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PROCEEDI NGS

(8:51 a.m)

CHAI RVAN BI LLY: The opportunity for these
conpanies to sell their products where they are now. So
they are saying have this approach, address this possibility
that you could be significantly restricting the opportunity
of these folks to market. And | don't think it has anything
to do with the -- maybe we coul d reverse the | anguage and
tal k about specifically what the problemis that needs to be
addr essed.

M5. MUCKLOW M ght | suggest that you change the
word, "marketability", to accessibility? | think the word,
"marketability", may be the wong choice or words there.

And the other point that I would nmake is that this is a
change in the | aw as has been nentioned several tines.

Maybe this provision needs to be integrated with
the other legislative initiative of the Secretary so that it
can all be tinmed together. | have got sone other comrents,
but that addresses that specific issue.

DR. WOTEKI: Dal e?

MR MORSE: | was just going to nmake sone
potential nodifications of the wording to nake it stronger
on the safety/health aspects. For exanple, the first bullet
could be sonmething like, "W are in favor of nandatory
i nspection of exotic species which pose the sanme health
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risks as currently inspected species.”

The third bullet, perhaps that part of the
argunment coul d be noved down into the fourth bullet as
anot her part of the cost benefit so that -- but | think we
wanted to retain something about the safety in the third
bull et, "Ensure the safety of the product in interstate and
i nternational conmerce”, because there was al so a concern
about products coming in fromother countries that m ght not
nmeet the sanme criteria

So we wanted that to be retai ned sonepl ace and
then nmove this current, | guess, marketability -- or change
to "acceptability to product” down into the fourth bullet as
part of the increased detail that is going to be needed to
get this through the cost benefit and the other issues,
change the focus a little bit.

M5. DONLEY: Can | ask a question for
clarification here? It is ny understanding that the
i ndustries thensel ves want to be inspected. They want
mandatory i nspection on this. But the way that | amreading
this -- and if | amreading it wong, junp in and tell nme --
but the way | amreading this is that they are saying, "W
want mandat ory i nspection.”

But they are asking -- it is asking for an
i mredi at e exception to current laws that apply that right
now there is proposed |egislation to nove for the state-
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inspected neat to go into interstate cormerce. But they are

asking for this immrediately at the sane tinme. So it's not
asking -- it's asking for a special program if you wll,
attached to this one docunent.

MR MAMM NGO That is incorrect. They have
interstate commerce right now for state inspected exotics.
They have international comrerce if they can neet whatever
criteria that another country m ght inpose. They already
have this.

What this is say, Nancy, is that if we bring down
mandat ory i nspection upon these exotics, make them anenabl e
to the federal statutes, then they fear that state-inspected
buffal o woul d not | onger have access to interstate conmerce
as it has now or state-inspected ratites could not go in
i nterstate comerce.

So they are asking for mandatory inspection and
| eave the rest of the rules the sane.

V5. DONLEY: But wouldn't that open up a huge
Pandora' s box by saying, okay, the rest of the anenabl e
species industry is saying, "Wait a mnute, if they can do
it, why can't [|?"

MR MAMM NGO Well, and then you can go to the
cattle and pork industry and say, "Wy can't | under state
i nspection?" This Pandora's box is always capabl e of being
opened as long as there are restrictions over one part of
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the teamis efforts in interstate comrerce which | egislation

has been proposed and agreed upon by this conmttee to
address. If that comes to pass, it will be a noot question.

V5. DONLEY: Right.

MR MAMM NGO It is not that, but that is no
guarantee that that will cone to pass.

V5. DONLEY: And | guess | am suggesting that we
take it in steps that -- in two steps, is take it to an
anenabl e species and then once it is there is when the
interstate legislation is passed which | think we are al
reasonable sure that it will be. Then it noves right al ong
at the same tine at the sane pace.

MR MAMM NGO | have no problemw th that you
have to say as |long as you understand that they are saying
we al ready have interstate comrerce now.

M5. DONLEY: Right, | understand that.

MR MAMM NGO And this legislation could take
that away for no other reason than buffalo are now an
anenabl e speci es under the federal statutes and regul ations.

You know, they are just saying, "Okay, we will submt
ourselves to mandatory inspection. Don't take anything el se
with it." | mean, you know, you can argue and take a stand
on that issue. But the fact is that they have it now. They
have interstate comerce now.

DR. WOTEKI: Caroline?
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M5. SMTH DeWAAL: | would like to agree with what

Dal e suggested in terns of bringing the issue of food safety
into the docunment nore than it is right now | think part
of the objection about marketability is we really haven't
seen nuch discussion in this docunent yet about the real
principle here is a food safety principle.

So | would Iike to support what Dal e suggested in
terms of bringing food safety into the docunent nore
explicitly and noving the marketability down into the fourth
bul I et .

CHAI RVAN BILLY: And that would be done by in the
first bullet adding |language. Dale had sone, but | wote
down, "Due to the public health risks", and then | put in
par ent heses, "(they pose the sane health risks as other
simlar species)", or sonething |like that. That is what you
are tal king about, sone |anguage |like that.

M5. SMTH DeWAAL: Right. 1In the first bullet,
and then didn't you have sonething in the third bullet?

MR MORSE: Yes. | was just nodifying the third
bull et to, again, back the safety issue and sort of the
safety of, | don't know, product in interstate and
international commerce because there are concerns about the
potential for international product | guess potentially
entering the country if it doesn't have the sane saf eguards,
and then nove the marketability or accessibility into the
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fourth bullet.

In the fourth bullet, I would also add in addition
to the public health data, maybe to be nore specific that
public health and m crobiol ogical data. So we feel that it
probably already exists in ternms of culture data that
docunents the pathogens in these species, that that would
make -- help nake the public health issue because there may
not be as many out breaks associated with these species which
are still small in frequency. But you certainly could
docunent the risks through pathogens that are present.

M5. HONI GAN: | guess ny thought on this, you
know, when we were doing this that when we nmet again in six
nonths, that Dr. Post was going to be back w th our group.
And really, on bullet points 1 and 2, you know, we are
pretty solid on those.

But everything else, he was going to cone back to
the table with an update. 1In a year, he would have the
conpl eted paper. W would be better informed because
hopefully we woul d have t he paper ahead of the neeting and
we could read it all through. And we would better
under st and.

So, | nmean, | am not opposed to changing the
| anguage in these bullet points. Please understand that.
But we are also looking for a significant update from hi m at
t he next neeting.
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M5. SM TH DeWAAL: And one ny concerns though is

that I think it is inmportant for us not to think about FSIS
as a marketing program | nean -- and that's -- when | see
marketability in the third bullet, it -- and | think that is
part of what Nancy has been reacting to.

It is like this isn't a marketing program They
may see opportunities once they have inspection to better
mar ket their products. But that is not what this is. It is
a food safety program

M5. HONI GAN:  And that was never the intent of the
subconm ttee last night. | nmean, we clearly thought that
mandat ory i nspection should be there because of food safety
reasons. Collette?

CHAI RVAN BILLY: So we were going to change
"marketability" to "accessibility.” | think that m ght be a
better word. It is about access.

M5. SM TH DeWAAL: But it's access for who, Tonf®
I m conf used.

CHAI RVAN BI LLY: For the industry. In other
words, the industry, it's just what M ke just descri bed.
They currently have access to interstate conmerce and
foreign commerce. And the idea is that as you nodify the
| aw and devel op this system they end up with that sane
access. That's the issue.

In other words, it would all be under inspection
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and whatever the criteria are. But they are just concerned.

As busi ness people, | can see where they are comng from
They currently have built a business that may have sone of
their product flowing to other countries, sone of it flow ng
to various places in the United States.

And they are supporting -- we have heard from
them they are supporting com ng under nmandatory inspection.

But in the process of doing that, if you shut off their
mar kets, they may | ose their business. And what have you --
you see, so it's |like find an approach that anong these
ot her things also maintains their access to their current
mar ket s.

That's what they are saying. They are not about
pronoting the marketability or that kind of stuff. It is
about dealing with the reality of their current businesses.

And | think that's appropriate. | think Nancy raises an
i nportant point regarding how these things will happen.

And ny sense is you are famliar with the concept
paper that we have devel oped for interstate commerce and the
process that we followed. It engaged not only this
commttee, but the public, you know, process where we
arrived at an approach that seemed to devel op a consensus.
And -- but there are other parts to that process.

There is interaction between the Agency and the
Secretary's Ofice, interaction with the Ofice of
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Managenment and Budget. There is a whole process that has to

occur. And so when we were tal king about the process, it's
that kind of process over the next, you know, six to 12
nont hs, whatever it takes to do that.

So | think actually, Nancy, it probably will play
out the way you suggested because if the bill for interstate
shiprment is on the H Il now, we are still working on the
concept paper and have quite a |l engthy process to get
through to arrive at consensus. So it will probably, in
fact, play out the way you suggested. | can't see this
happeni ng before the other. But whether it can catch up or
not, | don't know.

V5. DONLEY: | agree with you, Tom | just don't
think we should be setting a precedent here by starting out
wi th sonmething and nmaking a giant step instead of taking it
in an orderly process.

M5. HONI GAN: Ckay. So what if we strike bullet
point 3? |Is anybody in the full commttee opposed to
striking it conpletely and let it play out as Tom suggests?

Bul let point 3 is the nmarketability of the product. Is it
-- Lee?

MR JAN. Well, | think we can't just -- | think
it needs to stay there. W need to recognize that that is
inmportant. And that may not be perceived as a food safety
i ssue or a public safety issue.
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But on the other hand -- and you said don't nake

that precedent. W have already made that precedent when we
said state-inspected product can't go into interstate
commerce and that's a public safety issue. That is not a
public safety issue.

So we have already set the precedent. | don't
think we need to take that out and have these industries at
risk of losing their ability to continue their business in
the event that this interstate shipnent doesn't happen. |If
the interstate shipnent bill does not pass, that should not
be a reason to not go forward with this bill. And if the
interstate shipnment bill doesn't make it, then I think we
wi |l have a reversal over that is supported because they
can't afford to | ose their business.

CHAI RVAN BILLY:  And then we will not achieve our
public health objective. You see, there are trade-offs
here. And we may not.

M5. SM TH DeWAAL: Could | just make one further
suggestion? Wiy -- if we know that Dr. Post is going to be
com ng back, why don't we just nove that issue into bullet
point 4 so that he is going to anmend his docunent with nore
detail on the marketability -- maybe assuring the
mar ketability of product in interstate and international
commerce or sonething where it is -- where it nmakes cl ear
that it is an issue that we want further information on as a
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conmmi ttee.

M5. HONI GAN:  That woul d be fine.

M5. SM TH DeWAAL: Would that be all right?

M5. HONI GAN:  (Obj ecti ons?

CHAI RVAN BILLY: And it would read --

MR. LaFONTAINE: | have a comment when you're -- |
have another small editorial that | think we need to change.
In the very first bullet, it says, "exotic species.” And
quoting fromDr. Post's paper in 9 CFR 352.1 -- | didn't
know that off the top of ny head by the way -- but exotic

animal s have a very definitive -- is very definitive,
rei ndeer, elk, deer, antel ope, water buffalo and bi son.

My suggestion is we change that termfrom "exotic"
to "non-anenable.” That way it covers everything across the
board and isn't m sunderstood in the future.

M5. MUCKLOW  Thank you, M. Billy. | would
remnd you all that there is this bill that apparently M.
Contour is going to introduce which amends the Poultry
Products Inspection Act. And one of his constituents is
that |arge producer in squab in California.

That might just be interesting to | ook at that and
say case activity that nay help people to understand the
| egal problens that we are struggling with because this
provi sion and this recomrendation by this conmttee is
nerely support for the Secretary to go expand the anenabl e
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species for the Federal Meat |nspection Act and/or the

Poultry Products I nspection Act.

We cannot allow -- | nean, the authority is not to
us or even to the Agency or the Departnent under the present
| aw t o expand that which is voluntary into mandatory. |
told you yesterday | was a political scientist. | also did
sone | egal classes as part of the -- so you can call nme a
political legalistic scientist.

CHAI RVAN BILLY: W just need you take a HACCP
course. That's what | --

M5. MUCKLOW You're right. [|'ve got to get that
one, too, Tom You are absolutely right. 1In the case of
this particular conpany, it is quite interesting and it may
hel p everybody to understand what we have all been talking
about this norning because there are sone people who are
probably confused at this point.

California does not have a state inspection system
like my friend to the right or Lee Jan or others. This
conpany currently applies -- the one that got M. Contour to
wite this bill -- they currently apply and receive
vol untary inspection fromthe USDA under the additional
regul ations that are avail able under the Federal Mat
| nspection Act/Poultry Products Inspection Act.

They get a federal nmark on their product to ship
into state. |If a state has an equal-to programthat is
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al ready inspecting the reindeer or the bison or whatever it

may be and -- and you nay have to help nme on this one -- and
there is no change -- and this change woul d be nmade in the

| aw, that product could nove or could not nove interstate if
it were -- couldn't' nove interstate wi thout the other piece
of legislative authority.

So there is a concern that by noving the non-
anenabl e speci es piece, those people would be denied access
to interstate commerce which is why | suggest that the term
"marketability", which is probably stated in very good faith
but isn't quite the right word, it is the access to
interstate commerce. So that is the concern

The other piece that | would like to speak to is
the issue of nitrates. And, again, Robert Post nay be able
totie me up in knots on this. But let ne tell you ny
menories of the last 30 years on this subject because there
is alot of confusion as to why they can't use nitrates and
what the three percent is and so on.

Currently, under the Del aney anendnment to the
Federal Food, Drug and Cosnetic Act, the use of nitrate
whi ch was debated very, very hotly in the 1970s in a report
by a man called Dr. Newburn -- and he had a lot of rats that
he fed stuff to. It was determ ned that there was a problem
with nitrate. However, because it was in use widely in the
curing of neat products prior to the Del aney anmendnment which
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was '58 or '59, it had prior sanction for use in neat

products.

Then cane the turkey and the chicken hot dog. And
they had to overcone the same threshold to show that,

i ndeed, poultry products were cured with nitrites prior to
the witing of the Del aney anendnent. And sonmehow or ot her,
they did that. And | don't -- was not intimately invol ved
in that.

They were able to denonstrate a prior approval --
prior use before the Del aney anendnent. Under the Mat
| nspection Act, if a product that we want to make with using
nitrates has three percent neat, it is -- or maybe it is two
percent. | don't renmenber, Bob.

It is considered anmenable to the Act. And,
therefore, if you use that two or three percent, whichever
it is, then you get to use nitrites with that product. |If
you nmake a pure jerky product from deer, you may not use
nitrite because it doesn't have a history of prior approval
pre-dating the prior anmendnent.

So the addition of the three percent neat nekes it
anenable to the Federal Meat Inspection Act and, therefore,
allows -- or to the Poultry Products |Inspection Act,
therefore, allows you to use nitrite. | don't knowif |
have now confused everybody. That is ny understandi ng.

CHAI RVAN BILLY: Let ne say sonething nore about

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

277
nitrites. | think that you are correct in the sense that

t he use --

M5. MUCKLOW Say that again. | |ike when you say
that, M. Billy.

CHAI RVAN BILLY: But | only think that.

UNI DENTI FI ED VO CE: You only get one tine.

M5. MUCKLOW | want himto say it again.

CHAI RVAN BI LLY: Another way of saying it is the
meat and poultry products were grandfathered in terns of the
use of nitrates. But | think --

M5. MUCKLOW You say it nore succinctly than |
do.

CHAI RVAN BILLY: But | think what the | arger issue
t hough was one of the reasons there is concern about
nitrites is because of the possibility, as an exanple, of
the formation of nitrosam nes which are cancer-causing. And
there has been a |ot of work -- a lot of studies and work to
| ook at whether, in fact, in the various uses these types of
conpounds or ot her conpounds may be form ng.

There has al so been a fair anmount of recent work
and what | understand are sonme pretty good studies that have
been done regarding nitrites specifically and the risks
associated with them It would seemto ne that this isn't
just sinply a matter of whether they are or they aren't
gr andf at her ed.
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But | think given the public health concerns that

exi st, we ought to |look at avail able science and infornmation
and take that into account in devel oping what is the
strategy to deal with this. | mean, there are legitimte
hazards that the nitrites are used for to address those
hazards in the process of snoking the product or the other
types of processes.

So I think we ought to do a thorough exam nation
of this and | ook at the whole picture in terns of com ng up
wi th whatever the appropriate strategy is for the use of
nitrites or any other simlar kinds of conmpounds.

M5. MUCKLOW A very creative man in the mneat
i ndustry, his nane is Ray McFarland. And he owns a
mechani cal de-boni ng business up in Uah, or did. He
devel oped sone years ago, quite a few years ago now, a
slurry of celery and other vegetables which in his
creativity, he was able to introduce into the making of
bi son jerky.

And that slurry of green vegetables was very high
in natural nitrates which convert to nitrites. And he was
able to cure product using that which was a very interesting
activity. And if anybody wants to find Ray McFarland and
figure out how to do that, they can

There are other ways of getting a cured appearance
and effect. And | will be glad to tell anybody about that.
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You don't all want a lesson in my political sciences. But,

Bob, is it two percent or three percent for anenability?

MR POST: It is two percent or three percent or
nmore raw.

M5. MUCKLOW COkay. Thank you. | was right on
both. | have been right twice today. Thank you.

CHAI RVAN BILLY: Yes, Rosemary -- or Lee and then
Car ol .

MR JAN. | just wanted to make sure that this
nitrite and anenability issue and it does -- is this point
here, but that FDA is involved in the -- or you find out

where FDA stands. W heard yesterday that if we nake
anenable -- Dr. Post told us that if we nmake it amenabl e,
that that nitrite issue will go away.

But if we make it amenabl e now by adding three
percent neat, beef or port. FDA in ny understanding is not
allowing -- is still not allowing the use of nitrites in
non- anmenabl es. They are now saying this is a pork sausage
or this is a beef sausage or a beef or pork product with
added ingredients, one of them being the non-anenabl e
speci es.

So they are allowing the use of nitrites in that
pork sausage or that pork product containing -- that is not
anenable. So | want to be sure that that is clear with FDA

And then on the other side of that, if these
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studies that you are tal king about and the new i nfornmation

denonstrates that nitrites are a health risk and a food
safety concern, a significant one, not just that, you know,
feeding tons of it to rats makes themsick, but if it nakes
humans sick, then we should probably nove to not allow that
in any product.

O herwi se, 20 years down the road, we are going to
be in the sane fix that the tobacco conpanies are. And
everybody is going to be suing for their health effect. And
that may not be a public health issue, again, financially,
but it does relate to public health.

CHAI RVAN BILLY: Yes. Carol?

M5. TUCKER FOREMAN: | think that we are foll ow ng
in absolute order here because | amjust going to connect to
what you just said, Lee.

Just to set the historical record straight, when
it appeared that Dr. Newburn had found that nitrites were in
and of thensel ves carcinogens apart fromthe issue of
ni trosam nes, the Carter admnistration announced that if on
review t he Newburn study held up, that the adm nistration
woul d submt |egislation to Congress asking that nitrites be
prohi bited fromuse in food products, elimnating the
gr andf at her cl ause because there was no justification for
continuing its use if, in fact, it was denonstrated that
this was a health risk. That turned out not to be necessary
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at that tine.

M5. HONIGAN. M only conment was | think Dr. Post
was aware | ast night that that would be part of your update
to us at the next neeting, the nitrite issue.

MR POST: If | could also clarify a point.

Al t hough the use of nitrite and nitrates all spoke for our
prior sanction, in the FDA regulations for the use in neat,
we have understood the position to be that FDA doesn't
permt the use of nitrites or nitrites in the type of neat
not referenced in the Federal Meat I|nspection Act.

And that is where we get into the issue of if, in
fact, these are anenabl e species, they are, in fact, in the
FMA in the future. Then will, therefore, FDA recognize
them as part of the FM A and carry that prior sanction over?

And that's what we can certainly deal with over the next
si X nont hs.

CHAI RVAN BI LLY: Dan?

MR, LaFONTAINE: On the public health issue, as |
was working this issue with your predecessor, Lauren Lang,
he provided -- he had a literature research done in the
National Agriculture Library. And it cane out -- you know,
| don't know how conprehensive it was. But it canme out with
two or three pages of various references of pathogens in
t hese vari ous speci es.

So | woul d suggest you dust that off and as a part
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of your next go around, provide that to the full commttee

so it can show, you know, sone of the papers in various
scientific journals or articles that show, you know, the

presence of sone of these pathogens such as Sal nonella and

vari ous species, and naybe even -- rather than just dust it
of f, go back and dig as deep as you can through what ever
sources you have.

CHAI RVAN BILLY: Collette?

M5. SCHULTZ KASTER: Unli ke Rosemary, | am not a
political scientist. | amjust a regular scientist. So
maybe this is a naive question. But Dr. Post has reported
that the paper would take a year to conplete. And then
assum ng that this would go through a cunbersone | egislative
process and then assuming that we are doing this because
there is a food safety risk associated with this topic, is
there anyway to expedite the process? That is one question.

And then the second point that | have is this
afternoon, we are going to discuss an inspector shortage.
And that is a very real issue right now As we think about
addi ng additional areas that will need inspection, we wll
need to address that issue prior to adding the need for nore
i nspect ors.

CHAI RVAN BILLY: | think to be clear, the estimte
of a year is to arrive at broad consensus on a concept paper
like we did with the interstate shipnent paper. So it's not
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that it will just take that long to conplete the paper. It

is to conplete the paper and share it with policy-nmakers at
various levels in addition to the work that this comittee
wi |l be doing.

So it is a process -- conpleting the process m ght
be a better word where you would arrive at consensus on a
paper. There are different views about the -- adding the
non- anmenabl e species. And | expect we will need a public
process to sort out sonme of the issues that are associ ated
with it.

| nmean, it is fair enough for this conmttee to
support -- take the position it has. But | can assure you
it is not going to be a uniform agreenent on that. And we
need a public process to | think arrive at a consensus on a
concept paper that fornms the basis for |egislation.

And if we are going to have a chance of achieving
this, it is inportant that this process occurs. So it is
really conpleting the process within that time period. |If
it can be sooner, fine. But |I think that is a fairly
realistic estimate given all that needs to be done.

MR. ABADIR Wuld there be any effort to find out
t he nunber of species or non-anenabl e species that are not
under voluntary or state prograns at this time in your work
with the -- ?

CHAI RVAN BILLY: In other words, |ike, for
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exanple, do a survey or -- | don't know. Maybe Dan can

comment on that because he was -- he has been thinking nore
about that area.

MR LaFONTAINE: Let nme nmake sure | understand the
guestion. Was the question of howto find out what's not
bei ng i nspect ed?

CHAI RVAN BI LLY:  Yes.

MR, LaFONTAINE: | don't have a good suggesti on,
you know. The fol ks that are not being inspected are not --
do not want to be public normally. And they are going to
try to market their product in a sonmewhat cl andestine way.

So | don't know of any straight-forward nanner
that you could do that or, you know, get that information
Just like many things, if it is out of sight, it is, in
fact, out of sight and nmay want to stay out of sight.

M5. MUCKLOW Could we say just quite manner and
not cl andestine?

MR LaFONTAINE: Well, | don't know. Sone of them
are just that, at least to ny --

MR MAMM NGO Sonetines it is easier to find out
what's not being done by knowi ng what is being done. If it
isn't being done by FSIS or the state prograns or, for
instance, in California that have kind of a unique thing, we
can easily identify what we are doi ng under inspection.

So then we can say we are not doing arnadillos and
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giraffes and things. | nean, sonetines the process of

elimnation is better than doing what you are doing and say,
"Well, we are not doing anything else. But we could.”

CHAI RVAN BILLY: | nean, it's likely you could --
as an exanpl e, one source of information that the Food and
Drug Adm nistration uses is the business registration |ist
that states have. But you will find often that sone of
t hese types of operations don't avail thenselves to that
regi stration process. So even the states are interested in
finding them because they are avoi ding other things, as
wel | .

Soit's -- we can -- maybe we can think about it
and see if maybe you could sort of narrow it down and target
just a limted geographic area or sonething and see what you
m ght come up with. But it would be very difficult to do.
And | don't knowif it would be -- you know, there is a fair
anount of cost that would be associated with investigating
that. Any other conmments or suggestions? Dan?

MR. LaFONTAINE: Can | ask that before we | eave
t oday, maybe we have an edited copy of this so we all go
hone wi th know ng what was asked based upon the di scussions,
whoever is going to do that?

M5. HONTGAN: Yes. [I'mgoing to need to | eave
early. So, Terri, if you would nake sure that you represent
our subcommttee as far as getting the docunent changed for
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us, please.

MR. POST: Do you have the draft?

UNI DENTI FI ED VO CE: Excuse ne?

MR. POST: Do you have the draft and the notes
made?

UNI DENTI FI ED VO CE:  Yes.

MR, POST: Ckay.

M5. SMTH DeWAAL: So | amsorry | was late. But
we asked TomBilly to wite a letter to the NACMCF aski ng
for this particular question to be put intoit? 1Is that --

M5. HONI GAN:  Yes, we went through those
recommendations first.

M5. SM TH DeWAAL: Ckay.

M5. HONIGAN:  And in the Decenber neeting -- well,
| am assum ng that Maggie was going to relay this
i nformation through Karen, that bullet point 2 is basically

what we are asking for. And that Canpyl obacter would then

be official put on this conmttee' s next agenda.

