to get at what is notice and coment and it
is a fair opportunity for people to give input before you
i npl enment sonething and adjust it is provide the notice or
directive as a draft form get comment on it, nodify it, and
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then say there is an inplenentation date.

If that is what you are tal king about, | would
whol eheartedly support that. W don't do that now. | would
say we stopped doing a formof that because we did used to
do that to sone extent.

ATTENDEE: Briefly.

MR. ENGELJOHN: Because there was an abuse of a
system and it identified a vulnerability for the agency for
whi ch we stopped it, but | personally think that it would
benefit everyone to nake the information known in draft form
ahead of tinme. This is what we are intending to do, take
comment on it, nodify it, issue it on an inplenentation date
that is feasible and practical.

As a policy person, | think that would be great.
| can tell you that there would be strong opposition to
that, but tinmes are different. | really think that if we
are going to get at this transparency, we are going to get
this col |l aborati on.

If I could add one little mnute to this answer,
we have built in an obligation for FSIS to identify up front
what objectives we want to achieve by the policy that is
i ssuing, so that we put in place a nechanismto neasure its
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effecti veness.

Again, it is an opportunity to tell us whether or
not we have identified the right objective and how we are
going to nmeasure that and then hold us accountable for
maki ng it known what our results were.

| think it is an opportunity. It is one for which
we have not entertained of recent, but | think it is a new
day.

ATTENDEE: Well, if you ever get an Under
Secretary, that will be our first chance.

[ Laught er. ]

MR. ENGELJOHN: | didn't want to cone off as it is
a bad idea. It is a bad idea if you are tal ki ng Federal
Regi ster docunents, but if you are tal king about a different
process, | think that that absolutely is the best thing for
all of us. It is just not being considered.

ATTENDEE: There could be a grading system |
think the conplaint earlier -- and we really heard it across
here -- is that one regulation 13 years ago now and
everything el se done by directive, it is not a good way
runni ng the system

ATTENDEE: Okay. Well, | think that we have an
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opportunity for progress here if we can --

MR. WALDROP: If nothing else, this neeting has
pushed us in that direction perhaps.

MR. ENGELJOHN: But | would characterize it as Dan
Engel john thinks it is a good idea, just so it goes on
record.

ATTENDEE: | apol ogi ze for butting in, but |
didn't want to lose that train of thought.

MR. WALDROP: Barb, do you have anything in there?

M5. KOMLCYK: W thout reengagi ng the conversation
again, | just wanted to comment on the discussion that was
happeni ng earlier.

| support test and hold, but it comes back to this
i nappropriate use of data, and that is the point I wanted to
tie in.

Wth the advent of test and hold, which is a good
intervention, you are going to see the sal nonella
verification testing positives go dowmn automatically. So

that is why | nmade a big point that you can't then turn
around and say, well, the preval ence of pathogens in neat
and poultry products have gone down. It is just that you
have devel oped a better way of catching them They are

MALLOY TRANSCRI PTI ON SERVI CE
(202) 362- 6622




10

11

12

13

14

15

16

17

18

19

20

21

22

148

still there. You are just not finding them

That is why | get very concerned about the use of
the salnonella verification testing data and recalls, for
that matter, and using those data to assess risk and to
build attribution nodels and say what is going on in neat
and poultry products because there is a bias built into them
right fromthe get-go, and | think that that is a problem
There needs to be a way to deal with it and encourage, while
at the same tine, encourage plants to use, test, and hold
because we do want to make sure that contam nated products
don't reach the marketplace, and if that is a good way and
we can use those |imted resources sonmewhere else, then
let's doit. W have to then be careful about how we use
that data and what it actually neans.

MR. VWALDROP: We are about out of tinme, but we
will take one nore question, if the panel w Il indul ge ne,

and then we wll have to wrap up.

MS. BUCK: | am Pat Buck, and | amwith the Center
f or Foodborne |11 ness Research and Preventi on.
First of all, I would |ike to thank the panelists,

and | would like to thank whoever sponsored this neeting
t oday because | thought it was very, very informative.
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| think the thing that | kept hearing throughout
this whole thing is the lack of transparency, as Felicia
poi nted out, but also the lack of data, and | think the
chal lenge that is going to be for all of us is to really
beconme proactive and allow the data to be devel oped and to
allowit to fall out the way it is going to fall out.

There is going to probably be some fal se | eads at
first, and I amjust concerned that the industry or the
agency is a little apprehensive and nervous about taking the
data, taking us to the next |level, where we wll get this
food attribution data, so that we can start naking the
nodel s, so that we can start doing the interpretation and
the analysis that is vital to produce, say, food in the 21st
century. | think it is a big, big challenge, and I am
really encouraged that with sonme of the things that were
said here, | amreally, really encouraged that you are
interested in collaborative work together.

Dan, | don't know if you realize, you really got
beat up here today.

[ Laught er. ]

ATTENDEE: That was really nice of you, Dan.

[ Laughter.]
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M5. BUCK: But | am encouraged. | amvery
encouraged. Thank you, Chris.