M5. SMTH DeWAAL: All right. So the transmtta
wi |l go through Maggi e and Karen, not through a letter. |Is
that correct or how -- | amjust curious whether we
responded to his --

CHAI RVAN BILLY: No, | think -- we would nornmally
wite a letter. So we would do that.

M5. SM TH DeWAAL: Ckay.
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CHAI RVAN BILLY: Make it formal. Okay?

M5. MUCKLOW | nove we adopted the anmended
recommendati ons of the subconmttee.

CHAI RVAN BILLY: Okay. | have a sense that there
is a consensus. | see a |lot of heads shaking. So | think
we are there. Are there any other comments about this or --

M5. DONLEY: Can we -- a question. Can't we see
what the amended thing is first? | amnot confortable
agreeing to sonething I haven't seen.

CHAI RVAN BI LLY: Ckay.

M5. HONI GAN:  Well, what | have reported, as Dan
requested, you would see it before the end of the day. But
what | have recorded, we are going to change bullet point 1,
if I understand it correctly, to say, "Due to public health
risk, we are in favor of mandatory inspection of non-
anenabl e species.” | think that brought in Caroline' s point
and Dan's, as well.

Nunber 2 bullet point was going to stay as shown
on the paper. The third bullet point was going to be
incorporated into the fourth bullet point. But where it
does say, "Ensured continued nmarketability", we are going to
take out that word and put in "accessibility.” But that
whol e bull et point is being incorporated into nunber 4.

Nunber 4, | don't have it all witten out here,
but it was, "Have Dr. Post anend his docunent with nore
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detail."” W had public health data. At Dale's request, we

added, "and m crobi ol ogical testing." Budgetary concerns,
we have to incorporate these accessibility of product in
interstate and international markets, etcetera.

So we are going to expand that and that is all
information that Dr. Post is going to bring back to us at
our next meeting. | did not think bullet points -- the
remai ni ng bullet points changed at all, that they would stay
as witten.

CHAI RVAN BILLY: And | think one other change was

Carol i ne suggested using the word, "assuring", rather than

“ensure."

M5. MJUCKLOW  Ckay.

CHAI RVAN BI LLY: "Assuring", "assuring the
accessibility.” GCkay. And one other -- Dale also nmentioned
in bullet 4 where it said, "interstate conmerce"”, | think

that the | anguage he suggested was sonething |ike, "The
health risks regarding” -- or, "associated with interstate
and international commerce.” So if we could just do
sonething |ike, "Assuring accessibility and safety of
product to interstate and" -- okay -- "international
comerce."” Ckay. W are now --

V5. DONLEY: Excuse ne, Tom Tonf Sorry, this
will be my last comrent on this. | prom se. You nentioned
the word, "consensus", before. | just want to go on record
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stating that I amin full support of having non-anenabl e

species with mandatory inspection. | object to anything

t hough that carries assurances of -- with trade issues, any
attachnment of nmarketability and trade issues involved with
i nspecti on.

CHAI RVAN BILLY: Okay. Al right. W are now
schedul ed for a break. W wll resune again at 10:00.

(Whereupon, a brief recess was taken.)

CHAI RVAN BILLY: Okay. | think we will get
started again. Well, sone of the fol ks are checking out.

So | amgoing to provide them-- nmaybe we will wait two or
three nore mnutes. Gkay. | think we'll get started.

The next report is fromresource allocation
standi ng subconmittee and Lee Jan. The floor is yours.

MR. JAN. Ckay. Thank you, M. Billy. Thank you
for the opportunity for us to be able to work at night.
think we all enjoyed that. The HACCP systenmi s in-depth
review verification -- or in-depth verification review,
that's what we tal ked about. And the subconmttee nenbers
did not receive the docunents or the charge to the conmttee
until the afternoon of the subcomm ttee neeting.

Therefore, we were unable to make an assessnent of
t he appropriateness of the checklist, although at first | ook
they do appear to be on target. W believe this type of
tool is good and necessary. And as an exanple, it will help
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in determ ning whether a plant's hazard analysis is a good,

accurate and conpl ete anal ysi s.

The charge to the commttee was to identify
addi tional sources of technical information. The committee
had not specific recommendations, but does recomend t hat
interactive Agency industry HACCP group and neutral HACCP
experts such as the International HACCP Alliance, certified
HACCP trainers and ot her recogni zed HACCP experts.

The conmittee recommends the Agency considers
further work on this docunment be schedul ed, specifically
obtaining input and critique fromneutral HACCP experts in
conjunction with the technical neetings scheduled for |ater
this winter.

The conmittee is particularly interested in
knowi ng that the questions asked in these checklists are
appropriate questions. W want this to be the best possible
tool for evaluating the effectiveness of HACCP pl ans and
their inplenmentation in the plants.

The conmittee did note that this present tool does
not indicate whether a category is or is not acceptable.
There is no space or area to indicate the acceptability of
each question, area or checklist. W recommended that be
i ncl uded, giving nore feedback to the plant.

The conmi ttee suggests that this tool be a |living
docunent in that continuous revisions are nmade as necessary
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to inprove the effectiveness of the tool, but that each

provi sion be a final docunent before its use is inplenented.
Each revi sion should be nade through the use of the tool in

input fromthe reviewers, as well as results of using the
t ool .

Each revision should be done with the input of
HACCP experts, including those outside the Agency, to ensure
that the tool and, therefore, the reviewis fair and
evaluation is valid. W want to keep in m nd that the
reviews are conducted to evaluate the HACCP system The
goal should be to ensure that the HACCP plans are effective
and, if not, provide input to make them effective rather
than a process to find fault with the pl ants.

However, if the plant determ nes -- or the review
determnes that there is failure of the HACCP system
i mredi at e and appropriate regulatory action should be taken
by FSIS to prevent distribution of unsafe products. The
commttee believes that the process of in-depth review
shoul d be an effort of cooperation, timng and coordi nation
bet ween the revi ew team and pl ant nanagenent to reduce the
time of the review, therefore naking the process as
efficient as possible.

W recommend that the Agency | ook at nodels from
ot her regul atory agenci es such as HCFA, the Health Care
Fi nanci ng Agency. They have a process that we thought m ght
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make a nodel

Before inplenenting the in-depth reviews, we
believe it is essential that the reviewer be provided with
formal training and education regarding this process. The
trai ning should include not only technique, but also a study
of the supporting docunents such as the '97 Nati onal
Comm ttee on M crobiological Criteria for Foods docunent to
ensure a consistent interpretation of the meaning of the
docunent .

The conmittee proposed a process for HACCP systens
in that verification review as follows: First, the Agency
provide the plant to be reviewed a notice and a date of the
proposed review i n advance. Second, the plant collects the
docunents required for a review and has themready for the
revi ewers.

On the date of the review, the reviewers review
t he docunents wi thout requiring the presence of plant
managenent. Pl ant managenent wi |l provide working space in
the plant or permt reviewers to renove the docunents to an
appropriate area to conduct the docunent review.

After the docunent review, the reviewer -- the
reviewers interview the plant officials to discuss and ask
guestions regarding the findings of the docunment review.
After that part, the reviewers will then conduct the system
review portion in the plant.
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An exit conference will be held with plant

officials and after conpletion of the review and in that
conference provide a prelimnary report. |f there are HACCP
failures, immedi ate and appropriate regul atory action
according to Sections 416 and 416 will be taken.

The Agency provides a formal witten report to the
plant within two weeks. The plant is given 30 days to
respond formally in witing to the findings including
corrective actions taken. The record -- the report then
does not becone avail abl e under the Freedom of |nformation
Act until after this 30-day period has expired and the plant
responsi bly becones a part of the record if the plant
chooses to respond.

District nanagers are responsible to ensure that
the plant takes appropriate correct steps to correct
efficiencies identified and report to the review team or
appropriate headquarter office that the deficiencies have or
have not been corrected within an appropriate tinme frane.

And then the deficiencies are identified or
determ ned at an appropriate time for correction and the
Agency regulatory action. But it is inperative that the
Agency action is consistent. That sums up what we di scussed
and our reconmendations. So now we will open it up.

CHAI RVAN BILLY: Okay. Gary?

MR. WEBER: Gary Weber with the Nati onal
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Cattl enen's Beef Association. Lee did a trenmendous job in

the group of pulling that information together and thinking
about the dial ogue we had yesterday where M ke G asso was
covering training and the HACCP nodel s project.

What seened to ne to be sonething of a
recommendation that you m ght want to consider is so often
t hese prograns are delineated and designed to find out
what's wong. And yet with HACCP and the way we are going
and putting responsibility on the processors and the
packers, there seens to be a unique opportunity here to
identify the things that are going right and nove that into
the training program nove that into new HACCP node
proj ects.

And in that context, perhaps as you | ook at
al l ocating resources, those obviously where you have
probl ens are where you need to focus on that first, but to
coordi nate sone of these in-depth reviews with systens that
you know are working well and have a focus of that, you
know, why are they working well; and then as you |l earn that,
integrate that into training and hel pi ng ot her people down
t he road.

And | think that would be an effective use of
resources and not carry what could appear to be just a
singular, sort of the dread of having this audit type
approach, but could have the positive connotations that I am
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sure, for exanple, evidence that things are going well. And

that shoul d be docunented through this process, as well.

CHAI RVAN BILLY: Okay. Oher coments? Dan?

MR. LaFONTAINE: | have two comments. Dan
LaFontai ne, South Carolina. 1In the top of the second page
where we tal k about, "The reviewers be provided fornmal
trai ning and education regarding this process", | would
suggest we add one word, "audit process", because that's
really what we are tal king about.

And that's the kind of training that they need.
And | have picked that up from you know, one of our public
speakers yesterday. That succinctly states the kind of
training that they need. So that is ny first suggestion.

My second suggestion, first of all, | want to
conplinment Lee and the group. This is quite a ot of work
and very well formatted in a short tinme. | have one
suggestion though and that is that integrated in this
somewhere, the Agency needs a standardi zation or correl ation
cell, probably at the Technical Service Center or -- well,
that woul d be an ideal place -- that provides the
standardi zati on of the reviewers.

Any audit systemfalls apart in a hurry. You can
have the initial training. But if you don't followit up
with continuous correlation or standardization, it becones
disjointed in a matter of nonths. And along that l|ine, at

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

296
| east initially when these newy trained auditors do their

reviews, that the initial reviews actually be | ooked at by
t his standardi zati on cell.

Now, long-termthat nay be too onerous to funnel
everything through a central point. But sonehow, there
needs to be a built in nmechanismfor standardization.

CHAI RVAN BILLY: Can | ask you a question? From
your state program perspective, the process that is |aid out
here, do you feel that is something that is workable in your
state?

MR. LaFONTAI NE: Absol utely.

CHAI RVAN BILLY: And really, that is a question to
all of the state representatives.

MR. LaFONTAINE: Let nme add one thing. Tying in
Wi th your question, we did this very thing with the SSOPs.
We devel oped an audit checklist. W trained. And | amthe
standardi zation officer in this case. So the phil osophy
woul d fit HACCP, also. Thank you.

MR. BURKHARDT: This process that is identified is
these -- you know, mrrors the process that FSIS uses to
eval uate state prograns. It is the exact same process with
i ntroductory nmeeting, followup, so forth. So it works rea
wel | .

M5. MUCKLOW Tom as a nenber of that working
group, | certainly conmend the fine work that Dr. Jan has
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done in chairing the session and bringing this all to us

today. | sinply want to underscore one of the points of

di scussion that we had | ast night that is included in here.
And that is that we never |ose sight that FSIS is an agency

wi th powerful authorities for enforcenent.

And there was some discussion here at the table
yesterday that the docunent for your reviewers needs to be
very fluid. W don't want to take away anything fromthe
fluidity and the opportunity to change as they find new
circunstances. That has to be done in a formal manner
because the consequences of action that the Agency nay take
are very significant.

And, therefore, we would ask that the reviewers be
using a final docunent. |If you want to change it, you have
a process to do that through your FSIS directive system
But they should not be wal king around with a docunent marked
draft. It needs to be a final docunent.

| think Dr. Jan will assure you that that was our
coll ective wisdom But being a representative of industry,
| want to make sure that that point is abundantly clear.

DR. JAN. Yes, that's correct. W did talk about
that. But | did want to say one other thing, too. That I
did fail to put in the docunent that we tal ked about that |
think is critical and we probably need to anend it.

We discussed that we felt that there was a need to
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allow this training that we nentioned be available to

i ndustry and share the docunent with industry so that the
industry is able to use this docunent to verify their
processes and know t hensel ves that their plan is an
effective plan and they have done all the steps correctly,
not in an effort to beat the system but in an effort -- or
at | east what we believe this effort should be was to nake
sure that the HACCP plans are effective and they are
wor ki ng.

So we shouldn't wait until they get pulled up and
it is their turn in the barrel before we find out whether or
not their systemis working. So we think the training
shoul d be avail abl e si de-by-side for industry to | earn how
to do this audit process thenselves. Not mandatory, but
make it avail abl e.

CHAI RVAN BI LLY: Nancy?

M5. DONLEY: | have a question, actually two
guestions, Lee, to the point that you just nade about
sharing with it. 1Is that sonething that is done by -- you
menti oned the Health Care Financing Agency. |s that
routinely how these verifications are done, that the nenber
conpanies or industries are trained in what these audits do?

MR. JAN. Let nme ask our person that is famliar,
Donna Ri chardson. She is on our conmttee and she is the
one that has had experience with those type of audits.
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MS. RI CHARDSON: Donna Ri chardson from Howard

University Cancer Center. Since | amnot -- since | am
brand new and not famliar with the HACCP principles, |

t hought it was good to conpare it to sonething that | was
famliar with which was the Health Care Financing

Adm ni stration's surveys when they conme out to | ook at
nur si ng honmes and JCHO when it cones out to | ook at
hospitals and NIH when it conmes out to do research audits.

And in developing all of those materials, they
work with the industry to | ook at what the eval uation
process is going to be, howit is working. And then they
al so ook at the systens that the particular facilities have
to determ ne whether or not it neets the needs for the
revi ew process.

And so that's why | said, to perhaps | ook at areas
where there are already these processes that have been
proven and have gone through trenmendous angst between the
i ndustry and the enforcing agencies to see what works and
what doesn't work and how it can be inproved upon. But in
all of those, what it is supposed to be is a cooperative
effort that is supposed to ensure public safety.

V5. DONLEY: Gkay. And a second question |I have
is, is it by design or did discussion cone up in the
subconm ttee at all -- | don't see anything in the docunent
that was given fromthe Agency or in your wite-up about
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followup after these verifications. There is no -- nothing

here about foll ow up.

MR JAN. We put that in nunber 9 --

M5. DONLEY: Oh.

MR. JAN. -- in nunber 9 of the process. The
district managers are then responsible to assure the plant
t akes appropriate steps. So they would be doing the foll ow
up. We felt that it would be a better use of these val uabl e
resources. They are proposing | think four or five review
teans. And we've got in excess of 3,000 plants.

And rat her than having those review teans com ng
back to do a followup, turn that over to the district
managers who will probably be a part of the system a part
of the review anyway. They will know what the issues are.
And they can then report back either to the review team or,
if it is nore appropriate, to whatever office in Washington
to report that the recommendations or that the corrective
action that the plant said they would take were, in fact,

t aken.

V5. DONLEY: | would suggest on that, on these
checklists, that there be sonething on there that if
corrective action should be done or followup action of any
sort should be done, that there should be a spot for that to
be i ndi cat ed.

And al so, and | guess one nore question is on
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these teans, is the plant inspector a part of that team

too, the 11C wuld be a part of that teanf

MR JAN  Yes.

V5. DONLEY: Ckay.

CHAI RVAN BI LLY: Dal e?

MR. MORSE: Just a question about the audit
docunent. As an epidemologist, | would |like to be able to
anal yze and evaluate information collected as part of a
programreview. And | assune that part of this is then
conputeri zed. But has consideration been given to having a
conput eri zed docunent up front?

It 1 ooks |like a nunber of the questions have a
yes/ no answer so that you can sort of pull information from
all these programreviews or there mght be certain reviews
where you have certain things you want to see whether they
have done it specifically |Iike beyond yes/no.

But if they had done this, this and that, that you
woul d be able to get conparable data across different audit
sections that then could be, you know, entered into the
conputer. That hel ps usually with standardi zation

| nmean, this is very user-friendly to sort of I
guess the way a person would go through it. But | assune
that sonme data fromprogramreviews is collated. And you
could make this into a conbined conputerized worksheet. And
| guess you could even have a | aptop or a conputer that they

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

302
could enter it while they are there, as well.

And then you woul d have pooling of information

that would help with training and standardi zati on possibly.

Maybe this is the wong approach to apply that. But it
seens |ike you would want to have information pool ed on how
the audits are going for the HACCP. And you coul d design
the form

You coul d al so have the cover sheet go along with
the steps that you have to take and nmake sure that there is
a checklist on the front. | mean, there are things that
could be done to make it conputerized and standardi zed. But
maybe this -- | don't know, some of the people that do the
i nspections mght say that's not appropriate.

CHAI RVAN BILLY: No, that is, in fact, our intent.

You know, | think the group -- the teamnade it clear
yesterday, this is sort of hot off the press. And | think
we need to take advantage of what you suggested and do that.

It is our intent to have it conputerized. And our
teans will have | aptops available to enter the information,
so -- and do sone conparisons. So that is one of the things
we intend to do. Rosenary?

M5. MUCKLOW This is an audit teamto nake sure
that the process is right. And while the teammay enter in
prelimnary data, the great problemthe governnment has with
its great, big conputer on the boat in the Potonac is that
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prelimnary data may be perceived to be final data. And,

again, you are an enforcenent agency.

And so as long as prelimnary data is assenbl ed
and corrected and you only use it to guide you in the
process as you are going through this, but the final stuff
is for real. | have no problemw th you using prelimnary
data to help, like the low voltage lights in ny garden, you
know. | nean, they are not really strong enough to read a
book by. But they do hel p people from breaking their neck
on noving rocks and so on.

As long as it is recognized that what you receive
woul d be prelimnary data subject to naybe reinterpretation
or a different understanding -- because we are going to find
out in the HACCP systemis predicated on the fact that the
HACCP programis the plant's program And it isn't witten
to a standard predictable command and control system And
so there are going to be differences.

| BP' s slaughter systemis likely to be different
fromXL's. W just need to understand that there are going
to be different and reasonabl e differences between different
HACCP syst ens.

CHAI RVAN BILLY: You triggered another thought.
One of the things we learned in our reviews of foreign
country systens and one exanple that pops into ny head is
New Zeal and. And there is a representative here | believe.
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They have set up a very extensive audit programfor their

plants. And it is a centralized unit that carries out these
audits. And they audit both the plants and in effect their
own i nspection processes.

And we avail ourselves of that information. And
it really helps us in our review of a foreign country
program because you have got access to all this audit data
whi ch you can analyze in various ways. And sonetines it
will help steer you in certain directions in terns of
managi ng your tinme while you are in the country to focus on
the right areas.

So other countries are looking to us to simlarly
have audit information available as it relates to HACCP and
so forth. So one of the purposes for this sort of down the
road is to enable us to help foreign countries that are
audi ti ng our system have access to data and summaries and so
forth that will be hel pful, as well.

So it has multiple purposes. It is not just about
the specifics of a given plant situation, but our whole
system and how well it is working.

M5. MUCKLOW Again, if I mght just conme back to
speak to that issue and back in the first page in his
report, Lee made reference to the fact that there are
organi zations. And, in fact, your Agency always has a
representative attend the neetings of the International
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HACCP Al |l i ance.

And the Alliance is also in the process of
devel opi ng audit processes because there are firnms out there
who don't want to wait for your auditors. They are pretty
wel | right.

And so the coordination and correl ation between
t he people who are the experts -- and | gave themfree
comercials yesterday. | don't want to go through them
again today. But they are here in the audi ence agai n today.

It is really inmportant that we have that kind of discussion

and work together because they need to be including what is
important to you and you need to be hearing what is
inportant to them as you devel op the process.

CHAI RVAN BILLY: Yes. Caroline?

M5. SMTH DeWAAL: | think the Departnment needs to
be cautious though in utilizing experts which have a
particular industry bias. And we -- while we discussed the
i ssue of experts last night, we would |i ke the experts to be
in the Agency and to provide the unbiased vi ewpoints as
opposed to relying on experts who have a specific industry
mandat e.

CHAI RVAN BILLY: Okay. Any other thoughts on
this? Yes, Mke?

MR. MAMM NGO Fromthe perspective of a snal
program | can't say how essential it is that this auditing
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process be devel oped and put in place and be validated as to

being correct. Qherwise, as is a pitfall for those of us
who are regul ators, the process of the audit becones the
poi nt of contention versus the results of the audit which is
a benefit to the consunmers and the industry and to us.

So | think this is really great, a great place to
start. But for ny purposes, let's make sure that this audit
is proper and correct so that we don't have to fight a | ot
of battles over the process of the audit versus the findings
of the audit.

CHAI RVAN BILLY: Okay. Anyone else? So what |
heard in addition to what was on the paper is that it needs
to be anended to add the points -- the follow ng points:
That the training should al so be nmade avail able to the
i ndustry. That's one of the points.

Second is that we ought to find a way to identify
what is going right in terns of the audits of plant systens
and docunent them and incorporate it or integrate it into
information that has been nmade avail able, as well as our
training prograns, to use the results of the audits,
particularly those that are turning out well, and add that
as exanpl es under the training program

And then anot her point that we needed to add was
we ought to have or add a standardization unit that would
establish and maintain correlation. And another one is that
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changes to the docunents should be done formally through the

directives process or based on -- simlar to -- to a process
simlar to the directives process.

And then finally, that the -- we need to ensure
that the questionnaires and forns are in a format that |ends
t hensel ves to entering the data into a conputer to allow for
both collation and analysis. | don't knowif I've m ssed
anything or not. | think |I captured it all.

Oh, yes. And a one-word addition in the top of
page two, the first paragraph there, "Training and educati on
regarding the audit process.” That's right. Lee, does that
sound - -

MR JAN. | think those are the points that |
pi cked up.

CHAI RVAN BI LLY: Ckay.

MR. JAN. And we will nake those changes.

CHAI RVAN BILLY: So we will incorporate those
changes as appropriate into the paper. And with that, |
have a sense that there is support for these recomendati ons
and noving forward? Al the heads are nodding. Ckay.

Good. Al right. Thank you very much

Okay. The next and final commttee report is from
the I ntergovernnent Roles Standing Subcommttee. And Dan,
you have the fl oor.

MR. LaFONTAINE: First of all, a special thanks to
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sone folks that helped us with this, Dr. Dan Engl ej ohn and

his colleagues fromFSIS. And also | should note that Tom
Schwartz fromthe FDA participated | ast evening. And that
was extrenely valuable for this topic.

The first topic that we discussed was reinforcing
the food code by adopting key food safety provisions as
federal performance standards. Before we started
formul ati ng our conclusions, we had to spend quite a bit of
time sorting out what the idea or what the question was.
And as we went through this, we came to the concl usion that
what we were concentrating on was uniform federal
performance standards for food safety. And so with that
thought in mnd, let nme go through our conments and
recomrendat i ons.

Qur subconmittee supports the concept of
devel opi ng federal perfornmance standards for critical food
safety factors as they relate to nmeat and poultry products.

This will establish a national baseline -- national
baselines that all federal, state and |ocal regulatory
agenci es can adopt in a uniform manner.

The second point we wanted to nake is these
standards will provide a pathway for industry to devel op
val i dated alternate processing nethods to neet the
performance standards or, for regulators, to evaluate a
vari ance to the standard whi ch does occur periodically. So
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you have a baseline that you can work fromfor an alternate

procedure or to evaluate a variance.

The conmttee also felt very strong that it is
inmportant to retain, if they currently exist, or to devel op
sonme prescriptive procedures -- | call themsafe harbors --
that small entities can follow if they do not have the
techni cal expertise to develop their own procedures.

And | mght enbellish small entities being neat
and poultry processors, but also |looking at the entire
chain. It could be the smaller restaurants or food service
establishments or institutions that need a take-hone nenu,
for the lack of a better word, of howto do that -- to cook
that piece of nmeat for exanple.

And then we thought out of the box a little bit
and t hought about how can we nmake this visible to everybody
and not bury it somewhere. And | don't knowif it is
possi bl e, but we recomrended one final -- one federal rule
be devel oped for each performance standard that applies to
both FSIS and FDA-regul ated entities, the idea being if it
can be done in the rule-making, it's here is where you go
for the rule or howto cook roast beef or how to cook neat
patties be it at a restaurant or large plant and not let it
be hidden in some docunent that is not readily visible.

So that is a summary of our thoughts on this
subj ect .
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CHAI RVAN BI LLY: Carol ?

M5. TUCKER FOREMAN. Thank you. Carol Tucker
Foreman with Consuner Federation. | would feel a lot nore
confortable with this if we could convey sonewhere in it
that these are m ni num performance standards. You coul d
acconplish that by putting the word, "mninmn, between
"uni form and "federal."

But because you have -- especially because you
have in the second paragraph an ability for regulators to
eval uate a variance and because the federal neat and poultry
| aws are preenptive, | wouldn't like to have any sort of
comuni cation or have this used in a way that prohibited
states from goi ng beyond the federal standard.

CHAI RVAN BI LLY: \Where did you suggest adding --

M5. TUCKER FOREMAN.  Well, | thought in that very
first line there, "Subcomm ttee supports the concept of
devel opi ng m ni mrum f ederal performance standards”, or there
was anot her place where it had -- yes, that would --

M5. DONLEY: O should it be "federal m ninum
per formance standards?" Yes.

M5. TUCKER FOREMAN: Thank you. That's fine.
Thank you. That's nore accurate. | just want it to be
understood, this is a floor and not a ceiling.

MR. LaFONTAINE: That's certainly a good
suggestion. And we -- performance standards inplies
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mnimum But it is certainly good to make that clear that

that's what you are tal king about.

CHAI RVAN BI LLY: Ckay. Caroline?

M5. SM TH DeWAAL: Does the conmttee -- or does
the subcomittee see these performance standards as an
alternative to the adoption of the food code?

MR. LaFONTAINE: No. Wll, yes and no. Wat --
that was -- the first part of the discussion was, you know,
t he whol e business of the food code and nmaking it as a
federal regulation. And if we walk through that, what we
have to divide is standards versus enforcenent.

And what we concentrated on was uniform national
standards for critical food safety itens. That's what this
paper is about. And we decided that right or wong, that
t he whol e busi ness of what the regulators -- what the
regul ators use or not use the food code, the whole
enforcenent issue was not the question being asked at this
particul ar subconmm ttee.

So we set it aside and dealt with the issue facing
us. That does not nean that that is not an inportant issue.

But it was not the one that we tackl ed.

M5. SM TH DeWAAL: My other question -- and then |
think I want to go back to that for a mnute. But ny other
guestion is what do we nean by "key food safety provisions”
and "critical food safety factors?" What are we tal king
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about? | nean --

MR, LaFONTAI NE: kay.

M5. SM TH DeWAAL: -- are we tal king about
cooking? Are we tal king about refrigeration? Wat are we
tal ki ng about ?

MR. LaFONTAI NE: W are tal king about cooking. W
are tal king about cooling. W are tal king about naintaining
proper tenperatures. | use the word, "critical", on
purpose, tying it sonmewhat to critical control points,
although I didn't say that when | wote this.

It is those things that if they are reasonably
|ikely to occur could cause a food safety hazard. So
cooking, cooling, tenmperature control, concentrate on those
as performance standards.

M5. SM TH DeWAAL: And | amall for that.

MR. LaFONTAI NE: Ckay.

M5. SM TH DeWAAL: My -- but | guess what | am
wondering is -- and having been in a | ot of discussions of
| ayering, are we reinventing the wheel here? Are we --
aren't there already cooking and cool i ng standards t hat
apply to nost entities?

Are we putting in an alternate vehicle for states
to adopt rather than adopting the food code because then we
will have sone states with the food code and sone states
with these federal performance standards which neans there
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will be less uniformty? |'mjust wondering what we are

doi ng and why we -- why do we need this.

MR. LaFONTAINE: Let's go back to the basis of why
it was presented by Dr. Engl ej ohn and others. Wat we have
now is a fair anmount of -- or sone inconsistencies between
the regul atory agencies as far as sonme of these critical
hazards and critical food safety factors.

And this is a -- as | understand it, a strategy on
the part of FSIS and | assunme FDA to have sonme uniform
federal standards that everybody can hang their hat on from
the federal, state and |ocal |evel.

Back to your question of additions. This will not
be an addition. |If there is an existing FSIS or federal
standard that applies to a certain type of process, these
new final rules would replace those. It would not be any
| ayering that | see.

M5. SM TH DeWAAL: | amconcerned that -- | |ike,
by the way, nunber 4 which is the single rule. But the
reality is that we have two different food safety agenci es.

And they do at tines develop slightly different standards.
Usual ly the standards are directed towards different
entities.

So a cooked roast beef conpany will have a
different -- a performance standard or a five | og reduction
whereas a restaurant may be specifically instructed with
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time-tenperature paraneters. But | -- | nean, | am

concerned -- these are FSIS regul ations. And you are
attenpting to i npact FDA regul ations.

And what | have seen is that where there are
di fferences, the agencies have actually gone to the National
Advi sory Committee on Mcro Criteria for Foods. And they've
fought it out there. And the Mcro Commttee cones back and
says, "Well, this is what we recoomend.” And the agencies
do whatever they want anyway.

So the -- | amjust concerned that I amnot sure
this adds anything. It just puts another set of standards
in place where we shoul d al ready have sone standards anyway
that are just going to further confuse an area which is
al ready really nessy.

MR. LaFONTAINE: | disagree with you.

M5. SM TH DeWAAL: Ckay.

MR LaFONTAINE: | think this does exactly what
you are suggesting; that it takes the separate rul e- naki ng
and the separate past regardl ess of what the National Mcro
Comm ttee says, and says, "W are going down the sane path
with a final rule that will be the national standard on
critical itens."

It sets the tenplate or the baseline that
everybody can use and everybody can | ook to and says if we
follow this, whether it be a producer or a food service
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entity, we have sonmething that is solid scientifically. W

can hang our hat on it. And everybody is performng it in
the sane way. That's what this says.

M5. SM TH DeWAAL: Is there any evidence that the
standards which -- well, I will wthdraw that question. How
does the subconmittee anticipate themdoing this joint rule?

| nmean, how do we really know how t he agenci es operate?
mean, are we anticipating rul e-nmaking here? What are we
really -- maybe we should clarify that.

MR, LaFONTAINE: That's what | anticipate. But |
shoul d defer to the Agency to answer the question how you
woul d orchestrate this.

CHAI RVAN BILLY: Well, we could -- they could be
joint or separate rules that would apply the sane standard
to all the different entities that are regulated. So it
could be a jointly signed rule or they could be separate
rul es published on the sane day, setting the sane standard
across the board.

| would Iike to conme back to your question to
satisfy you and think about that while | nmake sonme comments.

| nmean, | think we ought to talk a little bit about what
the realities are right nowin terns of the food code. And
| have to say right off the bat, I"'mnot up to date.

So | don't know if Tom Schwartz is here or anyone,
but my understanding is that with the creation of the first
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food code | think it was back in '93, there was -- an effort

was then made to get the states to adopt it. And it's now
been about six years |later.

So we are on the order of about ten states that
have adopted it. W have another 20 states or so that are
wor ki ng to adopt sonme version of the code. Sone are stil
wor ki ng on the '93 version and haven't conpl eted the process
and are m ssing out on significant changes that were nade
fromthe '"93 to the '95 version. Sonme states are working --
of those 20 or so are working to adopt the '95 version.
There is a '97 version and now a '99 version that was just
publ i shed.

Summ ng all that up, there are quite a nunber of
states that haven't adopted any version of the food code.
The risks, as we tal ked about earlier, whether you are
roasti ng beef or cooking chicken in a big plant sonewhere
under FSIS inspection or doing it in a store or doing it in
a nursing hone, the risks are the sane.

And it seens to nme that given the factua
situation, it does make sone sense to pull fromthe food
code the key food safety standards that FSIS and FDA and
ot hers have worked hard to incorporate into various parts of
the food code, to take those standards and establish them as
nat i onal standards, uniform standards as suggested here.

My viewis that | don't think it is going to have
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any inpact at all on the rate of adoption of the food code

or whether states adopt the food code or not. The food code
is a very conprehensive docunent. And | know there are

t hose that have suggested that the food code in its entirety
be adopted as a federal regul ation.

| would Iike to see that happen given the rules we
now operate under. There are hundreds of pages of
prescriptive regul ati ons, none of which have an econonic
justification established. You would -- if you started now,
you mght in 20 or 30 years achieve an objective like that.

| think it's alittle naive to presune that you could do
t hat .

But what you can do for public health is pull the
key food safety provisions and adopt them separately as
federal standards so that whether a state adopts the code or
not or they are adopting the '93 code and it is 1999, the
federal standards woul d preenpt and establish the m ni num
that has to be net regardl ess of the type of operation that
it is.

So | think that's sort of what is intended here,
is to nove -- advance the food safety provisions and nake
t hem uni form and consi stent across the board to address the
food safety probl ens.

M5. SM TH DeWAAL: That's very hel pful to see kind
of what your vision is. M question still is though that --
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| nmean, do you anticipate these standards woul d then preenpt

and be enforceable in every restaurant around the country or
-- | nmean, the problemw th the food code in part is it is
the states, the | ocal governnents and the county governnents
that actually enforce the food code. So it's got to be
adopted on multiple levels on the state |evel.

Do you anticipate that then -- you know, this
m ght be a very exciting approach, to have an alternative
where they could just adopt by reference a set of rules that
provi de cooking, cooling, refrigeration, hot hol ding
standards. But |I'mjust --

CHAI RVAN BILLY: Let me --

M5. SM TH DeWAAL: -- | nean, do you see this as
enforceable or is it just another docunent that we are going
to fight to get the states to adopt?

CHAI RVAN BILLY: Many state and local entities --
| don't know of a percentage; someone m ght know -- have a
regulation or a law in the books that automatically accepts
and applies federal regulations once they are in place.

M5. SM TH DeWAAL: Ckay.

CHAI RVAN BILLY: And so for many states and | ocal
entities, it would becone an automatic process. So it
woul dn't even -- they wouldn't even have to do anyt hing
ot her than the next tinme they publish their rules, they
would cite the new citation for the new federal standard in
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what we are tal king about.

QO hers have to do -- take specific action. And in
sone states, it is the legislature that actually does it.

So there is all variations on a thene. But nonet hel ess,
whet her they adopt it or not, it's the applicable standard
that has to be net.

And | think through the efforts of state and
federal agencies and others to provide training -- we have
got a joint training activity for local regulatory officials
inthis area we are talking about. And it would afford us
an opportunity to enphasize what the federal standards are
as part of that training. And others could do that, as
wel | .

So | think it would just advance this whole
process. And at least as it relates to food safety, you
woul d have these standards as reference docunents, adopted
or being worked on by the states. And the rest of the food
code, sone of it is advisory. Some of it is just reference
i nformation.

| think it is good to encourage states to continue
to work to adopt the code in its entirety. But that rarely
happens. And in the case of the food safety standards,
there woul dn't be an option. They do preenpt and they are
t he standards that have to be net.

M5. SM TH DeWAAL: And you would do this in one
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rul e or one point.

CHAI RVAN BI LLY:  Yes.

M5. SM TH DeWAAL: It wouldn't be m xed all over
in the Federal Register or in the Meat Act or whatever. It
woul d be a package of perfornance standards.

CHAI RVAN BI LLY: That's what we've tal ked about.
But, you know, that still has to be designed. | don't know
exactly how we would do that. There has been sone

di scussion with FDA about that.

M5. SM TH DeWAAL: Okay. | think it is inportant
-- and then I will stop -- that -- first of all, with this
expl anation, | support what the subcomittee has done here

because | have a nuch better understanding of it now

| would recomrend that it be in one -- that the
regul ati ons, including the perfornmance standards and safe
har bors, be accessible at one point in the Federal -- in the
CFR or at two points if it is being done where FDA and USDA
are both adopting them

| also really strongly like the concept of one
federal rule, as |I also support the concept of one federal
food safety agency because it gets -- | nmean, this is just
an exanpl e of the quagmre that we have when we are trying
to regul ate the sane hazard in food all the way down the
chain fromthe federal governnment to the restaurant we are
going to eat in at lunchtinme. So thank you for giving ne
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the tine.

CHAI RVAN BILLY: Cathy would |ike to add a point,
t hen M ke.

DR. WOTEKI: Yes. | thought | understood the
concept until Caroline's clarifications. Let ne ask a
guestion both of Caroline and of Tom

| had understood fromthe paper and fromthe
di scussion so far and fromthe subconmittee' s report, ny
inference fromall of this was that the food code did
provi de the safe harbor because of the greater specificity
that is in the food code than what would be in the
per formance standards of what woul d be published.

And Caroline's qualification |leads to a different
conclusion that there would yet need to be a third set of
regul ati ons providing those safe harbors for the smal
entities. |Is that correct?

MR. LaFONTAI NE: Let nme answer that question and
then we will go on. Wat we are saying is there will need
to be m ni num performance standards that are uniform across
t hat everyone can use. And that may be you nust prove that
you can do a five log reduction of X organismfor X item
Having said that, in that same rule, we need -- if there
exi sts or does not exist, provide a safe harbor.

For those fol ks who do not have the expertise in
their type of business to provide those kind of validations
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so that there is -- the commttee felt very strong that,

hey, we have got to put sonmething there also that says,
"This is a procedure you can use to naintain or create safe
meat or poultry.”

So we are | ooking at a package deal where you can
accomodate -- or have a performance standard that can be
used by those who have the expertise, but also a hone
remedy, for the lack of a better word, that everyone can
| ook to that says, "This is also a national standard that if
| do this, | ammaintaining food safety.”

CHAI RVAN BILLY: Let nme add to that. Currently,
and in the recent past in fact, FSIS has not been successful
in an approach that would both establish a perfornance
standard and include in the sane rule a safe harbor-type
prescriptive exanple or way of doing it. QVD has not
accepted that kind of approach.

So the alternative that we have chosen is to issue
Agency gui dance that normally takes the existing
prescriptive fornula out of the regulations that we are
changi ng and puts it into the gui dance docunent, and then
making a conmtnent that we will naintain that guidance
docunent and in some instances add ot her options, as well.

It would be an alternative to use the food code as
what woul d be the prescriptive exanples. |In many instances,
that is what is in the food code now. In some instances
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t hough, the standard that we woul d establish mght require

us to circle back and go through the food code process to
get the food code changed to nmake it consistent with the
per formance standards because there is roomfor further

i mprovenent of the food code.

So there are sonme options there. But | think
while it may be the interest of Dan and perhaps the
commttee to have themboth in the federal regulation, | am
forewarning that the |ikelihood of that happening that way
is not very great.

M5. SM TH DeWAAL: Can | just add though that
t here has been one change since perhaps you had that
experience. And that is with the juice HACCP regul ation
where they put a really nifty performance standard in, but
nost of the cider manufacturers really don't know what it
means.

When we are dealing with small businesses, it is
real nice to say get a five log reduction. But the reality
is for when we are dealing with small entities, it is
hel pful to themto say, "Hey, dummy, pasteurize."” You know,
"Achieve a five log reduction” is really nice |anguage, but
it's just sinply not very meaningful. And | think OV
per haps needs to be educated on that. So | |ike Dan's
appr oach.

CHAI RVAN BI LLY: Yes. M ke?

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R PR R R R R R R R
O D W N B O © 0 ~N o 00 » W N L O

324
MR MAMM NGO | just think that we don't want to

have any fal se expectations here of what we were asked to do
or what this product is.

W were asked -- FSIS would |like to go to the
nodel food code -- it is not a regulation now, it is a nodel
-- to extract fromthat food safety -- critical food safety
i nformation regarding neat and poultry to nake it a part of
a federal performance standard in FSIS which will be under
Title 9.

Part 303 in Title 9 exenpts the restaurants, the
grocery stores from everything except adulteration,

m sbrandi ng and for tine control. It doesn't exenpt them
fromthat.

CHAI RVAN BILLY: And these standards.

MR. MAMM NGO Ckay. Say that again.

CHAI RVAN BILLY: There is a provision in both the
| aws that allows us to establish national standards for --
as they would apply to neat and poultry products across the
boar d.

MR. MAMM NGO Under st ood.

CHAI RVAN BILLY: The exenption applies to whether
we can enforce or not. So when we're not --

MR. MAMM NGO That was ny next thing. And you
said it before nme. The expectation -- and | have no such
expect ati on.
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| think it is a grand idea because no matter what

has happened anywhere el se in governnent, in the

relati onship between FSI'S and FDA, this is at |east an
extension of the hand fromFSIS to FDA in saying let's take
these things and nake it a part of our FSI'S perfornmance
standard under the neat and poultry regul ati ons because it
is good and it provides guidance for people at any |evel.
Fromthe small restaurant to the giant packer, it provides
gui dance.

But if there is an expectation here that suddenly
enforcenment is going to change at the restaurant and the
grocery store, then you better put that out of your mnd
because that is not going to happen as a result of this.
Isn't that correct? Fromany practical standpoint --

CHAI RVAN BILLY: Not from FSIS.

MR. MAMM NGO Unl ess you get a mandate from
Congress and a few zillion dollars, they are not going to
rush out to all of these places. And that is the only thing
that I want everybody to understand, was we have and
expressed and di scussed many concerns about do grocery
stores and do restaurants know how to cook hanburgers or
not. This is not going to fix that. And it is not going to
codify FDA and FSIS requirenents.

What we are doing -- and it seens fairly sinple.
You are going to another agency that has responsibilities in
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food including neat and poultry, taking sonme critical

el enents of their nodel, and incorporating it into federal
per f or mance st andards.

And while you al ways have the authority under the
federal statutes to reach out to neat and poultry at the
retail store and in commerce, this is not an enforcenent
vehi cl e to suddenly change what you are doing. |Is that
correct?

CHAI RVAN BI LLY:  Yes.

MR MAMM NGO Okay. In that respect, it's kind
of hard to argue about this.

M5. DONLEY: If | can junp in, | was on this
particul ar subconmttee. And | want to thank everyone in
that subconmttee for being exceedingly patient with ne
because | needed a trenmendous education in this subject.

And | was the one who was really thinking this could be the
greatest thing since sliced bread because now we w || be
havi ng t hi ngs cooked safe, prepared safely and correctly al
t he way down through the line.

| was brought back to reality and told that we
can't get to that point fromhere. W just -- it just can't
be done. But our hope was and the intention is that it wll
be sonet hing maybe that the states can wap their arns
around a little bit easier than a whole food code, that we
can make sone differences somewhere on a |imted basis, that
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peer pressure anong states might further bring others al ong

into it.

And | still have a problemin ny head of why can't
we just -- why can't governnent just say, "Hey, listen, this
is the way it has got to be done and the only way that it
shoul d be done because it is the safe way to be done.”™ And
| just, again, want to thank the subcommttee for being very
patient. And | started out by just saying we should just
adopt the whol e doggone thing. And | guess this is the best
way that we are going to be able to do it.

CHAl RVAN BI LLY: Yes. Rosenary?

M5. MUCKLOW | cone froman industry that can't
understand why restaurants don't have to cook their
hanburgers. | do renenber when we were at the Hyatt a
coupl e of several neetings ago, | suggested Dr. Wteki go to
the kitchen and talk to the chef there because he wasn't
cooki ng the hanburgers right.

We have all becone extraordinarily frustrated at
the obfuscation that this issue has had in the handling of
the food code. And you make it nore clear today that they
are even nore obfuscated than | even thought they were in
that some of them were di scussing one version of the code
and there are four versions since 1993. And we've still got
restaurants out there that don't understand the inportance
and val ue of cooki ng hanburger properly.
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This | think gives us a benchmark. And it is

sonething we can do rather as -- rather than just sit around
and be continually frustrated about what we can't do. W
can set a standard, a performance standard. It is a beacon
in an otherwise nurky future. | think it is the right thing
to do and | commend the work of the subcommittee in
addressing this issue.

Qovi ously, the cooking of hanburger is one of the
maj or ones. The cooking of roast beef is also very, very
inportant. W had illnesses associated with that 20 years
ago. | just think it is absolutely the right way to go.

And | conmmend Dr. LaFontaine for guiding the process to
bring this docunment back

CHAI RVAN BI LLY: Dan?

MR. LaFONTAINE: | need to go back to the safe
har bors i ssue one nore tinme. First of all, | recognize that
| don't know -- | know very little about federal rule-

making. And | acknow edge that to get a prescriptive
requi renent in may be close to inpossible.
My point is this, and | amgoing to play a little
m nd gane. On January 6th of this year, FSIS published a
final rule that regul ates the cooking, the heat lethality,
and the cooling of roast beef, corn beef, certain poultry
products, etcetera. That is in the rule and it is clear.
They al so kept safe harbors and they put those in
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a separate docunent. | would guess there is very few people

in this roomthat can tell you where to find those safe
harbors. | happen to know because | have a reason to dig
real deep.

My point is, and it goes back to what Caroline
said, they get lost in the quagmre. And if there is any
way you can figure out to put the safe harbors with the sane
visibility as the final rule, doit. Qherw se, you are
just Kkidding yourself if you say you are going to put it
sonmewhere el se and everybody can find it. That is my only
poi nt .

| realize the difficulty you have. But it has to
have uniformvisibility or broad visibility for lack of a
better word. Thanks for listening to ne.

CHAI RVAN BILLY: Yes. To be clear, | am not
encouragi ng or recomrendi ng that the commttee change their
recommendation in that regard. | amjust sharing with you
what our recent experiences have been. The fact that we
have such a recommendation fromthe conmttee will enable us
to perhaps try once again. Yes, Muagdi?

MR. ABADIR | have a question on point. In the
first line when you talk about critical food safety factors,
this is a very open definition of that. Can we specify, are
we tal king about cooking and cooling or are we tal king about
critical areas that can be controlled? Because this is too

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

330
wide to | eave |i ke that.

MR, LaFONTAINE: | will repeat what | said
earlier. W are tal king about those things that are
critical -- those things that are very inportant to
mai ntaining -- creating or maintaining a safe food: heating
or alethality step, cooling to prevent the growth of
pat hogens subsequent to cooking, and the mai nt enance of
tenperature whether it be a raw or a fully cooked item

That is the kind of itens, the sanme type of things
that woul d have a reasonabl e |ikelihood of being identified
as critical control points. That's where we should
concentrate first. And that's why | used the word,
"critical", kind of tying it into potential critical control
poi nt s.

CHAI RVAN BI LLY: Wuld -- if we substituted for
"factors" the words, "process control neasures”, that would
read then, "Critical food safety process control neasures.”

Does that make it clearer?

MR. LaFONTAI NE: Are you suggesting critical food

CHAI RVAN BI LLY: Food safety process control
nmeasures. Those are all parts of the process as you
descri be them

MR. LaFONTAINE: Yes, and to go a step further,
Nancy just handed ne, "Such as including cooking, cooling,
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t enper at ure mai nt enance”, give sonme exanples if that's okay

with everyone. | will make those editorials and get those
to Mke. And we can print this out again this afternoon.

CHAI RVAN BI LLY: Good.

DR WOTEKI: Can | --

CHAl RVAN BI LLY:  Sure.

DR WOTEKI: -- | would Iike to ask a question
again to the subcommttee and | guess also to the ful
committee. As this is drafted, this report, it has a title.

And the title is actually I think the purpose for the
report. Wuld it be possible to anend this to actually have
that as a statenent of purpose as opposed to a title?
Because | think it really then -- the rest of it flows.

And it begins to address the question that |
wanted clarified earlier, as well. Because as | understand
it, the intent is to not set up a conpeting process for the
food code, rather to reinforce the food code and provide
sone additional incentives to states to adopt the nost
recent, up-to-date versions of the food code.

MR. LaFONTAINE: | certainly agree with what you
are saying. | will have to listen again what you are
actual Il y suggesti ng.

DR. WOTEKI: Well, | -- ny suggestion for
di scussion is that the title of this paper, "Reinforcing the
Food Code by Adopting Key Food Safety Provisions as Federal
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Per f or mance St andards" --

MR. LaFONTAI NE: That should be the entry sentence
basi cal | y?

DR. WOTEKI: Yes, it be stated as, "The purpose
for the followi ng recomendations is to reinforce the food
code. "

MR. LaFONTAINE: Yes. | certainly agree with that
if everyone el se does.

CHAI RVAN BI LLY: Caroline?

M5. SM TH DeWAAL: We al so should note for the
record, but also it mght be appropriate to add sonething to
this. That it's very inportant if you do this that you
update them as sci ence becones avail abl e showi ng they are
out of date because it is always great to have a new set of
performance standards. But five years down the line, they
may be out of sink with what the science is.

And so the comm tnent here has got to be to not
only devel op them but to update them as appropriate to neet
the best scientific know edge.

CHAl RVAN BI LLY: Rosenary?

M5. MUCKLOW Again, | feel sonmetinmes that I ama

hi st ori an.

CHAI RVAN BI LLY:  You are.

M5. MUCKLOWN But when Carol Foreman was Assi stant
Secretary of Agriculture and there were illnesses fromroast
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beef, under her admi nistration, an energency regul ati on was

published. It is one of the rare occasions when this Agency
publ i shed an energency regul ation for the cooking of roast
beef to assure the safety of product.

This Agency has the authority as new sci ence
beconmes avail abl e even to take instant action which it does
very rarely. Carol was absolutely right to require that.
And it then forced a revisiting. And then a nore fornmal
process and a better regulation was ultinmately adopted for
t he cooki ng of roast beef. But there was an energency need
at that tinme.

So those vehicles do exist in the regulatory
process to nmake those kind of changes as science becones
avai | abl e.

M5. SM TH DeWAAL: So could we add just a clause
to it to make sure that updating it is part of our
reconmendat i on?

M5. MUCKLOW | don't think that's necessary. |
think it happens anyway.

M5. TUCKER FOREMAN. | amnot sure it could happen
today with the regul atory burdens, the burdens that are
pl aced on the Agency with regard to risk assessnent,
devel opment and cost benefit analysis. | don't think you
can do anything quickly anynore, although I am going to urge
you to on Listeria.
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CHAI RVAN BILLY: | think it is an inportant point

about that to work in here somewhere that the perfornmance
st andards be updated consistent with new science or sone
| anguage like that. | think that's a good i dea.