MR. VWALDROP: Bob, you nentioned attribution data.

| didn't know if you wanted to nmake any comments in
response to that.

MR. REINHARD: Coll ecting data nakes everyone
nervous, and the problemis lots of tinme you collect data,
and then you realize you need to collect nore data or that
you need to do sonething differently with your data than you
assunmed when you started collecting data.

Peopl e just have to get over that. Everyone wants

results fromthe data i medi ately when they go collect it

because they think whatever you are going to do will lead to
the answer, and it doesn't always do that. It is a very
time-consumng process. It is alnost like alifetine

commtnment, so we are going to keep collecting data, and
then we are going to eventually, scientifically,
statistically, put the data together, so we then can
understand how this systemworks. It is a very conplicated
system

| have collected |ots of data, had |ots of

different statisticians. | amnot a statistician, but one
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time in grad school, | did prove statistically the Earth is
flat.

[ Laught er. ]

MR. REINHARD: | had a little paper onit. So
that was nmy one |l essons | do renenber |learning in
statistics.

Getting people together, they will say the data
means sonething different to everybody, but lots of tines,

t he data says we don't know what the data says, and | think
it is very difficult. It is a step we have to take. It is
a place we have to go.

Lots of the data, there is industry data that
either say FSIS' s data is very good and very on target or it
is not. Wth the listeria, with the salnonella, there is
hundreds of thousands of sanples. | have seen conpil ed
i ndustry data. They are very cl ose.

So, when you get into just |ooking at their
verification data to industry data, it is very statistical,
which is every shift randomly every day for |ong, |ong
periods of tinme. Their data is not far off over tine. Any
snapshot in tinme, it is not good. You can't use that, but,
over time, their data is actually very good and very cl ose,
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in my opinion.

So | think there are opportunities there, but it
IS just a commtnent.

M5. KOMLCYK: | agree with you. Collecting data
is lifelong, and as a statistician, | have heard it all.
Statistics is considered black magi c, what they say, "lies,
damm lies in statistics.” It can get abused and m sused,
and one of the ways that you prevent that from happening is
by defining your objectives up front, |aying out your
sanmpling plan, and then follow ng your sanpling plan, rather
than letting the data | ead the way.

You actually have a plan that is based on theory,
and you followthat. It is alifelong, and that is why you
have this Pl an-Do-Check-Act, and it never stops. W are
probably never going to get to zero pathogens, but we can
get really close, and we can always inprove. But it is
going to mean this lifelong collection of data, and this is
why | keep harping on the sanpling plans and defining the
obj ectives because that will prevent this abuse and m suse
of statistics, which is a valid concern.

MR. ENGELJOHN: If | can add just one point that

is alittle different than what has been raised, | woul d
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characterize that FSIS traditionally has had fear of
actually collecting data. | nean, we just sinply didn't
collect it because then you had to figure out what you were

going to do wth it, and, in particular, when it cones to

| ooki ng at pathogens in product, the fear of who is going to
criticize you for not doing sonething about it, | think you
are pushing us in the right direction of collect the data,

figure out if over tinme there is a change, and then make
sure that you have got a place to develop policy that is
affect to address the issue, as opposed to you don't coll ect
it at all and wait until there is a problem and then
automatically then nove forward.

We have sinply got to change that stance. So I
woul d say the data that we have, we tried to cone up wth a
good plan for. W can do so nuch better, but I amnore
worried about the fact that we have this inability at tines
to just nove forward sinply because what are you going to do
with it, and I think that is where you need to be pushing us
to help us over there.

ATTENDEE: Well, there were sone suggestions at
public neetings a couple of years ago to find sonme way, sone
structure that would nmake industry confortable wth having
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uni dentified source data be put into a pool of data in order
to give FSI'S sone nore good nunbers, and it seens to ne
there ought to be a way to work out a structure that would
protect individual conpanies and get those nunbers into a

pl ace where there can be sone use for it.

| don't know if there are any nodels for that
el sewhere in governnent or not.

Maria i s shaking her head no.

MR. ENGELJOHN: | do think it is a trust issue,
and we really need to get beyond that and just nove forward
as well. | think that is a bigger problem

M5. KOMLCYK: | have to go catch a plane, but |
think the answer is, yes, there are ways that you can do
that. It will take tinme, and it will take trust, and it
wi Il take collaboration, but there is data collected on
people all the time that is then brought together and
presented in a public manner on the drug side of things, and
that is protected information.

So there are ways that you can do that. It is
just a matter of the will. | think that one thing that
struck nme, at |east the past couple of years, is | think you
are right, Dan, but it is going to take a cultural change is
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what we are tal king about, and cul tural changes are pai nful,
and they take a while to adjust.

MR. WALDROP: Well, | amobviously a terrible
noderator, but | felt the conversation was so robust that |
didn't want to interrupt it.

So | would like to thank the panelists very nuch
for their participation and for staying throughout this.

[ Appl ause. ]

MR. WALDROP: Thank you, all of you, for sticking

around and participating, and have a good eveni ng.
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