MR. LaFONTAINE: G ve me one second here. Let ne
read back to the commttee what | have captured. And then
we will nmove on to the next subject if that's okay.
Following -- or using Dr. Wteki's suggestion, | have
witten a new introductory sentence. And it says, "The
subconm ttee endorses a concept of reinforcing the food code
by adopting key food safety provisions as federal
performance standards.” |[Is that what you had in m nd?

Okay. And then we go on with the rest of this,
"The subconmm ttee supports the concept of devel opi ng m ni num
performance standards for critical food safety process
control neasures such as cooking, cooling and tenperature
control as they relate to neat and poultry products.”

And then there is one additional one which |
haven't put in yet, would be your suggestion about that the
st andards be updated as new science evolves. So | need to
integrate that. | will put this together with M ke and we
can re-do it and hand it out this afternoon if that's okay.

Any ot her comments? M. Chairnman, are you read to nove on?

CHAI RVAN BI LLY: Yes, sir.

MR, LaFONTAINE: Al right. W had doubl e-duty
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| ast night. W had two topics. So we worked well into the

night. Not really, but it did take a while to air the
subj ect s.

The second subject we were given was the topic of
regul atory reform And once again, the FSIS fol ks were
quite helpful in explaining this topic, M. Tucker, M.
Engl ej ohn and others. Once again, kind of as an
i ntroductory comment, we had to talk in general quite a bit
to make sure we knew what was being tal ked about and what
FSI'S was asking us to do. Even though we had the questions
in front of us, we needed further explanation.

After that prelimnary discussion, what we canme up
with is the following statenment on regulatory reform
"Using transparent and net hodi cal rul e-making with
opportunities for interested parties to work cooperatively
towards the objective, particularly on those that are
identified as new regul atory agenci es, for exanple,
transportation” -- so in essence, we are saying be as
transparent, as open and as nethodi cal as you can to get al
parties concerned to the table, just what you have been
doi ng on many of these rules.

And we used transportation as an exanpl e because
that is going to be a trenmendous challenge to pull that off.

Anot her one that we didn't nmention here would be the
cooling requirenents for neat and poultry which are
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nonexi stent on neat and hidden so to speak on poultry. So

we are saying be prepared for a very transparent and
met hodi cal pat h.

Nunber 2: "lncorporate scientific data and cite
sources to support the rules as they are proposed.” In
ot her words, when you cone out with a proposed rule, put up
front all of the scientific data and references that you
can. So when people start comng to the table, they have
got sonething that they have had a chance to dig into.

Three, and it somewhat repeats the first one, but,
"Make the process very public and nake avail able in advance
information on the subject to facilitate discussions in
public neetings.” W keep harping on this, but it is -- it
just doesn't work when you cone to this conmittee or to a
heari ng and you've got a handout that's five pages or ten
pages. You are really lost in trying to make constructive
comrent s.

Four: "Regul ations should strive to inprove food
safety. Standards for one species should not be decreased
in the interest of making themthe sanme for the other
species.” | guess another way to say that, yes, there needs
to be a level playing field. But don't conprom se food
safety on one species just in the interest of making them
equal . | think you know what we are tal king about on that.

And finally, "Gather as much econom c data on the
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benefits to support the cost of the regulations.”™ W

realize that's something you have to do as a part of your
process. But Dr. Englejohn explained that is the probably
the nost difficult part of his rul e-nmaking process, is
getting useful -- getting information, especially useful

i nformation, on the econom c cost benefit analysis.

So that's a summary of our five reconmendati ons on
how you handle this regulatory reformi ssue.

CHAI RVAN BI LLY: One suggestion that | woul d nmake
is -- picks up on the suggestion that Cathy nmade earlier
regardi ng the previous reconmendati ons. Maybe we coul d take
the title and turn it into a --

MR, LaFONTAI NE:  Sure.

CHAI RVAN BILLY: -- a sentence and join it with
nunber 1, which would be sonething |ike, and | don't want to
put words in the commttee's nouth. So we would have to
sort this out. But, "The comm ttee supports continuing
regul atory reform™ and then add that to the first itemor
sonething like that. That mght -- sonmething like --

MR LaFONTAINE: | can do that if there is no
obj ection from anyone el se or fromthe commttee.

CHAI RVAN BILLY: And then these are sort of other
qualifications as | understand it. Yes, Caroline?

M5. SMTH DeWAAL: | didn't sit in this part of
the subcommttee neeting last night. But, | nean, we are
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having a real problemw th the Agency's willingness to nove

forward on needed, urgently needed public health regul ations
because they claimthey don't have the risk assessnent.

And | notice that in nunber 5, you say, "Gather
t he econom c data on benefits.” But is there sone statenent
the conmttee could support on urging the Agency to nove
forward on regulations -- or not to wait on urgent public
health issues for -- to conplete lengthy risk assessnents,
but to nove forward with avail able public health data?
Because we frequently feel they have the data. W know the
i npact of sonme of these.

But they are waiting for these very lengthy joint
ri sk assessnments with -- you know, that nultiple agencies
and nunmerous commttees are involved with instead of noving
forward. So | want to get a sense of the commttee because
that is sonething that could | think strengthen
significantly this reconmrendati on.

MR. LaFONTAINE: 1'Il speak for nyself personally,
and this is not speaking for the subcommttee. The
scientific way to evaluate the risk is -- to evaluate the
food safety inpact is a risk assessnment. And | personally
don't feel confortable backing away fromthat.

M5. SM TH DeWAAL: Well, and we don't -- we
support risk assessnent. The issue is it shouldn't stand in
the way of protecting public health. And, in fact, it
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appears to be doing that today.

MR. LaFONTAI NE: But you can't have it both ways.
You can't support risk assessnent and say, by the way,
forget about risk assessnent when | have -- make an
enpirical judgenent that this is a food safety hazard and we
can't wait. So either you buy into it or you don't.

M5. SM TH DeWAAL: They can target risk
assessnments to -- for exanple, | mean, they are not doing a
ri sk assessnent on Listeria in ready-to-eat neat products.
They are doing a risk -- a very broad risk assessnent

dealing with all types of food products including frozen ice

cream
And that risk assessnent, while it may be

valuable, is not -- we don't need the answers to all those

guestions to get the information they need to fulfill their

ri sk assessnent requirenents for rul e-maki ng on ready-to-eat

meat products. So what | would like to do is to add

| anguage that says that risk assessnents should be -- that
ri sk assessnent should be targeted to address -- shoul d be
targeted so that they don't delay urgently -- or rul e-naking

on public health matters.

MR. LaFONTAINE: | had the privilege to sit in on
a briefing in San Diego, the U S. Aninmal Health Association
nmeeting on the current on Listeria. The status of the
current Listeria risk assessnent by a gentleman from FDA
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they are doing it right. They have USDA, FDA, all parties

concerned, they are doing a conprehensive review because
just as inportant as maybe the ready-to-eat products is the
soft cheeses on the FDA side.

And we criticize frequently that we' ve got one
agency going off in one direction and another one in
another. They are looking at it in a conprehensive way,
very rapidly set aside sonme of the low risk item such, as
you nentioned, frozen deserts, and finding out for the high
ri sk products what is the risk and how do we -- you know,
what risk do we assign to them

So you've got to let the process do it properly
and not junp in and tackle one entity and | eave the rest
behind. So I will just shut up. | think they're doing it
right and they are working vigorously at it and meki ng sone
good progress.

M5. DONLEY: Earlier this week, a plane went down.

And hundreds of people were killed. And you better believe
the FAA is noving as we speak on reeval uati ng and | ooki ng at
putting in additional regulations or they are exam ning
ever yt hi ng.

W shoul dn't have to wait for planes to go down
and we shouldn't have to wait for people to be getting sick
and die fromeating foods. W recognize a problem And we
shoul dn't have to let the bodies pile up while we are
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scranbling to accunul ate data to support what is obviously -

- regulations that are obviously needed.

So maybe for the purposes of this, could we put
into sone sort of |anguage the need for, well, emergency --
an energency response of sone -- and | hate to do that. |
hat e the thought that we have to have the disaster first and
then respond. But in this particular case, while we are
waiting for this very conprehensive risk assessnent to be
conpl eted, we've got a very identified segnent that needs to
be addressed i mredi ately.

So | amjust thinking out |Ioud here. |Is there
sonmet hing we can put together that says in a crisis
situation, that we need to nove forward i mrediately with
regul ati ons and get sonething noving while risk assessnents
are being -- while it is in process, while the risk
assessnment is in process? Is that kind of, Caroline, where
you are conmng from the rest of the conmttee, M ke?

CHAI RVAN BILLY: Okay. Well, let's start here and
wor k our way around. Collette?

M5. SCHULTZ KASTER One of the benefits of risk
assessnment is that in the process you try to identify
i nterventions and you wei gh out the risk of something
occurring against your ability to control that. And just
the sane as the airplane exanple, we have no idea why that
pl ane crashed. There is a mllion reasons.
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There is a mllion things that could go wong with

an airplane, just as in a biological systemwhether it is
the bacteria or the neat supply or the dairy supply. There
is amllion things that can go w ong.

Sci ence cannot just go out and blindly start to
try to identify all of the things that can go wong with the
system Therefore, we need to | ook at things that have
taken place, identify what broke down in the system use
ri sk assessnment, and then conme up with interventions and
regul ations in that order.

And | support doing it in that order, even though
unfortunately it takes |longer than any of us want to --
nobody is confortable with the situation, whether it is
regul atory, consuners or industry. | nean, if this was the
Nancy Donl ey Meat Plant, you would feel in a panic even
t hough you had a vested interest in continuing your
busi ness. So nobody is confortable with the tine frane, but
it is a good scientific process. And we need to support
t hat .

CHAI RVAN BI LLY:  Jin®

MR. DENTON: | totally agree with what Dan and
Collette are saying. One of the issues that we face,
despite the fact that we think that what we are dealing with
here in this particular conmttee with neat and poultry
products are the nost inportant things in the world, when we
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| ook at a properly conducted risk assessnent, we have to

| ook at the entire food supply.

As Dan very eloquently stated earlier, we are
trying to go about this in the nost appropriate manner to
identify those very critical issues in all foods to nake
sure that when we take the approach of trying to inplenent
regul ations, that they are being done in the nost
prioritized manner that we can possibly do that.

| think that if we divert or diverge fromthe
systematic process, it |eads us to nmake very poor deci sions
in many cases. | share the sanme concerns that both Caroline
and Nancy share. | just happen to believe that there is a
very systenmatic methodol ogy that we have to use in order to
arrive at valid concl usions.

CHAI RVAN BI LLY: Ckay. Caroline?

M5. SM TH DeWAAL: | think Mke was first and then

CHAI RVAN BI LLY: Okay. M ke?

MR MAMM NGO Move it on.

CHAI RVAN BI LLY: Wo wants the | ast words?

M5. SM TH DeWAAL: Anyti ne.

CHAI RVAN BI LLY: Onh, no.

M5. SM TH DeWAAL: These aren't specul ative risks.
This isn't sonmething that is going to happen in the future.
We had an outbreak a year ago, alnost a -- it was happening
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actually a year ago right now that docunented a significant

gap in the system

This isn't potential hazards. This isn't
anticipating a plane going down in the future. It is
reacting to the plane having already gone down.

What we | earned yesterday during this session is
that after a rule clears the Agency, there is still at |east
a five-nmonth tinme period for it to clear the rest of
governnment, for it to clear the USDA and then OVD. So
what ever day they start, you have to -- and whatever conment
peri od, whatever process they go through, we are talking
about a nulti-year process.

My concern here is that a year after this
out break, we have no evidence fromthe Agency that they are
noving forward with rule-making. And their rationale is,
"We can't" -- "W don't have a risk assessnent."”

W know what the risks are. CDC just last nonth
publ i shed anot her report docunenting what the risks are.
Listeria is responsible for about a quarter of the deaths
from known causes in the food supply from foodborne
illnesses. [It's about a quarter of the deaths. And this is

a very significant hazard.

W know there are gaps. We know how to fill those
gaps. | mean, conpanies are already testing. W heard that
yesterday. | know NFPA reconmends testing. | know the
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government recomends testing. But nobody is requiring it.

And, in fact, the food | awers for ten years have been
telling conpanies not to test.

And we need to fix this problem W can't wait
for themto anal yze every possi ble food source for Listeria
and put themon sone kind of list. W already know what the
food is that's at the top of the list. And we would like to
figure out how to get FSIS to understand the urgency.

The | anguage | am proposing sinply says, "Risk
assessnments should be targeted so as to not delay rul e-
maki ng on public health nmatters”, so that we -- the Agency
understands that they shouldn't wait. They should nove
forward. |If this risk assessnment the FDA is in charge of
isn't noving forward in a way that is going to facilitate
their rul e-making, then they should do a nore targeted rul e-
making to facilitate it.

So | would Iike the commttee's opinion on whether
we coul d add | anguage that sinply says, "Ri sk assessnents
shoul d be targeted so as to not delay rul e-naking on public
health matters”, so that we're not in this situation where
we are sitting around waiting for a risk assessnent that
really isn't going to answer the questions that they need
answered to proceed with their rule.

CHAI RVAN BI LLY: Carol ?

M5. TUCKER FOREMAN: Yes. [|I'msorry. Mke, you
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go right ahead.

CHAI RVAN BILLY: OCh, I"'msorry, M Kke.

MR MAMM NGO That's all right.

CHAI RVAN BILLY: | thought you wanted the | ast
word. No, go ahead, M ke.

MR MAMM NGO Onh, | just would like to reiterate
what | said yesterday. Qur friends, the scientists, you
cannot take themaway fromtheir discipline of risk
assessnment. You can't change that. You can't abbreviate
it. And what we are tal king about here is really two
t hi ngs.

You are tal king about a nethodical, disciplined
approach to risk assessnent and what ny friends at the table
are concerned about has to do with the legal and political
and policy issues of doing something because you think it
needs to be done.

| think Carol did that with her roast beef thing.

| was out there in the sticks when that canme to pass. She
deci ded she was going to do sonething. And she was willing
to stand up in front of God and everybody and fight it out
with themeven if it went to court.

And those of us that have been in court a tinme or
two know that the courts are synpathetic to protecting the
public health. And even if you don't have a chapter and
verse rul e but you can show you have taken an action to
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protect the public health froma real hazard, the courts

have been synpathetic with that.

Now, that's -- and then fortunately -- or
fortunately, the fact of life is in your position and in
m ne and those of the rest of us that are regulators, we are
confronted with situations that we have to nake deci sions
on. Are we going to take the scientific, methodical,
di sci pli ned approach to address a problemover tine or are
we going to take action right now, this m nute because we
think we are conpelled to by our conscience and by what we
know to be a fact?

And then, are we willing to stand up in front of
God and everybody and take the heat for it? |In that respect
-- we kind of beat that term "risk assessnent”, up an awf ul
| ot because as, you know, there are risk assessnents about
pl aying golf when it is lightning, and then there are risk
assessnents that we need to do to determ ne what the effect
or what the possibilities of a hazard are over tinme and
what's appropriate to do scientifically to address that.

| have no problemw th being on the hot seat. And
you certainly don't either. W can't escape it. But |
think we have two different issues here involving this fine
phrase of "risk assessnent.” What you are asking for is
what, for exanple, Carol did. That is aside fromthis
process called risk assessnent.
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And | don't have any advice for you, sir. That's

just the straw you've drawn in this business, to listen to
your constituents and determ ne when you are willing to go
out on a linmb whether you have a specific rule behind you or
not to demand sonething. And | guess that's about all |
have to say about that.

CHAI RVAN BI LLY: Carol ?

M5. TUCKER FOREMAN: Well, you said it so well
that | really hesitate to say anything nore. | just think,
you know, bal ance, bal ance, bal ance. You have to bal ance
the industry and the scientist's need to have as close to
the final answer, the best possible data agai nst our need.

W are going to eat three tines a day, please.
We've got to do it every day. W' ve got to have the best
protection that we can have based on the best infornmation
that we have at a point where you need to take action. And
it is never the final answer in science.

And part of this is you' ve got to be prepared to
say, "Ceez, you know, we were wong about that one and we
are going to fix it now" Caroline | think is asking for a
bal anced amendnent to this recommendati on. She is not
asking you to throw out risk assessnent, but to target it so
that you nove this process as quickly as possible.

My last comment on everything that we get into on
this discussion is that neat and poultry products are
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different fromall the other food out there. They conme to

the public with an inprimtur of safety placed there by the
United States Governnment. | think it is an additional
responsibility on the government to act expeditiously to do
everyt hing possible to nake sure that they are, in fact,

saf e.

You know what, sonetines that is going to place an
unnecessary burden on the industry. And it is the trade-off
for having your "Inspected and Approved" U.S. Departnent of
Agriculture sign on there.

CHAI RVAN BILLY: Ckay. | have some suggested
wordi ng for nunber 5 that | thought maybe | woul d put out
and maybe you can think about it while we get sone
additional comments. | will read it twice so you can get --
sort of capture it.

And it would be, "The Agency is encouraged to
anticipate the need for risk assessnents and cost benefit
anal yses and gather scientific and econom c data to support
the tinely devel opnment of regulations.”™ | wll read it once
again. "The Agency is encouraged to anticipate the need for
ri sk assessnments and cost benefit anal yses and gat her
scientific and econom c data to support the timely
devel opnment of regul ations.™

MS. TUCKER FOREMAN:  Tonf

CHAI RVAN BI LLY:  Yes.
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M5. TUCKER FOREMAN. | don't think that quite does

it because | don't think you could have anticipated the

problemw th Listeria nonocytogenes. There are a |ot of

ones that we could have anticipated, but | amnot sure this
is one of them

And | don't disagree with it, but | don't think it
is enough in this instance becones sonetines -- you know, |
think Caroline' s suggestion goes nore to the point of target
the risk analysis to get the fastest possible action that is
reasonabl e.

CHAI RVAN BI LLY: Dal e?

MR MORSE: | guess | think there has to be a
mechani sm for sonme kind of enmergency rule-making. | just
think in ternms of our state basis, if we didn't have that
availability, just the two outbreaks this fall with the E.
coli, over 1,000 cases and |linked to an unchlorinated water
supply and then finding out there were six other county
fairs that have the sanme systens with sonme of them having
events the next couple of weeks.

If we didn't have the nechanism for energency --
if we had to go through a risk assessment to see what those
wat er supplies, were they potentially safe or with the West
Nile, if we had to go through the risk assessnent to
eval uate the spring and for nosquitoes, then no action would
have been taken.
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So at certainly the state level, | can't inagine

an agency without the ability to take some energency
responses, even though they may not be perfect. And then we
nodify it since | think the Agency needs to have the

avai lability of some kind of energency response basis, an
interim-- even though then you can nodify it through the

ri sk assessnent, | don't see themas mutually exclusive. |
think you have to have both capabilities.

So | think there are tinmes you have to go ahead
and act quite dramatically on the science available at that
time. And then you inprove it with the risk assessnent
| ater on.

M5. TUCKER FOREMAN: The Admi nistrative Procedures
Act has provisions for energency action. Have you ever
consi dered i nvoking the energency provisions with regard to
Listeria?

CHAI RVAN BILLY: | don't believe we have had a
specific review of that done by general counsel. There has
been sone limted discussion in the Agency about that
possibility, not just with regard to Listeria, but to deal
wi th some other problens, as well.

A conpoundi ng factor is the change -- the USDA
Reor gani zati on Act which requires cost benefit analysis for
-- including risk assessnent for rules. And so the question
is there is sort of a legal issue there that would have to
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get sorted out in terns of whether that overrides or affects

the provisions in the Act you nentioned.

M5. TUCKER FOREMAN: | would be really surprised.
And | think that is worth finding out just for information.
There is no enmergency provision in the USDA Reor gani zati on
Act ?

CHAI RVAN BILLY: |I'mpretty sure there is no.

DR. WOTEKI: | would like to ask a question for
clarification. W started out this discussion about the
regul atory reforns that the Agency has underway. And this
set of recommendati ons addresses those regul atory
requi renents.

W have spent quite a bit of tinme tal king about
Li steria and the adequacy or the inadequacy of the Agency's
response to the outbreak a year ago. In the materials that
were provided to the coonmittee and that we did discuss
yesterday there are descriptions of the actions that the
Agency undertook. | would refer the conmttee back to
t hose.

And at least during the part of the tinme that I

was here and in the norning, | heard a recommendati on or
thought it was -- would be franed as a reconmendati on t hat
t he Agency shoul d consider -- should undertake | abeling of

specific products. That was what | think you brought up,

Carol, yesterday norning.
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Caroline, your comments today have gone to the

ri sk assessnent for Listeria and your concerns about the
ri sk assessnent that is now being undertaken, that it does
not address inmediately the specific -- it's not
specifically addressed to L.m in ready-to-eat neat and
poul try products.

And you see this as a serious deficiency. And you
would Iike to see -- you would like to see that risk
assessnment speeded up so that rul e-nmaking for environnent al
testing could proceed that woul d be based on that risk
assessnent.

M5. TUCKER FOREMAN. And product testing.

DR. WOTEKI: Ckay, and end-product testing. |
view these things that relate to these elenents as really
bei ng separate issues fromthis question of regulatory
reformas it was broadly put to the conmttee for review and
recomendat i ons.

And | guess | amposing this as a question to the
commttee: Do you see these as being two separate issues
whi ch al beit are rel ated because they certainly have
resource inplications for the Agency, or do you see them as
being one? And if you do see them as being one, could you
explain to me why -- what that relationship is because |
don't see it.

M5. SM TH DeWAAL: Regul atory reform brings us for
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t hose of us who were working in Washington at the tine that

t he Republicans took over Congress all of the issues of risk
assessnment and cost benefit analysis. And those are
contained in the materials that we tal ked about yesterday on
this issue. It is also contained in nunber 5 of these
recomendat i ons.

A problemthat we are having with regul atory
issues with this Departnent is that we can't -- when we
approach the adm nistrator and say, "Wy are you not doing
nore? Wiy have you not done this?", he says, "W do not
have a risk assessnment. W do not have a cost benefit
anal ysis. "

What we are hearing is that the Agency -- there
are tremendous hurdles in front of this Agency right now to
address acute public health problens. And so | think this
fits very well within the context of reconmendations from

the conmttee to the Agency on how to inprove their rule-

maki ng.

And the | anguage that | have tal ked about woul d be
added just to nunber 5. That does talk about -- |I'mnot --
and | do want to clarify sonething that you said. | am not

criticizing the risk assessnent that is being done. Wat |
amsaying is it is not the right risk assessnment to support
the rul e-maki ng that we believe FSI'S should be oriented

t owar ds.
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And so if that is what they are waiting for, if

that is what they are holding out and saying, "W don't have
a risk assessnent; we have to wait", then what | think the
commttee could do is to encourage themto nake -- that risk
assessnments should be targeted so as to not delay rul e-
maki ng on public health nmatters because that is exactly what
we are hearing: "W can't doit. W've got to wait. W' ve
got to delay."”

And froma public standpoint, this is a huge
probl em because if the Agency hasn't started the risk
assessnment, if the Agency hasn't started the prelimnary
steps to getting a proposed rule out, we are literally five
years away from having a regul ation

So we need to light a fire here and to get you
guys noving. And | think this | anguage fromthe commttee
woul d comuni cate this urgency. And | do think that it fits
inwell with this whole topic.

CHAI RVAN BILLY: Yes, Jin®

MR. DENTON: | think I'"mgoing to have to di sagree
with Caroline on this one because as | understood the issue
of regulatory reformas it is outlined in the program and
with regard to the docunents that this subconmttee was
given to work with, | think we are | ooking at devel oping a
systemthat is a |ot nore responsive.

As we | ook at the reconmendations that the
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subconm ttee had, one of these is to incorporate scientific

data and cite the sources to support the rules as they are
proposed. It's part of that systematic orderly process.

| see the L.m issue as a separate issue that is
what | would term-- and this nmay not be an appropriate term
-- but it's a rapid response to an energi ng problem Now,
that may or may not be able to be addressed in regul atory
reform It's going to be hard enough to get regulatory
ref ormacconplished with regard to getting all of the inputs
into that -- in the appropriate tinme frane and in the
appropriate process.

| think that it still has to be systematic, has to
be orderly. W have to look at all the scientific
paranmeters with regard to the public health risks. That
starts at the very top of the list every tine we are dealing
with one of these issues.

Now, what we are contending with is that right
now, we are trying to cone to terns with Listeria

nonocyt ogenes in a well documented outbreak. That is an

outcone. That's not a risk. | nean, that is a given
outcone that that situation occurred.

But what do we do if next nonth we have sonet hing
el se that pops up as an energing issue with regard to a
foodborne illness outbreak that is not L.m, but it's
sonet hing el se? W have to have sone orderly process, well
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defined, in how we approach this.

| think that dealing with L.m, dealing with

Canmpyl obacter, dealing with E. coli 0157:H7, all these

because they have been denonstrated to be the root cause of
sone foodborne illness outbreaks, we would never be able to
prioritize which one of these that we were going to address
first if we didn't have that orderly process.

So | see the regulatory reformissue as one by
whi ch we docunent everything that we are trying to do from
t he standpoint of good, sound science and with regard to the
cost of getting it done. There may be a parallel system
goi ng back to what M ke said, about how we address these
energi ng i ssues that cone up that catch us by surprise
because they do catch us by surprise.

CHAI RVAN BI LLY: Yes, Carol?

M5. TUCKER FOREMAN: Jim let me disagree. | am

not addressing this in terms of Listeria nonocytogenes or E.

coli 0157:H7. | have spent nost of ny life dealing with the

regul atory process. The regulatory process should not
unnecessarily get in the way of public -- of action to
protect public health.

The argunent we are naking is that the USDA Reform
Act of 1994 has been cited on several occasions as meking it
difficult for the Agency to respond in a tinely fashion.
What we are asking for -- and | m ght suggest changi ng
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Caroline's | anguage to say that, "The risk assessnent should

be targeted so as to encourage the nost rapid response
appropriate.”

What we are asking for here is that you not use
regul atory reformto slow action, but to use regul atory
reformto get us all deliberate speed. And the requirenents
i nposed on the Agency from outside have tended to sl ow that
action. W are not asking that you not do risk assessnent.

We are just asking that you target risk assessnment so the
Agency can act as quickly as possible.

CHAI RVAN BILLY: It sounds |ike nmy know edge.
Nancy?

V5. DONLEY: 1've been flipping through a couple
of these pages here. And sonething just kind of came to
light. And | think, Dr. Wdteki, it kind of cones with your
poi nt here.

Those of us that were back when the whole

regul atory reformissue came up, that it sets off certain,

you know, buzzers in our heads and all. | think here the
Agency is referring to regulatory reform-- correct ne if |
amwong -- as reformng currently regul ati ons.

MR. LaFONTAINE: That's correct.

V5. DONLEY: Not the regulatory process. So we've
got kind of two -- we do have two separate things here. But
it doesn't at all change or mnimze this other conversation
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that we are havi ng.

But it is -- and what it kind of junps out at ne
as saying is why are we working on reform ng the current
regul ations. W are arranging the duck chairs while the
ship is going down because we are renoving these particul ar
regul ati ons and not noving forward on things that need
i mredi ate attention |ike the Listeria problem

So it is -- we may have a little bit of problem
with semantics here. But | think the conversation has been
very, very useful as far as the regul atory process that the
Agency uses needs to be reforned.

CHAl RMAN BI LLY: Yes, Rosenary?

M5. MUCKLOW The very |l arge outbreak of Listeria

nonocyt ogenes, whether one likes it or not, was a pretty

uni que situation to a specific firmfor very specific
conditions that are highly unlikely to be repeated in any
ot her particular |ocation.

The know edge of what occurred in that particul ar
facility is well known and heeded by the industry across the
board. It doesn't -- and the industry has |earned about
t hose circunstances and they are very unlikely to occur
again on a matching process.

Li steri a nonocytogenes is a serious problem

Meat, poultry, lots of other food products. And having an

organi zed ri sk assessnent and evaluating it and | ooking at
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it across the board -- now, maybe in w sdom in hindsight,

it should have been done in the late 1980s follow ng the
huge outbreak in Los Angeles with the soft Mexican cheese.
W are doing it inthe late '90s instead of in the late

' 80s.

It is being done using the best resources that the
greatest nation in the world has available to bring to bear
on that subject. And that process needs to be conpl et ed.
| woul d suggest that Food Safety |Inspection Service is not
| i ke Nero watching Ronme burn, that the Agency has done quite
a few things, that the industry has done quite a few things
to try to correct the concerns that are out there.

Qur own organi zation, | think I nmentioned this
yesterday, with others that are in attendance here today
devel oped gui dance materials for the industry. You have
hel ped us to dissem nate them Maybe they can even be
better hel ped through better distribution.

| was talking to sonebody today telling them one
of the state friends -- | think it was Terri, wasn't it? --
and telling himwhere to go | ook on our website because he
needs to get themout to the small plants in his state.

Maybe we need to renew our efforts to dissem nate
the hel pful information to see what we can all do
cooperatively to reduce it because it is people and the
conpani es that enploy those people that are going to help to
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make sure that we mnimze and make food safer

Regul ati ons of and on thensel ves don't maeke the
food any safer. And we have al ready been through that this
nor ni ng when we tal ked about taking our perfornmance
standards and naking themreadily available. It is when
peopl e read that, when the small and | arge conpani es read
that, when we give them hel pful information to hel p nake
food safer for people that the food thus becones safer.

The Agency is correct to wait for its risk
assessnment before it noves forward in a process. |If, indeed
-- and I amnot an expert in the energency regul ations --
if, indeed, this is truly of an energency nature that you
feel that you have to act, you will take the sane kind of
authority and the same kind of heat that Carol Foreman took
in the |ate 1980s when she saw t hat we needed to change a
regul ati on on roast beef.

Now, we may all fight and kick and scream But as
M ke Manmm ngo has nmade it very clear today, when you go
before a judge and you tell himthat this is the body of
scientific opinion that had you take this course of action,
we all know as an industry that you are likely to prevai
unl ess you have been highly capricious and we can undermn ne
that argunent. You will nost |ikely prevail.

| think, therefore, that your position is correct.

Il will go away fromthis nmeeting, as | amsure people in
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the audience will, and renew our efforts, not that we

haven't put themout there earlier this year, but renew our
efforts to get firnms and people in this industry and beyond
this industry to understand that this pathogen is a serious
probl em

W are already at a zero tolerance for it on
product. It is a pathogen of foodborne significance that is
not permtted on a cooked, ready-to-eat product.

There are enornous efforts out there to make sure
that the food we are putting out is safe because the
conpanies that | cone to this table to represent are in the
busi ness of selling food every day, every week and every
year. And if they don't nmake it safe, they won't be in
busi ness tonorrow.

CHAI RVAN BILLY: Okay. Gary?

MR. WEBER: Rosemary, just before you made that
statenent, | was going to say | know that there is an
enor nous anount of effort going on out there. And no one
woul d want to wait for a regulation to be promul gated when
there are sone very fundanmental principles that can be

appl i ed today.

But | have seen -- and | have worked for USDA for
over ten years -- and | have seen that routinely, that when
there are problens energing, why, | don't know, people don't

take the initiative and get out and talk and raise the
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awar eness of it is beyond ne because you can see it com ng.

And -- but conpanies -- a conpany went out of
busi ness over this essentially. Change is occurring. And
one thing the Agency could certainly do, and it sounds |li ke,
Rosemary, you've already initiated, is get the word out to
people. And the principles are there. |If that's not being
done, Caroline, then that is where there is a huge problem
because every QA person out there should know what needs to
be done. And | would argue they are going to do it.

W have had huge success in anti-battic residue
prevention and elimnation not because of regul ations, but
because of comm tnent of the industry and veterinarians and
ani mal scientists and education of every single sector.

But in this arena, what is going out to extension
both at the end of the processing side and to the consuner's
side on this? | don't know who is initiating that. That
shoul d be sonet hing that you should be supporting and
pushing hard as a priority.

| am rem nded many years ago -- and the reason
support the risk assessnent is a famly nmenber was the
second in conmand of a |arge dairy operation, processing
operation here in Maryland -- or in Maryl and.

And he cane to our house one evening and he said,
"Don't buy any of our mlk." And | said, "Wy?" And he
said, "W have a huge Listeria problem W don't know why.
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But it's a big problem”™ And | knew where their mlk went.

And it just so happened it was a place | usually bought ny
mlk. And I didn't.

But here the QA people were trying to solve it.
But in the absence of having a structured risk analysis,
ri sk assessnent where these people were aware -- and they
solved it thenmselves. But what worries ne | think,
Caroline, we have to have stuff on every one of these
fronts.

W' ve got to have -- know where this thing is
coming fromor in five years, we wll have another food
source cause the problem And we better know that or we're
not bei ng responsi bl e.

W have tons of education material that can get
out there today. And | amnot averse to pushing that side
of the regulations. But | think if you don't hit every one
of these simultaneously and in a nmulti-faceted approach, we
are not doi ng our job.

M5. TUCKER FOREMAN. How about putting a |abel on
all the packages that say, "Cooked, ready-to-eat; good if
used by -- USDA Inspected?" How about doing that. Wuld
you support that, Gary?

MR. WEBER: | think people need to do what --
consuner education is critical.

M5. TUCKER FOREMAN. No. Would you support having
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USDA require as a |l abel until we get the risk assessnent

finished as an interimstep?

MR WEBER | think that nakes a | ot of sense. |
don't know whet her consuners woul d adhere to that. | would
li ke to, you know, review that and see if that's effective -
TUCKER FOREMAN:  Well, at least it's a step.
VWEBER: But it's a step.

TUCKER FOREMAN: It's a step.

5 5 3

SM TH DeWAAL: Can | just --

o

TUCKER FOREMAN:. But, you know, we are off the
ri sk assessnent.

CHAI RVAN BILLY: | want to get you back on it. W
are running out of tinme. | understand. Caroline --

M5. SM TH DeWAAL: Thank you.

CHAI RVAN BI LLY: -- for a final word on this.

Then we are going to break for |unch.

M5. SM TH DeWAAL: (kay. Thank you. | just want
to note that what the subcomm ttee put together clearly
anticipates future regulations. "lIncorporate scientific
data and cite supports to support rules as they are
proposed.” Regul ation should strive to inprove food safety,
gat her economi c data on benefits to support cost of
regul ati ons.

We are tal king generally about regulatory issues
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here. | believe that without a nention of the problemthat

we are seeing with risk assessnment, this set of
reconmendations i s inconplete.

| think Gary's point and Rosemary's point is
excellent. And, gosh, get out there and let's solve this
problem | don't want to wait for a reg. either. But we --
it takes one conmpany not doing the voluntary program It
takes one m |k conpany that has people out there warning
peopl e not to buy their products because they are stil
selling them even though they know there is a problem

W need a level playing field. W need everyone
in the industry to know what is expected of them And that
is why we need regulations. | think this docunent is
i nconplete. | do agree with Carol that the |anguage should
be, "Ri sk assessnents should be targeted so as to encourage
the nost rapid response to public health matters.” And
that's nmy | ast word.

CHAI RVAN BILLY: W are going to break for |unch.

But just before we do, ny suggestion is that, Dan, you try

to capture this | anguage and then have sone di scussi ons.
And then we have our renmining issues discussion at 4:00, we
wi |l come back and | ook at what you've come up. And if
there is acceptance, that's great. And we can bring it to
cl osure. Rosenary?

M5. MUCKLOW Before you break for lunch, you have

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N B O © O N o 0 »h W N L O

367

Phil Derfler comng over. |Is he going to talk about the
action plan or inspection shortage? | guess the action
pl an.

Coul d he also tell us your current situation as
far as the retail exenption is concerned? You know, there

was t he Honey-baked Ham decision and so on. It is a matter

of interest to nme and to quite a few people in the audi ence
here. |I'msure if he could give us a short update on that,
we would like to know.
CHAI RVAN BILLY: Yes, we will ask him Yes.
M5. MUCKLOW  Thank you.
CHAI RVAN BILLY: Ckay. So we will break and be
back at 1:15.
(Whereupon, at 12:16 p.m, the neeting was
recessed to reconvene at 1:15 p.m, this sane day.)
11
/11
/11
/11
/11
/11
/11
/11
/11
/11
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AFTERNOON SESSI ON

(1:18 p.m)

CHAI RVAN BILLY: My intent is to initially kick
of f the discussion this afternoon in terns of the Agency
briefings with the subject of NRs which we tal ked about
yest erday and were provided sone data from Carol Foreman
and t hought that what we would do is share with the
commttee sone basic information about NRs and then respond
to the data that has been nmade avail able and nmake sone
suggesti ons about where do we go from here.

So | have asked Dr. Mark Mna to lead this
di scussion. And he is prepared to do that at this tinme. So
Mar k?

DR. M NA: Ckay. Good afternoon. It is a
pl easure to be here this afternoon. As Tom i ndicated, |
gave you an overview on NRs and also particularly | want to
talk a little bit about how they are used in the plant
setting and what are the plant responsibilities versus the
i nspector responsibility, and how we use that data in taking
regul atory actions at future steps in the process.

This is the new NR -- it's kind of trick to use
the m crophone and --

CHAI RVAN BILLY: Wiy don't you take it out of the
st and.

DR MNA: | will take it out. This is the new NR
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that we are using in HACCP plants. And | just want to point

-- talk about significant blocks on the form | am not
going to go through the whole formin great detail. But I
want you to pay particular attention to these two boxes
here, "Food Safety"” and "Q her Consuner Protection.”

So if a violation is found or identified, the
inspector is required to classify it is as either food
safety or other consuner protection. Block 9 is also is of
a particular interest to us because we need to classify the
deficiency in several categories and use that as an
i ndi cator for HACCP effectiveness in that plant.

So if we go through that block 9, it is broken
down into two najor categories. One is "SSOP", and that is
in Section B, and "HACCP." So the deficiency is either SSOP
or HACCP. And if you break it down further, it is either
nonitoring, corrective action, record-keeping or
i npl enentation. And the other difference on HACCP is pl ant
verification versus inplenentation.

And then we al so check the product or facility or

E. coli, E. coli testing. And we also break the product

whether it is econom c, msbranding or protocol. And,
obviously, on facilities as you see on the form "Lightning
structure outside prem ses" and "Produce base."

Let nme explain that product base is probably a
m snonmer. But the product base indicates that we have a
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deficiency that is not on direct product contact surface.

It could be on a table leg or on the wall. But it is not on
t he product contact surface.

W have asked our inspectors and instructed them
to fill in block nunber 10 which is a description of a
nonconpl i ance. W want it to be very explicit on what they

f ound.

CHAI RVAN BI LLY: Mark?

DR. M NA: Yes? ay, thank you. So we want the
i nspector to be very explicit on the description of the
nonconpl i ance. And also they will signit. | want to go
back up here that we notify plant managenent and we put the
nane of the person that we notified.

Pl ant managenent response, there are two boxes.
One is "Inmediate Action”, what they are going to do right
now to correct this deficiency. And particularly, if there
is product contam nation, that is dealt with i nmediately.
That doesn't happen an hour |ater or two hours later. W
take i mmedi ate control of that product. And they need to
correct that problemand either nake that product whol esone
or dispose of it otherw se.

On some ot her deficiencies -- and that doesn't
show very clearly on this formunfortunately. It is kind of
hard to fit it in the frame. But "Further Plant Actions”,
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| ong-term actions, what they are going to do to fix this

probl em permanently. So it is not just correcting the
probl em what you are going to do to prevent it. That is
t he whol e basis for HACCP, is the prevention system

See, we are noving froma system where the
i nspector has identified deficiencies and the plant reacted
to those deficiencies. W are noving to a systemthat the
i nspector responsibility is to evaluate the effectiveness of
HACCP i npl enentation in that plant; how effective are
managenment control s.

And it's not to be pointing deficiencies for. W
wi |l make the determ nati on whet her the HACCP systemis
effective or inadequate based on sone of those trend
indicators. And | amgoing to explain that a little bit
| ater.

So we nake an overview. W evaluate the whole
system not on a deficiency-by-deficiency. Any questions on
t he forn®

M5. TUCKER FOREMAN. Would you -- could we get a
Xerox copy of it?

DR. M NA: Sure, sure.

M5. SM TH DeWAAL: For the E. coli section, that's
just the E. coli sanpling?

DR. M NA: Yes.

M5. SM TH DeWAAL: And just have "Qther." So al
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the descriptives there would be in box 10 as to why that was

the --

DR MNA: Right. Wll, there are two parts to
the E. coli box. One is if they have a program and if they
do have a program are they following their program So
obviously, if they don't have programto test, we suspended
the operation in those plants. And so if we have
i npl enentati on problens, that's what goes in here. And the
description tells us exactly what the problemis and what we
need to correct it. Ckay?

V5. DONLEY: Excuse ne. Can | ask one question?
|s a separate report filled out for each individual problem
that is found or is it something that goes through the day
and can nultiple violations, if you will, be on one report?

DR MNA: On the schedule -- every inspector gets
a schedule. And that directs themon which activities they
need to conduct. On that schedul e, they mark whether that
activity was acceptabl e or unacceptable. And they use the
trend indicator so we know what are the areas that they are
tal king about. The full description of the deficiency stays
on the NR

CHAI RVAN BILLY: But | think the question, Mrk,
is if you are doing that and you perform one task and you
find a deficiency, you fill out a form

DR M NA: That's correct.
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CHAI RVAN BILLY: You find anot her deficiency on

anot her task, do you fill out another fornf

DR M NA: That's correct.

CHAI RVAN BILLY: So each and every deficiency you
mght find --

DR. M NA: Right.

CHAI RVAN BILLY: -- in a plant is tied to a form

M5. DONLEY: It's a separate form

DR. M NA: That's right.

CHAI RVAN BILLY: It requires reaction fromthe
plant, is that correct?

DR M NA: That's correct.

MS5. SCHULTZ KASTER: Yes, but | thought that as we
started, that inspectors, for exanple, after pre-op were
consolidating their observations. So one inspector m ght
find a deficiency. Another inspector, although it is the
sanme activity across the inspectors, then there would be
different sets of observations on the sane NR

DR. M NA: That happens with SSOPs. And we take
the nost critical ones.

M5. SCHULTZ KASTER: So they could list all of
t hem - -

DR M NA: Yes.

MS. SCHULTZ KASTER -- to conmunicate themto the
pl ant and then use the trend indicator for the --
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DR MNA: Right. 1 wll show you the trend

analysis in a mnute so you can see where those fit.

CHAI RVAN BI LLY: But there still would be
i ndi vidual identification of each --

DR M NA: Yes, of the --

CHAI RVAN BILLY: -- non-conformance as they are
observed. And then they would be consolidated if they apply
to sanitation, is what | amhearing, in terns of informng
t he pl ant.

DR. M NA: The individual record is maintained.

It is not throwm away or destroyed. The individual record
is just conpiling the data so we won't have a whole | ot of
paper to deal with. Ckay.

Let nme nove a little bit into the trend anal ysis.

Just before we go into trend analysis, | think it is
important to kind of at |east understand this chart here.
And as we tal ked on the NRs, you recall that we had an SSOP
section. And that is broken down into nonitor and
productive action record-keeping and inpl enentati on.

And there is a letter attached to that. The same
wi th HACCP, econonics, E. coli and other inspection
requirenents. | will keep that close by so we can refer to
those letters. | don't know if you can see that.

CHAI RVAN BILLY: Can you slide it up alittle bit,
Mark, so it is up on the -- yes, up further, even further,
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further up. OCh, that's it. That's better.

DR M NA: Ckay. This is some of your plant HACCP
trend indicator by activity codes. 01 is for SSOP and
sanitation. And that is a produce shift. And we have 122
t asks schedul ed and 22 unschedul ed tasks. And the nunber of
tasks not performed is 0.02 percent.

"No data" neans that nmaybe the task was perforned,
but they didn't input that into the conputer. So we didn't
recei ve any feedback. So 38, we didn't get any feedback in
the conputer for sunmaries and perfornmed 66 tasks and two
non-performed, two total not perfornmed. |If you recall this
chart, that's an inportant part |I think that I want to
enphasi ze.

Keep that in mnd. | can put the two charts side-
by-side. But you see a nunber under C for nonitoring for
SSOPs. So that neans we found a di screpancy or a deficiency
or a violation in nonitoring out CCPs.

kay. In this case, we found 37 of those neaning
the plant either did not record their finding on their
record or did not nonitor it. And go on across for
sanitation, you have to keep in m nd these.

DR WOTEKI: So SSOPs are C, D, E and F.

M5. ROTHL C, D, E and O

DR MNA: C, D, E and O yes. They are not in
al phabetical order. Ckay, see, that's what is a little bit
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confusing I think. They are not in al phabetical order.

CHAI RVAN BI LLY: Now, Mark, these are sunmary data
for beginning, it says, calendar year '98, first quarter and
endi ng cal endar year '99, third quarter. So this is one and
three quarter years worth of data.

M5. ROTH. This is an actual plant.

DR. M NA: An actual plant, that is an actua
plant. This is an actual plant. And also --

CHAI RVAN BILLY: So that's a year and three
gquarters worth of data.

DR. M NA: Yes.

CHAI RVAN BILLY: | just wanted to --

DR. M NA: Right.

CHAI RVAN BILLY: And what each line like the O1,
the first line there --

DR. M NA: That's an indication. That goes
acr oss.

CHAI RVAN BI LLY: Ckay.

DR MNA: And that's for first shift and second
shift. W are capturing also the second shift. That's for
t he whol e plant on the SSOP.

CHAI RVAN BILLY: Ckay. So that neans -- let ne
make sure | amclear. So like the first line across, the O
1, shift 1, and there was sonebody schedul ed and
unschedul ed. Unschedul ed | assunme nmeans the inspector --
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DR. M NA: Yes.

CHAI RVAN BILLY: -- happened to see sonething and
has the freedomto check that out and add that to their
wor K.

DR MNA: O even w thout seeing sonething, they
decide to go to an area that was not schedule for a reason

CHAI RVAN BI LLY: Ckay.

DR. M NA: And they have the freedomto do that.

CHAI RVAN BILLY: Okay. And then the first nunber
there, the C, the 37, that neans there was 37 instances in
the year and three quarters where an NR was filled out for
an observation that the inspector nade. And that whole
process occurred where the plant was notified, the action
requi red, the plant responded i nmedi ately, and then al so
identified what corrective neasures they would do for the
| onger haul. That's how this woul d work.

So 37 instances of that occurred in this year and
three quarters for that plant for this particular item
Ckay. |'ve got it.

DR M NA: That's correct.

M5. MUCKLOW That's 37 instances of
nonconf or mance.

CHAI RVAN BI LLY:  Yes.

DR M NA: That's correct.

M5. MUCKLOW COkay. And how many were there, 140
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or -- | can't see the nunber from here.

DR M NA: Sixty-six were performed. W schedul ed
122 and -- 122 were schedul ed, 22 were unschedul ed, and then
66 were perforned.

M5. MUCKLOW And 37 didn't make the grade.

DR. M NA: That's nonitoring for SSOP, SSCP
nonitored. That's how you read that chart. Yes?

MS. DONLEY: Does -- excuse nme, Mark. Does -- so
out of -- roughly 50 percent of the schedul ed i nspection
functions were perforned?

DR. M NA: Yes.

M5. DONLEY: Only 50 percent?

DR. M NA: Wen they say, "Nunber not perforned”
we have the total not perforned is two. That, obviously,
does not add up. Those nunbers are not adding up. That is
why everybody is struggling with it.

V5. DONLEY: See, because | amseeing it is --
boy, do | need new gl asses.

DR MNA: Don't we all

M5. MUCKLOW He needs a new chart.

V5. DONLEY: Is that 66 performed out of 122
schedul ed?

DR M NA: That's correct.

M5. SM TH DeWAAL: And "No data" neans you don't
know whether it is performed or not?
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DR MNA: Yes. W didn't get feedback fromthe

i nspector or through the conputer, the managenent assi stant
person. So | don't know why. And you see those not very
frequently because the rest of the colum you probably see a
| ot of zeros. So all the input then in the conputer --

CHAI RVAN BILLY: So this would have --

DR MNA: -- and as you know, we can have a
conputer glitch

CHAI RVAN BILLY: So there are seven quarters here.

DR. M NA: Right.

CHAI RVAN BI LLY: There are seven ones in a row.
So there are seven quarters covered by this data. So |
assunme that's the first quarter of '98. Then the second
quarter, third quarter and so forth --

DR. M NA: Right.

CHAI RVAN BI LLY: -- for the first shift.

M5. DONLEY: And does that nean that of that 122
functions or whatever -- again, I'msorry, | can't -- | am
going to use round nunbers -- 120, 60 were perfornmed of the
scheduled. So that is 50 percent of the schedul ed
i nspection tasks were done and 50 percent that they
performed, there were 37 or another roughly nore than 50
percent NRs issued.

CHAI RVAN BILLY: So this would have been the
period where the -- on January 26th of this first quarter
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was when this plant inplenmented HACCP. So for 26 -- 25

days, it was under the old system And then the rest of the
quarter, it was under the new system And it |ooks |ike
there were adjustnents in the process where the plant and/or
the inspector were getting confortable with the NRs, which
were new, and carrying out the HACCP assignnents.

So if you look then at the next quarter, you had
130 schedul ed. You had 28 -- 95 were perforned. Then the
next quarter is 132, 111, then 94 and 89. So it |ooks to ne
| i ke there were adjustnents where the inspectors then were

able to cone close to carrying out the nunber of schedul ed

tasks, plus carrying out unscheduled, as well. So that's
the trend. | assunme that's probably what you were getting
at --

DR MNA: Right, that's the trend.

CHAI RVMAN BILLY: =-- in ternms of -- yes?

M5. TUCKER FOREMAN.  You know, this is not easy to
understand. And it is inpossible because | can't see it.

CHAI RVAN BI LLY: Ckay.

M5. TUCKER FOREMAN: And so just you have to
understand that the explanation here is going to be
insufficient because | don't have a piece of paper that
let's me know what you are saying, Mark. And | can't read
your slide.

DR. M NA: How we can help you, Carol -- | can
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appr eci at e your concern.

M5. TUCKER FOREMAN. You can give us SOme copies
of it. And naybe when I go hone tonight, I will be able to
figure it out.

DR. M NA: No problem No problem

M5. TUCKER FOREMAN: But we are going to suffer a
| ack of clarity through this neeting --

DR. M NA: Ckay.

M5. TUCKER FOREMAN: -- because | can't read it.

DR. M NA: Ckay. The purpose of our discussion
here is to give you an overview of how the system works and
what kind of data that we have avail able and how we use that
data in maki ng decisions at the in-plant |evel and al so at
headquarters. That's the purpose of the presentation. Yes?

M5. SCHULTZ KASTER: | think Carol's point a
little bit is what this illustrates is we are discussing
sonet hing that wasn't on the agenda |i ke Katie tal ked about
all nmorning. It is something that we don't have naterials
i n-hand or nobody was prepared to discuss because it was a
recent addition to the agenda.

| would kind of question whether or not we would
want to hand out this specific sheet. | nean, is that what
you are confortabl e doing, handing out one plant's specific
sheet to the group or would it be better to hand out an
exanple with explanation --
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DR MNA: Wll, there is no plant nunber on that

sheet .

MS. SCHULTZ KASTER | understand that. But it is
still sonebody's information. So | think it just speaks to
maybe that if this is inportant, we put it on the agenda for
a future topic. Everybody prepares in an appropriate
fashion. And then we have a detailed discussion. Thank
you.

CHAI RVAN BILLY: Well, one of the suggestions that
t he Agency was going to make and | can nake it now in |ight
of this discussion is that we have the Agency prepare a
report for 1998 and pull the data together in a report form
and summarize it and explain it and provide that to the
commttee in advance of the next neeting, and then have this
itemon the agenda with adequate tinme to nmake sure everyone
understands it. And the comm ttee can react to the data and
information that is provided. So that's --

M5. TUCKER FOREMAN. That would be fine by nme. |
woul d I'i ke to ask a coupl e of questions based on the
material that you passed out yesterday that is fromthe
website. That -- on page 7 of that material, it -- first of
all --

CHAI RVAN BILLY: That's the enforcenment report,
right?

M5. TUCKER FOREMAN:  Yes, Peer Enforcenent Report.
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But starting on page 5, it describes NRs and appeals from

them And then on page 7, it says that the NRs issued Apri
1 to June 30th, 1999 -- that's one quarter -- were 29, 354.
So we m ght be | ooking at not very many up there. But for
all the plants involved in HACCP in that quarter, there were
29,354 out of -- arising from 766,433 inspection tasks in
HACCP pl ant s.

The 1998 data for NRs, obviously, you would expect
themto be higher in 1999 because all those new plants cane
on. But there were in the second quarter of 1998, 16, 979
NRs; in the third quarter of '98, 18,745; in the fourth
quarter, 18,944; the first quarter of '99, 28,995.

CHAI RVAN BI LLY: \What page are you on again?

M5. TUCKER FOREMAN: Well, that I amusing from
earlier enforcenent reports.

CHAI RVAN BILLY: Oh, all right.

M5. TUCKER FOREMAN. The only data that are on
page 7 are for the second quarter of 1999. | presune -- but
| have a series of questions based on that. One is |
presune that anong all the plants involved in HACCP, the NRs
are not evenly distributed.

DR. M NA: Yes, that's a correct assunption

M5. TUCKER FOREMAN: There are sone plants that
rarely have NRs.

DR M NA: That's correct.
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M5. TUCKER FOREMAN: There are sone plants that

have | ots of NRs.

DR. M NA: That's correct.

M5. TUCKER FOREMAN: Consistently. What action
does the Departnent take to deal with those people who
consistently have | arge nunbers of NRs?

DR MNA: If we go back to these classification
categories, it depends on the seriousness of those NRs. And
we have taken al so our enforcenent report which reflects
strong enforcenent action that we took in many, many plants
because of the significance of our findings.

You can have a |arge nunber -- the nunber by
itself does not indicate a problemper se. But it raises a
flag. And we look into it very closely to nake sure that
t hese nunbers are not in those categories that we are very
concerned about. It's |ike HACCP inplenentation and product
conditions. |If the product is shipped outside the plant
that is not whol esone and is not in an acceptabl e nanner,
that operation is suspended right then and there.

M5. TUCKER FOREMAN: Can you tell nme how many
times --

CHAI RVAN BILLY: Well, let nme add to that a little
bit. This is where, unfortunately, you can't see the chart
-- but this is where this chart is informative, because part
of what we do is followthe trend. So while we are aware
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that in each instance when an NRis issued the plant is

expected to respond to that -- if it's a product
contam nation, imediately; if it's not, then within a short
time, and both correct the i medi ate situation and then nake
a change that prevents that from happeni ng again.

So then we follow the trend. And it's not just in
t hese general categories. W wll |ook specifically within
colum C or D or O or whatever and say is there a pattern
here where not w thstanding the action that the plant has
taken to deal with the immediate situation, their corrective
action to prevent it in the future is there is a pattern of
failure of that fixing the problemon a pernanent basis.

Then that starts to -- that forns the basis for
taking further action than what is imediately done in the
plant. So it is a judgenent that involves the inspector.

If the inspector believes that there is a repetitive failure
in a particular area of nonconpliance, then the inspector
notifies his or her supervisor. And then a conpliance

of ficer is brought in.

And then that forns the basis for regulatory
action that could be wi thholding the marks, that kind of
thing. So there is a whole process that is tied to the
trends that are occurring in the specific areas within these
colums in terns of what's going on.

So if there are failures but they are in different
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areas, you know, and they only occur once in each of the

different areas and then they are corrected, that is
different than a repetitive failure in the sane area and the
plant is not, you know, preventing it from happening in the
future. So there is -- that's how that worKks.

So it istiedto -- it is an attenpt by the Agency
to move fromthe old process of relying primarily on "just
get the problemfixed right now and if it happens again,
then get that problemfixed again and then again” to noving
to the process that you are dealing with. And if there are
repetitive failures, then taking nore formal action against
the plant with regard to sanitation or HACCP. And that's a
basic -- that's basically how this works.

M5. TUCKER FOREMAN. | have two -- can | go on?

CHAI RVAN BI LLY:  Yes.

M5. TUCKER FOREMAN. The -- so a | arge nunber of
NRs reported at one plant m ght be the same problem
happeni ng again and again and again. It mght be a |abeling
failure that just happens every single day.

In the data that the governnent accountability
proj ect got under the Freedom of Information Act fromthe
Department, it showed a nunber of plants with over 1,000
total NRs in a period of three quarters in 1998. 1In a
nunber of cases, there is no report of any enforcenent
action being taken. Wy would that be?
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CHAl RMAN BI LLY: Well, | don't -- there was action

take on each NR

M5. TUCKER FOREMAN: But, Tom there were |ots of
pl ants that had one, two or three during three quarters of
the year and there are lots of them-- there are a fair
nunber that had 800, 900 and 1,000. But they don't show any
enforcenment action being taken against the plant. If you
have the sane error repeated day after day, why should Zack
have to conpete with sonebody who screws up every day if
they do it right every day?

CHAI RVAN BILLY: Well, | think that's why you need
a nore detailed breakdown of these data to show whether, in
fact, that is the case or not. And, you know, provide
exanpl es and an anal ysis that shows whether, in fact, even
if there is a large nunber, are they repetitive in the sane
area; do they relate to food safety; and what was done about
it.

Beyond the action that the inspector or team of
i nspectors at the plant take, then there is a weekly neeting
where they talk to the plant manager about the overal
situation. And then the circuit supervisor plays a role in
terms of nonitoring the trends, and the district manager.
And there is a whole process there that is |ooking at the
situation on that basis.

So it's -- while in sone instances nunbers are
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i nportant and should trigger action -- further action by the

Agency, that turns on the specifics of what the NRs were
i ssued for and, you know, what part of the plants and so
forth.

In a great big plant with nultiple shifts, you can
have a | ot of things happening. So you al so arguably ought
to | ook at the amount of product that is being produced and
the conplexity of the operation, as well. | think all those
are factors that we take into account in terns of whether we
shoul d take further action. But | think we ought to address
that thoroughly in the report.

M5. TUCKER FOREMAN. | guess | think that the
term "NR' -- | understand that this is just an attenpt to
make the PBRs change to deal with HACCP. You know, HACCP is
sufficiently different that maybe we need to have sonething
that is not where everything is just |unped under the term
"NR "

It says on page 6 of your docunment, "The problens
reported on NRs and PBRs vary from m nor |abeling
di screpancies to serious breakdowns in food safety
controls.”™ | think it msleads the public when you have
sonet hing -- when you lunp those two things and everything
is called a violation, a nonconpliance.

It also then says that when deficiencies occur
repeatedly or when the plant fails to prevent adulterated
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product from bei ng shipped, FSIS takes action to control

products and may take an action to w thhold and suspend

production. And later on, you tell ne how many -- it
reflects on about page 9 | think -- how nany pounds were
det ai ned.

When you start putting this together, this
detailed information for the commttee, it would really help
to know nore than how nmuch product was detai ned. Wat other
actions are available in terms of enforcenent beyond the
i nspector just saying, "You have to fix that before you go
on?"

| think there needs to be sone capacity to
guantify actions that were taken in a nore specific way. |If
it was a | abeling problem how nmany tines did it occur
before they said, "You can't use that | abel anynore. W are
going to stop production until you get it fixed?" Wen it
was a serious food safety error, then clearly we need to
know what the inspectors did.

And it really is ny view that those conpanies that
ei ther, because they are inept or because they are -- don't
pl ace a sufficient inportance on conplying with the |aw
shoul d not be allowed to conpete unfairly with those
conpani es who go out every day and try to do it right.

There shoul d be sone penalty associated with the
fact that you just occupy an awful |ot of the Agency and,
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therefore, the taxpayers' tine and energy and noney. And |

don't see anything in this systemthat makes a provision for
t hat .

CHAI RVAN BILLY: Well, | mght insert there that,
you know, the Agency -- the Secretary has strongly supported
getting the Agency civil penalties that we think that --

M5. TUCKER FOREMAN. W all agree.

CHAI RVAN BILLY: W think that --

UNI DENTI FIED VO CE: W don't all agree there.

M5. TUCKER FOREMAN:  Ckay.

CHAI RVAN BILLY: W think that could play a useful
role in this very exanple in terns of that distinction
bet ween different kinds of plants where you' ve dealt with
the product, but they are, in fact, occupying a |ot of
i nspector tinme dealing with many NRs and foll ow ng up on
those NRs, as well as the rest of the system | descri bed.

M5. TUCKER FOREMAN. And since it costs noney for
a plant to conply with the law, I amnot sure, Rosemary, why
anybody wants to defend plants that either are incapabl e of
conplying or refuse to conply on a day-in, day-out basis.
Why shoul d they be allowed to conpete unfairly with those
pl ants who take the effort and the tinme to do it the right
way ?

| guess that would at |least for the tinme being
until we get some nore information take care of the
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guestions that | have. But as -- you know, there is nobody

who is a stronger supporter of HACCP than | am | think
understand that NRs nmay frequently reflect that a problem
was detected and prevented from causi ng a human heal th

t hreat.

But the data that | have fromthe Departnent don't
show ne that in a convincing form And if we want to have
public support for this, then | think we have to have a
better reporting systemand particularly with regard to
actions taken.

One | ast comment, obviously, the plants are
terribly unhappy with this because the nunber of appeals
filed is fairly small. And the -- if you once again | ook at
that page 7, and the nunber of won are even smaller. So
that of all those 29,000 NRs issued, only 80 plants filed
appeals and a total of 223 appeals were fil ed.

M5. HALL: Wth regard to the civil penalties for
probl ens created by plants, you do have the option to
wi t hhol d inspection. And in sone cases, that would be nore
costly to the plant than a civil penalty that you m ght
i npose.

| guess fromthe industry standpoint, what we | ook
for is that there woul d be even application of any type of
penalty or any problemthat you would create for the plant
such as wi thhol ding inspection. But | |ook at the nunber of
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NRs that sone plants as conpared to others. Even fromthe

industry side, it raises big questions as to what is going
on there.

And | don't see how that is being evenly applied.

| don't see what -- you know, | don't see exactly what is

going on with those NRs. So if we could have sone
explanation, it would really be hel pful fromthe industry
si de, too.

CHAI RVAN BILLY: Ckay. So we will do that. W
will prepare --

M5. TUCKER FOREMAN. One last comment. It really
-- because this information is out there, because we raised
it inthis nmeeting and the docunents were copi ed and passed
around, | think it is really inportant for the Departnent to
get back to us as quickly as possible because, obviously,
there is sonme public inpact fromthat.

CHAI RVAN BILLY: | agree. GCkay. Yes, Collette?

M5. SCHULTZ KASTER: | don't want to bring up a
whol e new can of worns, but | do want to clarify one thing
that you said which is to nake a judgenent about nunbers of
appeals and a plant's feeling about an NR that it has
received, that may not be the best nmeasure to go to because

| think we all know that there are other reasons
why or why not NRs woul d be appeal ed or why people m ght not
appeal. So I would caution you to use that as a gage of
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acceptability of the NRs and the nunbers.

M5. TUCKER FOREMAN. | accept that.

CHAI RVAN BI LLY: Okay. Rosemary?

M5. MUCKLOW Thank you for bringing this. And |
terribly relieved that | don't have to strain ny eyes to
read any nore of Dr. Mna's chart. Like the first two, |
wi |l need new gl asses fromthe Agency.

| think it would be very useful for us to have the
ki nd of discussion that you have had in sone public neetings
at sone tine in the future with respect to a progress
report. Clearly, this is one exanple where we would like to
have the exanple ahead of tinme to study because you don't
give us nuch of an evening either. You have kept us working
in commttees.

And | worked hard in conmttee last night. If
shoul d have not attended ny conmmttee neeting so | could go
study ny papers for today, that was not clear to ne then.

So -- and | am not good about reading things when | need to
be listening. And so it's certainly an itemthat needs to

be | ooked at for the future. And you certainly have a | ot

of this information avail abl e.

The one thing I don't want to be doing at this
advi sory committee is getting into m cro-nmnagi ng how you
run this system That's your job, not our job as an
advisory commttee. And getting into grungy details of
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exactly what this nunber in this colum neans and so on,

your people need to conme and explain to us the overal

trends of what they are finding.

And | hate to be here and | will not be here to
m cro- manage the Agency. |If | don't |ike what you are
doing, | know what | have to do and it's not in this room

And | woul d hope that you would bring us naybe at the next
nmeeting an overview of what you are finding. The nunber
gane is a very difficult one. And anybody can play with the
statistics and prove anything they want with it.

CHAI RVAN BILLY: Okay. Well, | think we have
gotten good guidance. So we will prepare a report and get
it out as quickly as we can and then include this on the --
wi th adequate tinme on the agenda for the next neeting. And
| would Iike to thank Mark for pulling stuff together pretty
qui ckly.

DR MNA: Wll, that's -- | need to just nake one
point, is that we try to be very responsive to the conmttee
concerns. And we did a |ot of scranbling between yesterday
and today to get sone data together. And it doesn't project
the best way we want it to project. But | think we need to
regroup and cone up with all the information that you
request ed.

M5. MUCKLOW  Thank you, Mark. And, you know, |'m
not demeaning in any way the work that you and your guys did
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to come here to tell us this today. That was very kind of

you and we all have a little bit better knowl edge of it as a
result. But | don't want any nore of those charts up there.
Li ke Carol, ny eyes don't take it.

CHAI RVAN BILLY: Al right. W are going to nove
on. The next itemis the evaluation of the pathogen
reduction final rule. And Jane Roth and Don Anderson wil |
| ead that discussion.

M5. ROTH. Thank you. If we turn to Tab --

CHAI RVAN BILLY: Move the m ke close so that
peopl e can hear you.

M5. ROTH. If you turn to Tab 10, there is a one-
page description of what -- can you hear? GCkay. Tab 10 of
your | oose |eaf has a one-pager that provides a quick
overvi ew of the evaluation of the pathogen reducti on HACCP
final rule.

This eval uation is being undertaken by Research
Triangle Institute. It is a multi-year contract. And Don
Anderson on ny right is going to give you an overvi ew of the
studi es that are being undertaken as part of this
eval uati on.

MR. ANDERSON: Thank you very much. | know t hat
we are a little behind schedule this afternoon. And there
is a lot of business, probably nore pressing business
perhaps than this to get through. So I will try to keep it
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short.

Il will talk about who we are and what we are doing
and sonme of the kinds of things that we are |ooking at. But
| won't go into any detail on nethodologies. But ne and a
couple of ny co-workers that I will introduce will be here
this afternoon if you would like to try to catch us in what
little free time you do have.

My nanme is Don Anderson. | amfrom Research
Triangle Institute. RTI is in the Research Triangle Park,
Ral ei gh, Durham Chapel Hill area of North Carolina. W are
an i ndependent, not-for-profit, university-affiliated
organi zation. W are actually | guess legally owned by the
three universities down there, Duke, UNC and North Carolina
State University. And we frequently collaborate with
faculty fromthose.

And we are very pleased to have been sel ected |
guess al nost a year ago, naybe nine nonths ago, to help the
Agency with its several year, | guess it's a four-year
eval uation of the various types of effects of the pathogen
reducti on HACCP rul e.

| would Iike to introduce a couple of people that
are here with ne today and naybe they coul d each stand:
Sherry Kates from Research Triangle Institute is sitting
back here. She is going to be |eading the consumer studies
and the ani mal production studies that | am about to
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discuss. And Dr. Mdrales, also fromRTlI, is here. And she

is going to be |l eading the foodborne illness and hazard
reduction studies and hel ping me with several of the other
studies, as well.

There is actually a larger teamthan RTI al one.
W are also working with several researchers closely from
Texas A&M University, nost notably Dr. Zel sa Morano and Gary
Acuff at Texas A&M are helping with -- helping us with
several of these activities.

W are also working with a food safety econom st,
Dr. Neil Hooker, who was recently -- or has just conpleted a
post-doctoral fellowship at Texas A&M  And i s now al nost
literally en route to Colorado State University where he has
accepted a position there on the faculty. And he is hel ping
us with some of the international trade inpact studies.

And it would be difficult to acknow edge the
assistance so far of all the people here in the Agency.
Many people in this roomwe' ve net with many tinmes on our --
and in some cases, on nmultiple occasions. But | would like
to in particular acknow edge all the help fromone of Jane's
staff, Cynthia WIllem

Cynthia, could you stand for those people who
m ght not know you? She has worked tirelessly to help us
formul ate the eval uati on questions that we are going to be
| ooking at and to basically facilitate our discussions with
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peopl e inside and outside the agencies that we need and wil |

continue to need to work with for the next few years.

| am not going to go over each of these topics
right on this slide, but rather | have got one slide for
each topic. So you can see what we are going to be
addr essi ng.

Let nme say while |I am here though that these
eval uati on questions or the studies we are going to be
conducting essentially arise fromone of three nmain things.

The FSIS five-year strategic plan |ays out a nunber of
goal s and objectives that we are going to be | ooking at.
The PR HACCP final rule itself, of course, has goals and
objectives in it that we are going to be evaluating. And
sone of these are actually nore as a response to the
Governnment Performance and Results Act than they are to
either of the others.

First and forenost, when the pathogen reduction
and HACCP rul e was promul gated, the intent was, of course,
to reduce the incidence and severity of foodborne illness
and to reduce hazard | evels of various types in neat and
poul try products.

The five-year strategic plan that | referred to
sets a goal of a 25 percent reduction in foodborne illnesses
attributable to neat and poultry products over a five-year
period which is basically '97 which you can think of as pre-
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HACCP to 2000 which, of course, is the year when HACCP is

supposed to be fully inplenmented through the industry, and
also clearly states that we are | ooking for reductions in
hazard | evels in meat and poultry products and particularly
pat hogen hazard | evels in raw carcass neat.

So these two objectives are, of course, one of the
key things that we are going to be evaluating in the study.

W want to see whether or not these stated objectives or
these goals are being nmet or to what extent they are being
net. And to the extent that we can, how are these goals
being net; what are the key initiatives in the Agency that
are leading to those acconplishnments; and to the extent that
sone of the goals are not being net as fully as you would
i ke, what are sone of the inpedinents to that.

On the foodborne illness question, we are going to
be working closely -- and Dr. Morales is going to
particularly be working closely with nmenbers of the Foodnet
teamat CDC. W have net with themin person one tine and
had numerous di scussions with them They, of course, are
i ndependent fromthe Agency. And it is their business to
track foodborne illnesses attributable to all sources, but
i ncl udi ng nmeat and poul try.

And they will be using the best, nost tinely data
t hey can from Foodnet, Pul seNet and ot her sources to track
the change in incidence of foodborne illness over tine.
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And, in fact, they have already started to do that.

You know, there was a recent report, | guess it
was in March, in MMWMR  And they are already starting to
report sone gains in the fight against foodborne ill ness.
And they will be continuing those activities. And we wll
be working with them as best we can to provide assistance to
make sure they can do the best job possible with that.

On the hazard side per se, we don't want to just
track ill nesses by thensel ves because illness reduction and
hazard reduction won't necessarily correlate perfectly. So
we al so want to track hazards separately. The Ofice of
Public Health and Sci ence here in the Agency, of course, has
been col |l ecting pre-HACCP and continues to collect, if you
will, post-HACCP data on hazard | evels, chem cal, physical
and primarily | guess biological and pathogen |evels.

And we will be working with OPHS to nmake sure that
we can bring the best data that we have and that we can get
from ot her sources to determ ne whether hazard | evels of
bei ng di minished at the rate that we would like to see.

At the sane time, we are looking at, if you will,
the intended effects of HACCP. W will also be | ooking at
the nostly economc inplications or repercussions of HACCP
in the neat and poultry industry. W are interested in
seei ng basically whether HACCP and other farmto-table
initiatives are affecting the performance and the structure
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of the meat and poultry sector, but also the animal

production sector.

W will, for exanple, be |ooking at whether or not
the conpliance with HACCP and PR is causing an increased
exit rate fromthe neat and poultry industry. That has been
a nunber of concerns, stated concerns that the -- that
conpliance with the rules may cause exit fromthe industry
to increase. And that is one of the things that we want to
eval uate over tine.

W will also be | ooking at changes that -- or
changes that m ght occur in the industry that woul dn't
necessarily manifest thenselves in exit. There nmay be
productivity changes in the industry. Those productivity
changes actually could be positive or negative. And we w |
conduct that analysis by basically doing interviews with
i ndustry and other individuals to see how productivity is
changi ng.

Al so, the Econom cs Research Service, of course
anot her part of USDA, is preparing -- at this tinme is
preparing an information collection request for QOVD approval
to do a survey of firns in the nmeat and poultry industry to
ask questions about the inpact of HACCP and pat hogen
reduction on them

W spent sonme hours very recently review ng and
commenting on the ERS survey instrument and will continue to
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work with themto make as sure as we can that the answers

that we would like to see answered -- or the questions we
would like to see answered will have data collected in the
survey when they field it next year.

W will also be |ooking at international inpacts.

| won't go into details here, but we will be | ooking at
whet her or not the final rule and conpliance with it are
affecting the ability of conpanies in this country to export
meat and poultry to other countries and whether it is
affecting the ability of conpanies here to inport neat and
poultry products into this nation.

| think also, very inportantly, we are going to
| ook at whet her or not the HACCP and pat hogen reduction rule
in this country is kind of by an osnpbsis or other sort of
ef fect, maybe having positive inpacts on gl obal food safety,
maybe t hrough nore gl obal adoption of PR HACCP or HACCP-type
standards. We will be doing that by tal king to Codex
officials, officials with the Foreign Ag. Service, and maybe
usi ng sone ot her nethodol ogies to do that.

W will also be very interested in seeing whether
or not the pathogen reduction HACCP rule itself or other
farmto-table initiatives are changi ng consuner know edge,
awar eness and behavi or of food handling practices and the
|ike. There -- again, there are a nunber of ongoing surveys
that track the use and know edge about safe handling
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practices and about consuner confidence in the food supply.

There is an ongoing FDA/FSIS food safety survey
t hat was conducted in '93, '98 and then is scheduled to be
conducted again in 2000. And we will be using that data to
anal yze trends in consuner know edge, behavi or and
confi dence.

W will also be conducting sonme special studies to
basi cal | y exam ned whet her or not sel ected consuner
initiatives are reaching the intended targets. W nay, for
exanpl e, conduct an anal ysis using focus groups or other
data collection nethods to see whether or not the "Fight

Bac" canpaign is effective or whether the thernoneter-use
canpaign is effective.

Again, these are all studies that are intended to
see whether the nore in-distribution and consuner-oriented
initiatives are having the intended positive effects that
t he Agency hopes they woul d.

So continuing in the farmto-table conti nuum
we' ve tal ked about some of the anal yses that we will be
| ooki ng at towards the consunmer. W will also be | ooking at
sone of the inpacts | ooking back towards the farm

Specifically, | nean primarily what we want to see
i s whether or not coincident or because of farmto-table or
rat her pat hogen reducti on HACCP and other farmto-table
initiatives, we want to see whether or not farm/level aninal
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production practices really are inproving, whether they are

changing for the better.

Again, we will probably have to do sone prinmary
data collection to do this, sonme interviews and small-scal e
surveys and activities such as that. And particularly, we
are interested in seeing whether the Aninmal Production Food
Safety Program s state partnerships are having positive
i npacts on ani mal production food safety.

So we may, for exanple, do sone case studies,
interviews and case studies in states with and without state
partnership prograns to see whet her those state partnership
prograns are having a positive inpact and where they are
having a positive inmpact, try to feed that information back
to the Aninmal Production Food Safety Program here in the
Agency so they can double their efforts in those kinds of
activities that are working and nmaybe change the ki nds of
activities that there m ght not be as nuch evi dence that
t hey are working.

There was a lot of talk this norning about the
adoption of the FDA food code and why it is and isn't being
adopted in various areas. One of the things that we do want
to look at in our study is whether or not those businesses
that transport, distribute and retail neat and poultry
products are adopting either voluntarily or because of state
requi renents or |ocal requirenents that are safer food
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handl i ng practices.

So, again, we've got a nunber of activities
pl anned here. But one of the things that we think we
probably need to do or intend to do is go into sone of those
states that have adopted the food code and find out why they
did and what pronpted themto do that, and al so to see what
kinds of activities or what initiatives here in the Agency
wer e undertaken that pronpted themto adopt those food
codes.

So there is a lot of concern -- there was a | ot of
concern this norning about the nunber of states and
|l ocalities that aren't adopting sone of these practices.

And hopefully, we can find out sonme of the reasons why those
states that are reticent to do so naybe are and maybe | ook
for sone inprovenents in that area.

| save this for last, but in some ways it is one
of the forenost things in ny heart at least. | have conme to
think of this fairly recently as the Agency kind of -- the
Agency's requiring industry to use HACCP. And the Agency
now, | think, partly with our process here is starting to
apply HACCP principles to its own operations.

Essentially, the Agency is trying to -- they have
been trying for sone tinme, and this is maybe anot her effort
or a continuation of that effort, to assess where in the
meat and poultry systemfromfarmto table the nost and the
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greatest hazards like. | nmean, where -- it is essentially

conducting a hazard analysis of the entire farmto-table
system

W are going to be over the next few years
conducting a hazard analysis farmto table which essentially
| ooks at all of the entities in the neat and poultry sector
where neat and poultry products are handled. W wll be
| ooki ng at the types of products the different entities
handl e, the processes that they use to process the neat and
poul try product, and the volunes of products that these
various entities process.

This is essentially followi ng a hazard assessnent
framework t hat was proposed a couple of years ago by Dr.
Frank Bryan that essentially |ooks at product, process and
vol une as a hazard ranking system And we are going to
nmet hodi cally go through all of the currently inspected state
-- currently inspected neat and poultry establishments to
| ook at product, process and vol une, and assign hazard
ranki ngs to those different types of processes. Then we
will go through a simlar process within distribution

facilities.

At the sane tinme we are doing that, we will be
| ooking at -- hopefully in a new way or maybe a nore
sinplified way -- what are the regulatory resources or the

Agency resources that you have to address these problens. |
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nmean, al nost everything -- | sit back -- my tongue gets sore

after two days because | bite it, you know, the whole tine
sitting back there in the audience.

| am an econom st and | think about trade-offs.
That's -- | think about cost benefit analysis. And one of
the things | know is that on any given day, the man over in
that chair has a given set of resources that he can work
with. And he can't do everything for everybody all the
time. So there are trade-offs that have to be nade.

There are either explicit trade-offs or there are
inplicit trade-offs. And what we are going to try to do is
give a tool to make nore infornmed and nore explicit trade-
offs so that we see, given a pool of resources, given the
hazards that we've got distributed through the farmto-table
system where should | devote those resources of different
types to do the best job I can today of addressing those
hazards and trying to reduce foodborne ill nesses.

One of the things that this process may reveal
possibly is that we don't have enough resources to do
everything that the public expects us to do or that Congress
tells us we have to do. So we will go through the process
of identifying the hazards farmto table, identifying the
resources that we have to address those, and then -- and
this is in many ways the hardest part; these two are
relatively easy as conplicated as they are -- is to then
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devel op sone guidelines for intelligent resource depl oynent.

G ven that we have a distribution of hazards
t hroughout the farmto-table sector and given that we have
at least at any point in tine a fixed set of resources, how
can we nore efficiently use those resources to visit
establishments, to do conpliance activities, to do sanpling,
to make deci sions about should these products be exenpted
frominspection because of what type of neat they have or
whet her it was produced in a state-inspected plant or a
federal plant, all of these kinds of exenption decisions
that you have to grapple wth.

Hopefully, we will be able to devel op sone
gui del i nes using these resources and these hazard profiles
that will at |east give sone first cut suggestions about how
resources mght be better allocated to address these risks.

Then to kind of finish that activity up, we wll
devel op sone indicators of success. That is, we wll sort
of eval uate oursel ves and say, okay, we have suggested sone
guidelines. Now let's be bold. Let's try to inplenent sone
guidelines. Let's set up sonme kind of objective indicators
of success; how would we know if we are doing a good job
Wi th our resources. Let's identify those indicators.

Let's conduct sone field trials, sone tests. And
then let's go out and get feedback to see according to these
i ndi cators how good of a job are we doing. And then
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finally, making that known or giving that information back

to the decision-makers so that they can nmake adjustnents in
their resource depl oynent.

| know that this is -- in sone ways, this is kind
of vague. It is not highly specific. But it is a process
that we are working towards. We've actually made | think
very good progress on devel opi ng these hazard profiles.
woul d hope that six nonths fromnow, we will have all of the
hazard profiling of the currently inspected establishnents
done and then a database and deliver it to USDA for use.

So this | think is an exciting part of the study
because it is really |ooking at whet her HACCP and pat hogen
reduction is allowing the Agency to do a better job of what
it is doing in the same way that we are expecting industry
to do the sane. So | will stop there. And if anybody has
any questions, | will let the Chair decide how | ong the
di scussi on shoul d go.

CHAI RVAN BILLY: Okay. Thank you very much

MR. ANDERSON: Ckay.

CHAI RVAN BI LLY: Yes, Caroline?

M5. SM TH DeWAAL: Thank you. And | thought your
presentation was very good. And | amexcited to see the
Agency doing this kind of evaluation. | do think that sone
of your questions are going to be tough to answer sinply
just in the HACCP pat hogen reduction franmework because
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things like increased exit rate fromthe industry and

consuner know edge are so based on sone of the increases in
pat hogen awar eness.

And in the industry, with the exit issue, | nean,
the need for new technol ogies in sone instances is going to
knock people out. So I just think the evaluation is
excellent, but really you are | ooking at a sonewhat broader
guestion which is the awareness of pathogens in the food
supply and then the need for industry, consumers and the
government to respond to that. So it's alnost -- it's great
work. It's al nost bigger than what you' ve laid out.

DR. ANDERSON: Ckay.

CHAI RVAN BILLY: Oher coments? No. Okay. Let
me bring this to closure. Thank you very nuch, Don

DR. ANDERSON: You're wel come.

CHAI RVAN BILLY: One other -- this is sonething --
this presentation and what we are doing is sonmething | feel
quite strongly about. It is inportant for regulators to
eval uate thensel ves and the inpact of what they are trying
to do and to do that in a transparent way where everybody
has access to and is aware of what's working, what isn't
wor ki ng, so while -- what nay not be working at all.

And so over the next three or four years, as
indicated, we will be sharing a | ot of additional
i nformati on and sone new nodel s and devel oping an ability to
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real ly focus our resources where the greatest hazards are

and do that in a justified kind of way.

Okay. The next itemis the MOU with FDA on field
comuni cation. And that's going to be presented by John
McCut cheon.  So John.

MR. McCUTCHEON: Thank you. Good afternoon. This
is a very short presentation. So if there is no objection,
| could do it just fromhere. Can everybody hear ne al
right?

And MU is a nmenorandum of understanding. It is a
new tool for FSIS that was devel oped about a year ago. This
is an agreenent between the two agencies, the Food and Drug
Adm ni stration and ourselves, that we share information and
we work together and we conmunicate with each other on
i ssues, regulatory issues of conmon interest.

W have, as you probably are aware, about 17
district offices. | say about because the last tinme you
| ooked, you m ght have found that we have 18 district
offices. W did consolidate the Boston office with our
Al bany office within this last year. So FSIS now has 17
district offices. FDA has 20 district offices throughout
the United States.

We devel oped a wiring diagramso that we could
figure out which FSIS office should talk with which FDA
of fice, and then have had neetings between the agencies. W
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have focused the attention here on our district managers and

have required the district managers in FDA and FSIS to be
the ones that are going to make this process work.

The intention here, and this is a new tool for us
that, as | say, was devel oped about a year ago. Both
agencies signed it. Then in March of |ast year -- well, no,
March of this year rather, last spring, there was a training
session that was held for the district managers and the
staffs in the district offices to explain what the purpose
of the MU is and the mechani sns for making that work.

The intention here is that where there are joint
regul atory actions that can be taken, that the two agencies
work together. W do have exanples of that. And what |
have is a proposal for the conmttee, if they are agreeable
toit. As | say, the process started with a training
session |last March. And we have agreed as part of the MOU
that there will be an eval uation each year of how the
process i s being undertaken.

That process is going on right now W decided to
shorten the year a little bit for the first year. And we
have the districts having joint nmeetings during the nonth of
Novenber, right now. Gary Pierce as ny counterpart at FDA
and | will participate in a sanple of those eval uations.
That's where one or the other agency will host the neeting
in each of the district offices so that the staffs get
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t oget her and di scuss the progress that has been nmade.

What | would like to propose to the committee is

that when that process is conpleted, Gary Pierce's and ny

job will be to consolidate that into an overall report. And
Il will go over six or seven of the different types of issues
that will be evaluated during that process. And then at

your next neeting, then | would propose that we nake a
presentation al ong how that particul ar eval uati on canme out
because we will have nore specific information.

VWhat we will be gathering during the nonth of
Novenber is the list of enforcenent actions, the joint
enforcenent actions that have taken place. W do have a
nunber of those that have al ready occurred where we have
gone into a plant. And if we have sone particul ar problens
that we are observing and if the plant is al so having sone
probl ens that could potentially affect FDA-type products, we
conmuni cate with each ot her about that.

And then we coordinate the type of action and
share informati on and gather sanples for each other. And we
have had sone experience in doing that and working the
i nformation together.

Along with our General Counsel's Ofice, of
course, we have to be careful that we don't do work on
sonebody el se's regulation or statutory authority. So we
are quite cognizant of the responsibilities that we have
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t here when we work together.

W have devel oped with the two conputer groups a
joint list of plants that are under both areas of
responsibility. And our conputer staffs are maintaining
that so that we have in the district offices a list so that
we know whi ch plants are involved here.

W will developing a |ist of the joint actions
that have taken place. And fromthat, during the
eval uation, we will be asking questions of how did it work;
what problens did we have; what communi cati ons probl ens cane
up and how were they addressed. And then we also want to
follow up with what changes have taken place in the district
| evel contacts; how has that been working; and what changes
m ght we need there.

W are al so going to be concerned about what
addi tional training mght be necessary for each party to
understand how this could work better. W also want to find
out what we didn't include in the MU in ternms of activities
that we m ght include such that fromthe experience we've
gai ned, that we can then share that fromone district to
anot her, and then any obstacles that were encountered in
i npl enenting the MOU such as things that are in there that
maybe shoul d cone out. These would be sins of om ssion and
sins of commssion, if you will, of how can we inprove the
process.
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So very quickly, I wanted to give an overvi ew and

poi nt out that such a docunment does exist. It has been used
in a nunber of cases. W are doing an evaluation right now
and that evaluation will be conpleted before the end of the
cal endar year. And then we would be available to give an
overview and a nore detail ed perspective when that is
conpleted. So if there are any questions, | would be glad
to address those.

CHAI RVAN BI LLY: John, how nmany plants -- |
remenber a nunber of about 800. |Is that correct in terns

of --

MR. McCUTCHEON: That's correct. That is the
current nunber of plants that we have that are on the joint
list.

CHAI RVAN BI LLY: Okay. Lee?

DR. JAN. You said that you have to be carefu
that you don't try to use or inplenent sonebody else's
regul ations or use other regulations. And | wonder why is
that. And what |I'mthinking about is particularly in sonme
of these plants that have a neat processing area and nmaybe a
non- meat processi ng, maybe nmaki ng tamal es on one side and
tortillas on the other. 1In fact, we see quite a few of
t hose.

Why coul dn't that inspector that is there every
day go ahead and do the FDA regul ati ons, inpose those or

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

416
carry out those regulations on the other side rather than

just making sure that some of that -- those activities do
not contam nate this side?

It seems to ne that that would be a better
utilization of the resources. And also, on that sane |ine,
where FSI'S does not have the regulatory authority -- and a
prime exanple would be tenperature requirenents on red neat,
why could not that inspector reach over and use FDA
regul ati ons where there is a requirenent that product be 40
-- perishabl e product be 40 -- right now | think 45, in the
future it will be 41 or below before it shifts?

W are doing that in Texas. | don't know if
that's |l egal or not, but cooperatively.

MR. McCUTCHEON: |I'mnot the | awer that woul d
probably give the best answer to that question. But we have
statutory authority under our Meat and Poultry Inspection
Acts including the Egg Products Act which define what we can
do. And we get appropriated noneys, you know, to enforce
t hat Act.

And if you sort of stray fromthose requirenents,
t hen people do get upset that you are spendi ng noney for
other activities. | think the purpose of the MOU though is
to mnimze and -- or, if you will, the |ost opportunities
of where if we see sonething and a marginal cost or
opportunity of seeing sonething can be passed along to FDA
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we do that.

And the purpose then of the MU is to facilitate
that process. So if we see sonething that it involves an
FDA product that we think they would be interested in, then
we have now a good nmechanismto pass that long. FDA then
engages itself in that and follows up with it. So that we
do use your eyes and awareness to pass that information
along. And that's perm ssible and that's what we are doing.

DR. JAN. Well, that -- | think that's a good
first step, you know, nmake each other aware. | think that's
excellent. But couldn't that MOU, maybe the next step cover
sone of these financial things and maybe do sone trade-of fs?

|"m sure you can't transfer noney across budgets. But
maybe there is something in that MOU that then they coul d
give in-like service back to FSIS.

MR. McCUTCHEON: Well, | think we should explore
and push the envelope as far as and as hard as we can on
that. | agree with that. There is also a training issue
that they -- the FDA people don't necessarily know our Act
and we don't necessarily know their Act and the ins and outs
of what is needed there. So that you also get into the
i ssue of knowi ng what authority the other party has and
behavi ng appropriately.

CHAI RVAN BI LLY: Cat hy?

DR. WOTEKI: Yes. | mght add to what John said.
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Anong the things that we are doing in the strategic

pl anni ng activities of the President's Council is exam ning
all the legal inpedinments to do exactly the kind of thing
that you' ve suggested. | think you are absolutely right in
characterizing this as a first step towards better
utilization of resources. And we are using the strategic

pl anning activity to exam ne barriers to inproving that kind
of cross-utilization.

CHAI RVAN BI LLY: Caroline?

M5. SM TH DeWAAL: | might point out that Lee's
very | ogi cal approach arises fromthe fact that they have
only a single food safety agency down in Texas. So they can
use their thernoneters to inspect either side of the aisle
in these plants. And perhaps in the considerations of the
President's Food Safety Council, they m ght consider sone of
the | eadership fromthe state of Texas in solving sone of
your own probl ens.

| do have a question for M. MCutcheon regarding
| see this MOU as a one-way street where FDA is getting
i ncreased oversight of its products hopefully, if you guys
happen to see sonething, without really increasing their
i nspect or base.

Can you give me sone -- | mean, how are these
nmeetings going on the district |evel? How many inspectors
do they actually have? How do you deal with the fact that
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their inspectors nay be dealing with a nedical device plant

one day, a drug plant another day, and a food plant the
third day? So give ne a sense of howthis works in rea
life.

MR. McCUTCHEON: Tomwas with FDA nore recently
than I was. But when | renenber the FDA inspectors --

M5. SM TH DeWAAL: | renenber that.

MR. McCUTCHEON: -- that they did get credentials
in certain areas. And they don't generally go froma
nmedi cal device to a food plant within the sane week or day
period. But they m ght have changed that.

But the nmeetings that we have are at the
managenent |evel in the district offices. W don't have the
i nspectors there, so | can't give you a count of how nmany
peopl e they have behind the scenes that we don't see. |
woul d say that with the evaluation that is going to go on
we will get sonme input on that.

The experience that we have had t hough with FDA
has been that in the case of one of their products in
particular, that it worked out very well that we were able
to work cooperatively. And there are nore instances, but
that's what | amaware of right now. 1In ternms of the
sanpling that was done, the resources that were available to
get information on the FDA side and so forth, it was truly a
joint and cooperative effort.
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M5. SM TH DeWAAL: Are they giving you information

about your products?

MR. McCUTCHEON: Yes. They are contacting us
about issues. Although call the district office and | et
t hem know because they do go into plants al so when they do
have investigations. And | nyself was on a place |ike
Marriott for exanple, not to pick on anybody.

But obviously, they do neat and poultry itens as
wel | as non-neat and poultry itenms, and so plants of that
type which conprised the list that Tom nentioned of about
800 plants. They do have an inspection capability that they
al so get information fromvarious sources that target sone
of their investigations, too, that are foll owed up on.

M5. MUCKLOW Tom let nme just ask John, will this
menor andum John, help to facilitate a cl oser worKking
cooperation on the identification of livestock with ani nmal
residues? WIIl it reach into that area or is that just a
whol e di fferent can of worns?

MR. McCUTCHEON: | guess | would have to agree
with it is a whole different can of worns in that we really
haven't explored that area. It may be something that wl|
conme out, but we just haven't had any cases of residues that
we have tried to follow up with.

And also, we are primarily involving the food
area, if you will, as opposed to the veterinary area nore.

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

421
If you are thinking of the Center for Veterinary Medicine

and that, we have other ways of cooperating with themthat
we have had for a nunber of years through the RI VA system
and the way we have shared data there.

M5. MUCKLOW Yes, | amthinking of that.

MR. McCUTCHEON: Yes. And that -- in fact, FDA' s
of fices for a nunber of years have had termnals with -- the
RI VA systemis the residue violation system dat abase that we
have that we share information with. And that was goi ng on
for sonmetinme before the MU even started. So, and that does
conti nue.

CHAI RVAN BILLY: Al right. Thank you very much

W are schedul ed for a break about 3:00. So | think what |
would Iike to do is nove forward and deal with the inspector
shortage briefing. And if we run over a little bit, then |
will shorten the break. So that may create an incentive.
|"mnot sure. This briefing will be led by Dr. Mark M na.
So MarKk.

DR. M NA: Thank you, Tom | don't know why | get
all these choice assignnents. FY '99 was a particularly
difficult year in terns of our resources. Can everyone hear
me or do | need to get up there? Kkay.

M5. MUCKLOW Don't go near that screen again,

Mar K.
DR MNA: | won't. That's why | am stayi ng here.
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FY "99 was a particular difficult year in ternms of our

resources. As you all know, we have limted resources. And
| perceive the comments that Don nade about stretching these
resources to cover a lot of things that we would expect it
to cover and the public expects it to cover.

Two main factors contributed to nmaybe our shortage
of resources in '99. One was the significant increase in
pl ant productions. And that is in cattle and swi ne and
particularly poultry that went beyond our expectations. And
so that was one of the main factors that the result was
maybe some of our shortages.

The other factor is the strong econom c condition
in the country. Qur ability to recruit a | arge nunber of
i nspectors was really hanpered because of the strong
econony. And they can get naybe a better job, a higher
payi ng job than working for FSIS. And so that nakes it
extrenely difficult for us to recruit people.

And to give you an exanple of how that translated
to our shortages, we used to get roughly 2,000 applicants on
our national register. And |last year, we were lucky if we
got about 800 on the national register. And in certain
parts of the country, we don't get any, none.

Havi ng 800 nanes on the register, that does not
normal ly translate to 800 inspectors. The declination rate
was at |east 50 percent, at |east 50 percent. So that

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

I e S e S N N e
© 0 N o U A W N Rk O

20
21
22
23
24
25

423
nunber is reduced already to 400. And so those are the two

main factors | think that contributed to our difficulty in
' 99.

W have recogni zed the problemearly on and we
have real | ocated many of our resources. W took a |ot of
action to reduce our travel neaning headquarter travel,
district travel, inspector travel, to cone up with sone
addi tional resources that we can add to our existing
resources to elimnate sone of those shortages in the
pl ant s.

Starting this year and maybe starting -- maybe --
| et me back up, two or three nonths ago, we enbarked on a
very aggressive recruitnment program W put a lot of things
in place that we had not done in the past or we did not
really need to do in the past.

But today, we live in a different environment.

And as | indicated before, the econom c conditions in the
country is pressing us to do things that are different. And
we need to do very creative in recruiting instructors. And
| amglad that M. Ron Hicks and his staff are here. And |
think they are probably better equipped than | amin telling
you about our aggressive recruitnent plan.

W have been working very, very closely with our
personnel staff to nmake sure that we recruit enough
i nspectors for us to do the job that we are required to do
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in FY 2000 considering, again, our limted resources in

2000. But we will do everything that we can to nmake sure
that all the jobs are fully staffed and fully covered. Wth
that, I will ask Ron Hicks to --

MR H CKS: Ckay. Good afternoon. | am Ron
Hi cks, Deputy Adm nistrator for Managenment. Wth nme is
Marlin Waller who is my HR Director, Human Resource
Director. Mark is right, we have had a very difficult year
interns of dealing with the ability to staff our food
i nspect or ranks.

Trying to keep up with attrition has been nost
difficult. There was a tinme when it was fairly easy to go
to a register, as Mark has indicated, and find the nunber of
peopl e that we needed to fill jobs. And now all of a
sudden, we are finding out that we are not the only gane in
town. There are other games in town. And we have to be far
nore aggressive and created in trying to make sure that we
recruit the caliber of people that we need and the nunbers
of people that we need.

So we've dealt with one of the issues that we had
to deal with in terns of the necessary resources to do that.

Now we have to put in place mechanisnms to nake sure that we
can actively recruit and have on board the nunbers of people
that we actually need.

W have begun the process already. Marlin Waller

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

425
can tell you sonme of the things that we have done in order

to try and keep up with attrition and recruit the nunbers
that we need. W need to do nore. And our conmtnent to
you here today is to tell you that whatever we need to do
over the upcomng nonths in order to staff our ranks i s what
we will do.

So | would like for Marlin to talk to you about
sone of the things that we have done and sone of the things
that we will be doing. W wll be neeting with M. Billy
next week to provide himwith a nore detailed plan to what
we had already thought was a fairly detailed plan for
recruitment.

But as we are finding out right now, we need to
keep up better than what we have kept up. So there is nore
information that will be forthcom ng that will be devel oped
to enhance what we already have put in place. But let ne
let Marlin Waller talk to you just briefly about things that
we al ready have done and what we intend to do.

MR. WALLER: Thanks -- excuse nme. Thanks, Ron.
Al'l right, thank you. Thanks, Ron, and | am happy to be
here, as well. | will say within our division, within the
Human Resource Division, we have been working very hard to
identify food inspector candidates. As Mark and | think has
Ron has indicated, it is probably as difficult or nore
difficult than it has ever been to do that. But we don't
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think it is insurnountable.

So as Ron said, we are in the process of
devel oping a very specific plan. Sone of the things that we
have already done is held a recruiter training session in
which we trained recruiters in each of our district offices.
That will be sort of an ancillary help to our Human Resource
peopl e and actually we will conduct outreach types of
activities at conventions, at schools and other |ocations.

W have advertised quite a bit in the past and we
are looking at nore targeted advertising and just better
ways to spend our advertising noney and to nmaybe even be
better to allocate a little nore noney to that. W have
expl ored pay incentives.

We actual ly have sone recruitnment bonuses in place
for veterinarians in certain parts of the country, so --
where it is particularly hard to recruit. And we are
| ooking at | ocations for where it is very hard to recruit
for food inspectors, as well, and hope to have sonmething in
pl ace for them soon.

We are al so | ooking at some possibilities of
payi ng for noving expenses to the first duty l|location for
food i nspectors. W have conmonly done that for
veterinarians, but haven't done that for food inspectors in
the past, and are now | ooki ng at that.

We are planning on naking nore and additi onal
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visits to schools and conventi ons and ot her organi zations

where we woul d conmonly be able to find food i nspector-type
candidates. As Mark has indicated, we have a register in
which in order for candidates to actually be able to be on
the register for us to hire them they have to take a test
whi ch we hol d at various |ocations around the country.

And we are | ooking at holding those tests in
different |ocations, holding themnore often, holding them
in areas where we really have inspector shortages. So
hopefully we can speed up that whol e process and actually be
closer to the places where we actually need the applicants.

We are |looking at different kinds of hiring
authorities, actually |l ooking at ways to bring on people on
a tenporary basis while they have the -- and then have them
go through the testing process so that we can get them on
early on and then maybe -- and then, you know, have them go
t hrough the testing.

W are also within our office just trying to
streanmine the process. It does take some tine in the
system we have to actually get people through that system
and to make sure we've followed all the applicable
procedures. But we are |looking to streanmline that. And we
are just looking to have a better outreach within our
Agency.

And obvi ously, if anybody here has any ideas on

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

428
things that we could do, we would be nore than wel cone to --

nore than wel cone those. But we are just |ooking to al so
make sure that we use all of our people in our Agency to
hel p us identify candi dates.

So those are just a few of the things that we are
intending to do and have already started doing. So
hopefully we will be able to get the shortages reduced very
qui ckly. Thank you.

DR MNA: W are also particularly interested in
hearing fromthe State Director that he may or may not be
experiencing the sane problemthat we have and how we can
hel p each ot her maybe dealing with sonme of those situations.

CHAI RVAN BILLY: Right. And in particular, if you
woul d provide us a list of your state enpl oyees so we can
wite themletters. Dan?

MR. LaFONTAINE: It's interesting, that was a
perfect lead-in to what | have to say. Sonething very
unusual has happened in the last six nonths. And that is
that | amgetting calls fromFSIS inspectors wanting to cone
to work for the state and take a pay cut.

And the reason is the trenmendous concerns about
job security and, "Ch, you are going to have a job, but you
m ght have to nove.”" And | amrelating this back to the
HACCP nodel s project, you know, the change to consuner
safety inspectors, consuner safety officers.
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| know you are doing a lot of information through

the Thursday report and every nethod you can to try to get
the word out. But when you are on the chicken line or the
turkey line and your plant is going to go be a nodel plant
and they know that part of the objective is to reallocate
sonme of your resources, you can talk until you are blue in
the face. There is a lack of job security.

So bottomline is work harder -- that is a part of
your problem And they are telling their friends, "I don't
think nowis the tine to conme to the USDA because you nmay
not have a job. You better try sonething else.” | think --
| haven't heard that mentioned. And that's real out there.

When they call ne and they want to take a
$3,000.00 cut to do the sane work because that's how nuch
| ess we pay for the entry level, that speaks for itself.
They want to stay where they are at, in their communities
with job security. Famly and job security first.

DR M NA: Thanks.

CHAl RVAN BI LLY: Lee?

DR. JAN. | heard -- actually, |I heard I think two
different areas of your problem And naybe they are not.
But at one point, you indicated you are not getting the
candidates. And | think that was the biggest issue here.
But you al so said that you cut travel in the different -- in
the central office or at headquarters and in the regions to
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get nore resources.

And so that would tell me that you al so have a
noney problem that you don't have the noney to fund these
positions that you can't get applicants for. |Is that ny
under st andi ng, that you have both problens or do you have
the fund and just can't get the people?

DR MNA: It's nore conplicated than that. It's
very conplicated, Lee. And I don't think a sinple answer
woul d do justice to that problem It is a conbination of
all of the above.

DR, JAN. Okay. Well, let ne tell you, you asked
for suggestions and how coul d we maybe work together.

DR. M NA: Right.

DR JAN. And | will tell you briefly what sone of
ny problens are. ['ve got it fully staffed, 100 percent
staffed. And that's not a problem But we have a
| egi sl ative mandate that caps at the FTEs and the dollars.
So just looking in the future, if this bill comes to pass
and we a seanl ess inspection system and to help the Agency
out | can recruit -- and | can get the people to do -- so |
can take on nore plants. But we mght need to ook at it.

But nmy problemthat's going tolimt nme is an
inability to get FTEs even if you cone up with 60 percent or
maybe i f sonebody woul d beconme wi ser and say, "Maybe you
ought to pay 75 percent”, whatever. But the noney -- if |
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could get the noney, | still won't get the FTEs.

But we m ght could take what's kind of in the
pi cture already and naybe nodify the cross-utilization where
you fund these people and we recruit for them and we kind of
have a cooperative situation that way. | don't have to cone
up with FTEs or dollars and you -- we will help you fil
those positions. And we will take on nore plants, you know,
the smaller plants to our limtations. It mght help out.
That's it.

DR MNA: If | heard you correctly, that's
predi cated on Congress passing the interstate shipment bill
And that bill is in Congress, as you know. And that
decision is for Congress to make. And when they nake that
deci sion, we mght want to consider this proposal. W are
concerned about the inmedi ate need today and how we
al l eviate sone of this problemtoday through 2000.

MR H CKS: Lee, when | look at that issue and

what |'ve put ny finger on it, | think that's the real crux
of the problem is dealing with an action that we will have
in Mnneapolis to fill a job and to go to the applicant pool
totry and fill that job.

And there are very few people, if any, who have
either applied for that job or which we wish to select.
Then we have to go out and recruit again. And that happens
over and over and over again.

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

432
That's what | see as really the nmajor crux of the

problem is the tracking of people and then, too, holding
onto folks that we want to hold onto, would like to hold
onto, but have decided that because of the change that we're
goi ng through, the tremendous change that we're going
t hrough and the uncertainty that that generates, another
option may be nore appealing to them

And we do have to do as good a job as we can do to
put together information for folks to give thema clear
picture as to where we are going, what we intend to do with
them and for them and are we best to create job security.

We have a group called Wrk Force of the Future,
in other words, a group, a task force that is designed to
just that, to make sure that all the pieces of where we are
goi ng and where we are headed make sense to each other but,
nore inportantly, nmakes sense to our workforce so that they
can understand clearly what is going to happen with them and
where their job opportunities may be. So that's a very key
pi ece that we have to nmake sure that we inplenent and nake
sure that it works.

CHAI RVAN BILLY: Collette?

M5. SCHULTZ KASTER: | could go on about this for
along time. | have a |lot of notes that | have taken. So
the first thing -- so "Il try not to do that. | wll start

by doi ng that.
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But the first thing that | want to say is that |

want you to understand how urgent the situation is because
the feeling in the field is that you don't understand the
urgency. It is an urgent matter to the industry. It is an
urgent matter to consumers. And it is an urgent nmatter to
your own enpl oyees. And there are costs to all three of

t hose segnents associated with this problem

| am di sappointed that -- in your response, that
it's too conplicated to say whether it is a matter of
needi ng nore bodi es or needing nore noney because | think
that we need to understand which one of those or what
conbi nation of those that it is. And so | hope that you
will elaborate on that.

We are very enpathetic because we are all, no
matter whether it is the neat industry or restaurants, we
all are facing this situation right now But this is
sonmet hing that you need to take very seriously, that the
people in the field need to see you taking hard action on --
because this is a big deal right now.

CHAI RVAN BILLY: Let ne elaborate a little nore on
t he noney question. Last fiscal year, the budget allocation
we received from Congress was one where we were provi ded not
only some of the increases that we asked for, but al so had
sone funds earnmarked for certain areas of expenditure.

W weren't provided funds to cover all of our cost

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O D W N kB O © O N o o0 » W N L O

434
increases. Certain ones, you know, in terns of the salary

i ncreases and ot her cost increases, for exanple, our share
of the funds related to the states in the cooperative
prograns we have there.

So what we had to do |last year was to severely
restrict the expenditure of funds in areas other than what
we call front line. Those are the inspectors, the first
| i ne supervisors, the conpliance officers and the | ab
personnel that do the analyses. That's our front line. And
those -- we did not Iimt those funds other than within the
framewor k of the total anmount of noney that we were
provi ded.

W put in place things Iike a one-for-three hiring
freeze in the non-front line hiring areas. So in
headquarters, in the district officers, managers were only
allowed to replace one out of three people that departed.

W limted travel. W limted training. In fact, we cut
back severely on training, all of which was to not just

mai ntain the workforce, but an attenpt to increase the
nunber of inspectors comensurate with the growth that was
occurring in the industry.

One exanple is the growh that occurred in the
poultry area, a six percent growh. That six percent growth
represents in round nunbers about 450 mllion birds in 1998
-- 1n 1999, excuse ne. And each of those birds have to be
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| ooked at individually. And so when you translate that into

t he nunber of inspectors, additional inspectors or capacity
that you need, it is indicative of what we were westling
with.

So there was an attenpt to build our enpl oyee
base. But, in fact, we struggled with it because of the
reasons already nentioned. Now, for our new budget --
current budget this year which isn't quite settled because
we' ve got this business going on about an across-the-board,
just slightly less than one percent cut that the President
has vetoed. And | can assure you that if that actually
occurs, that kind of across-the-board cut, it will have a
very direct inpact on our ability to hire inspectors.

But Congress has indicated to us they want us to
spend a certain mni mum anount of noney on inspection and
provi ded the Agency, all toll, about four mllion dollars
| ess than what the President asked for.

So we are now in the process of sorting out what
it is we can do and what it is we can't do and cover what we
anticipate will be a denmand for an additional, beyond just
mai nt ai ni ng our workforce that we have now, an additi onal
100 to 200 additional inspectors that will need to handl e
the further growth projections of the industry in this new
fiscal year that just started Cctober 1st.

So it's not just maintaining. There is growh in
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the industry. And we have to provide -- cover that in order

for the firms to operate and receive the mark of inspection.
Soit's -- in part, that's what Mark was getting at. It's
not si npl e.
W' ve got funds to provide for sonme increase in
t he nunber of inspectors. W are not sure that is going to
be enough to cover all of the growh and demand that we are

goi ng to have.

And if it isn't, then in an overall, finite pot of
funds, then what are the things that we will have to stop or
not do to handle what will becone an inspector shortage or

reoccur as a shortage if we are able to achieve what we are
doing here in ternms of hiring an additional nunber of
i nspectors in the next several nonths.

So it won't be a one-tine fix. It will be a
constant struggle I think over the next year and perhaps
over the next several years if we've got the sane kind of
econonmi c conditions in the country in terms of being able to
hire entry-1evel people at about $10.00 an hour which | know
we' ve had an exanple cited to us where there are school bus
drivers, school bus driver jobs that pay nore than $10.00 an
hour or McDonald's in certain |ocations where they are
havi ng the sane problemor -- and many ot her exanpl es.

So it is difficult given the pay structure and
what we are able -- so we are trying to cone up with
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incentives and other ideas that will facilitate this process

and sol ve the problem

It is not in our interest to have an inspector
shortage. It just creates nightnmares for us. So we are
going to work really hard to do that. And we are going to
nount some additional efforts to hopefully achieve
elimnation of the shortage. Ron?

MR HCKS: | fully appreciate the sense of
urgency that you are referring to in terns of what the fol ks
inthe field need to see. | wish there was an urgency neter
that I could hold over ny head so you coul d see exactly
where it is pointed.

When | | eave here, Marlin and | are going up to
visit with two district managers as part of an overall union
neeting and district nmeeting. And part of our jobs there
are going to be to talk to the district nanagers about these
very same issues.

| am headed out to Chicago week after next to talk
to a district manager out there to westle with sone of
those issues. And | have a few upconm ng neetings in
Decenber. And a large part of that is to talk to folks,
with ny people, to find out how we can start to tackle this
issue in a very real way.

We can list 100 things that we are doing. And
wi t hout somet hing that says how urgent we feel about this,
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there are just 100 things in a list on paper. But | can

guar antee you that behind those things that Marlin has
mentioned and others that have not been nentioned then is a
comenor ati ve resources that we have which says we have got
to tackle this problemwth field operations and get it
done.

CHAI RVAN BI LLY: Ckay.

DR MNA: | want to echo what Ron said about the
sense of urgency. For ne, that is ny nunber one priority.
And | think that was evident for the district nanagers. W
had a district nmanager neeting | ast week. And that was the
nunber one topic of discussion.

And Tom and Maggi e attended the neeting. And we
had a full discussion of the issues and what we need to do.
And so everyone is fully aware of it. And we are

wor ki ng very hard to resolve it.

CHAI RVAN BI LLY: Donna?

M5. RI CHARDSON: Thank you. Comng froma
prof ession that goes through shortages every ten years where
it iscritical, I can understand the concerns. To make it
nore real to ne, other than this sense of urgency -- and |
understand you are tal king about needi ng approxi mately 200
nore inspectors in the future to deal with the demand -- is
what are we tal king about in real people now? What are the
FTEs that you have allotted for inspectors? And then what
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are your actual vacancies?

And | know having worked in the VA systemthat
oftentimes the FTEs are reduced because you have | ess noney
for those FTEs. But what | thought | heard at the very
beginning is that you do actually have an actual vacancy
rate now.

MR. WALLER: Yes. W are right now -- in our in-
pl ant staffing, we are right in the vicinity of 7,400, maybe
alittle over 7,400, 7,420, sonmewhere in that range. And we
are shooting or targeting to get to near 7,600. But at the
sane time, we have a very high attrition which either ranges
somewhere in the 20s, sonetinmes up to 30 or so per nonth.

So, | nmean, that sort of anplifies the situation and just

i ndi cates how many additional people we have to hire just to
keep up with that attrition rate and to get to the targets
that we are | ooking for.

CHAI RVAN BILLY: It is not an FTE problem W
have adequate FTE. It's just getting people.

M5. RI CHARDSON: But you have actual vacanci es.

CHAI RVAN BI LLY:  Yes.

M5. RI CHARDSON: Now, your attrition rate that you
have nowis -- is that markedly different than you had five
years ago?

MR WALLER It's a little higher. 1t has been a
little higher over the past year, but not an extreme anount.
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Wthin a couple per nonth maybe is the difference. So it's

not a lot different.

M5. RICHARDSON: So what we are tal king about is a
chroni c probl em as opposed to sonething that just happened
in the last four years of this really --

MR. WALLER:  Yes, well, | think it does go in
spurts. But | think as people have indicated here earlier,
the difficulty is nore just attracting candi dates and
applicants. | think in the past, for food inspector-type
candi dates, we really didn't have to do a | ot of special
recruitment efforts.

The nunber -- the people were avail abl e generally.

And for many of the reasons that we have outlined here

i ncl udi ng how the econony is, it's just nore difficult to
find and attract candidates. So | would say that's naybe
one -- the primary difference fromthe past. | nean, we
have always had this attrition rate, but we have generally
been able to keep up with it.

MR HCKS: | think what we have here is a chronic
probl emthat seens to be getting worse than what it has been
in the past, that we've al ways experienced these highs and
| ows and a certain |level of attrition. But a nunber of
factors seemto be comng together nowto make it a little
bit worse than even what it has been in the past.

CHAI RVAN BI LLY: Ckay. Caroline?
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M5. SM TH DeWAAL: What is the inpact of the

failure to get the consuner safety officers? Wuld that
expand the popul ation fromwhich you could draw? Are there
any -- or would it actually make the job nore difficult
because you are paying people nore to do the job? Wat's
the inmpact of that?

DR. M NA: W thought there is a good opportunity
for us to naybe increase the pay at least to attract nore
peopl e. And obviously, we're going to have higher
qualification and have the scientific background. That is
different than a GS-5 that we higher today. And so that --
we did not have that problem

M5. SM TH DeWAAL: |Is there any opportunity to get
that added to the supplenmental and perhaps the industry
could help you get that particular provision passed?

CHAI RVAN BILLY: Well, we think that the addition
to the m x of people we have, of people classified as
consuner safety officers that are coll ege graduates with a
m ni rum of 30 hours in the rel evant sciences is not only
inmportant in terns of dealing with this recruitnent issue --
it will help there.

But it also is consistent with this transition
that we have underway, the discussion that we had about
doing the in-depth reviews is an exanpl e where placing
consuner safety officers throughout the field, in district
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of fices, in supervisory positions and inspector positions

can bring the capacity to do not just the inspection tasks,
but the analysis and the nonitoring the trends, the process
audits, that kind of thing, and create a better capacity in
the Agency to deal with those things that are part of our
future

It's sort of a two-fer. | think it will help us
in both respects. | know the industry is pinned on us a | ot
for, you know, better training, upgrading the skills of our
enpl oyees. And we think addi ng sone nunber of consuner
safety officers to the mix with what that nmeans is part of
the process that we need to follow through on.

W have an obligation to report to Congress |
think it is by February 15th, this com ng February 15th, a
report that lays out in nore detail to Congress our plans
with regard to consuner safety officers and the role that we
expect themto play.

And in particular what Congress has asked us to do
is to do an analysis that shows themthe | east cost approach
to addi ng consuner safety officers to our mx of enployees
or our workforce. And | think that is a reasonabl e question
for Congress to ask is, you know, "W can see that this wll
have budget inpact. W want to know' -- "see an analysis
that shows us what the | east cost approach is for achieving
what you are after.”
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So we will be doing that report and then having

di scussions with Congress with the hope that we can nove
forward as planned to add sone nunber of consuner safety
officers. And we don't know the right nunber. It mght be
1,000 or 2,000 out of a total of about 7,500, sonething on
that order, perhaps a few nore. Yes. Rosemary?

M5. MUCKLON \When we becane aware of this acute
probl em at the Agency several nonths ago, | think it was in
di scussion with Dr. Mna, we even as an organi zati on and
sonme ot her organi zations have al so now done this, put ads in
our publications to try to get people to cone work for you.

W hope that that has been hel pful. W don't have any
feedback and we certainly don't get a comm ssion for this
activity.

The thing that | would be very interested in
knowing is that I know that when you are hiring for
sl aughter plants, you hire at the GS-5 level | believe it
is. And within a very specific time frane, those enpl oyees
nove to the GS-7 level. [|If you are putting people into
processi ng operations, depending on the conplexity, they are
GS-8s or 9s. And | never renmenber what the veterinarian in
a slaughter plant is. And you have several grades of
veterinarians.

| think it would be informative if you could from
time-to-tine tell us what your vacancy rate for each of
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those classifications is. | think if that were -- | don't

think it is a big secret that you are | ooking for X nunber
of people who are veterinarians, you are |ooking for X
nunber of people who are line inspectors or processing

i nspectors. You may want to group them and not just |ist
them as 5s, 6es, 7s, whatever it mght be.

| have also been told in the discussions that I
have had that in an agency as large as FSIS, with that size
of workforce, you are always going to have vacanci es.
nmean, it is part of the gane. And so having vacancies is
nothing new. It is the size of the vacancy problemthat you
currently have that you are trying to resolve.

It is a serious situation. And | know by runor
only that, you know, there was sonme poor old supervisor. By
the tine he had filled in all the Iine spaces he had to and
done the veterinarian's work and so on, finally he's not
going to conme to work hinself. | nean, you can't work
peopl e at both ends of the clock and expect to have a
wor kforce left.

W want as an industry to do whatever we can. And

the constituency that we have nay be one of your best

constituencies for hiring. And so we will be happy if you
want to send us ads. | have no problem putting themin our
newsl etter. | know there are people out here who have done

| i kewi se and probably feel the sane as | do.
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Let us hear fromyou. W can be a good resource

for people. W are not wild about that revolving door. But
it is inportant and I think we can probably be hel pful. And
| don't know, maybe Gary Weber can help. W've got sone
cowboys out there. They would probably rather put a gallon
and a half on them So, you know, try it.

CHAI RVAN BI LLY: Thank you, Rosemary. |In fact,
you are going to get your wi sh because another report we are
going to start issuing quarterly to Congress is a report on
our vacancy situation.

M5. MUCKLOWN  Good.

CHAI RVAN BILLY: So you will get a lot of details.

M5. RI CHARDSON: When does that start?

CHAI RVAN BI LLY: January. Yes, Donna? This wll
be the | ast one and then we are going to nove on.

M5. RICHARDSON: That will be our first quarter.

CHAI RVAN BILLY: First quarter

M5. RICHARDSON: To follow up on Rosenary's
statenent, having worked with Senator Shoemer on the issue
of what the hospital industry can do about the nursing
shortage, that if, indeed, this is an urgent issue, not just
for the Agency and the industry and the consunmers, of
| ooking at a partnership very simlar to one that was
devel oped with the hospital industry when we had the nursing
short age.
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And that was an upward nobility program where the

hospi tal s encouraged and subsi di zed their enpl oyees, their

| esser skilled enployees, to go to nursing school. And that
i ncreased the nunbers of nurses. Up until the last year,

t he nursing shortage had decreased.

And so | would encourage the industry to | ook at
how it m ght offer subsidized tuition packages for their
| esser skilled workers, encouraging themto go into these
fields. And that way you get people who know the industry
fromthe ground up. And you can assist with ensuring that
you have the skilled people that you have been pressing the
Agency about .

CHAI RVAN BI LLY: Okay. Thank you very much. It
is now al nost 3:30. W have one nore inportant topic. And
so what | would like, with the indul gence of the conmttee,
to ask you to do is | would |like to take about a ten-m nute
break, so even faster than the earlier shorter break. And
feel free to bring back your coffee or whatever and have it
at the table. And then we will carry on. Thank you.

(Whereupon, a brief recess was taken.)

CHAI RVAN BILLY: The next itemis an inportant
area. It is sort of an alert or a heads-up that we want to
provide to the conmmittee and explain it. And for that
pur pose, we have produced a white paper. And here with us
are Phil Derfler and Dan Engl ej ohn to present the essence of
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this paper and informyou about what we are concerned about

and what our thinking is. So, Phil.

MR. DERFLER. Hello, and |I'm happy to be here.
Not really. But what | wanted to do was present a little
bit of an introduction to the white paper that we have
prepared. Even though we started -- we issued a policy on

E. coli 0157 in January, in a lot of ways, this white paper

mar ks the start of a process nore than anything el se.
The white paper, you were just handed it, it
starts with a background di scussion as to how we got to

where we are now with respect to E. coli 0157. And it

starts out by pointing to five factors that contributed
significantly to our current thinking about this pathogen.

It points out first that because E. coli 0157 was

an energi ng pathogen in 1994 when it, you know, sort of
burst on the scene and subsequently, we had only limted
data available with which to work and to fornul ate our
policy.
The second factor that was very significant was
t his pathogen proved very difficult to find. And the | ow
rate that it was discovered raised the question as to
whet her this recovery rate was attributable to the fact that
it was a rare pathogen or whether the nethodol ogy used to
test for it was not sensitive enough to find the pathogen.
As a result of the fact that it was not found very
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much, the Agency has never taken the position that E. col

0157 was a hazard reasonably likely to occur in the ground
beef or neat operation. The third factor that was
significant was the fact that we couldn't find it neant that
we could not repose a |lot of confidence in a negative
finding when we did testing.

And so, for exanple, when we |ooked for it and did
find it, that that finding was nore significant than it
m ght otherwi se be. So, for exanple, in the directive that
we have which you received a copy of it now, once there is a
positive finding, the Agency will then test for the pathogen
in the plant for 15 consecutive days and will not continue
this sort of daily testing until there are 15 consecutive
negati ves.

The second thing is our directive says that plants
-- we will not take a sanple of a plant does its own
testing. However, once a positive is found, that is not the
case for at least six nonths, until there is six nonths of
agai n negati ves.

Anot her factor that derives fromthis, the |ack of
confidence in the negative finding, is the fact that we
started testing at retail locations. W wanted to nake sure
that we take every opportunity we could to try to find the
pat hogen. And testing as we got closer to the consuner
provi ded sone additional confidence although not as nuch as
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we perhaps |ike.

The fourth factor is the fact that nost of the
out breaks that occurred that were attributed -- you know,
related to this pathogen were attributable to ground beef.
A risk assessnment was done. And they were very closely
associ ated. The outbreaks were very closely associated with
ground beef.

And what we found is Anmericans were not used to
t hor oughly cooking their ground beef patties. So that |ed
to the Agency's policy of that if we found it in ground

beef, if we found E. coli 0157 in ground beef, that product

woul d deened to be adulterated, the only pathogen that -- in
raw product that we had nade that -- taken that position.

And finally, the only nethodol ogy that we knew
that was effective in getting rid of the pathogen was
cooking. And so that was the centerpiece of the guidance
that we gave and, for exanple, the guidance material that we
publ i shed in January on how to deal w th 0157.

But now we can see -- or it appears to us that
there are several significant devel opnents that are in the
offing. And this has led us to focus on this matter and
bring it to you today because it is likely as a result of
these things that we can see comng together, it is likely
that we will be back with you in the future about this
matter as these devel opnents unfol d.
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First of all, newinformation is enmerging to

suggest that E. coli 0157 is not as rare as it was once

t hought to be. In Septenber of 1999, FSIS began using new

nmet hodol ogy to test the sanples of E. coli 0157 that we

take. And as a result, we have gotten 21 positives over the
| ast nonth or so. | nean, these are a little bit ol der data
because | think we've actually gotten two or three nore
positives since we wote this.

But the new -- the finding of the pathogen with
t he new net hodol ogy suggested to us that it may well not
have been the rarity of the pathogen, but the sensitivity of
the nethod that was the basis for the findings that we were
maki ng.

Further evidence that E. coli 0157 nay occur nore

frequently is the recent foodborne illness data that was put
out by CDC that was alluded to this afternoon. That showed
that there were a lot nore illnesses related to E. col
0157. They were | ess severe than perhaps had previously
been thought. But there were a lot nore illnesses
associated with this pathogen. Wile not all of themwere
attributable to beef, | nean, it does suggest that the
pat hogen occurs nore frequently than we had thought.

In addition to these data, the American Meat
Institute currently has a study ongoing at slaughter. There
are 12 plants involved in which they are sanpling carcasses
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with the hide on, after hide pulling and then after

interventions -- after their pathogen reduction
interventions. W think that this study will provide us
with significant new i nformati on about the rate of
occurrence of this pathogen.

Finally, another factor that has led us to -- you
know, provided evidence than was previously thought is sone
new research that was announced by ARS, work that was done
at the Clay Center in Nebraska where they went out and
| ooked at feed lots. And they found evidence that it was --
that the pathogen was present in nost feed |lots and may well
be present in alnost 50 percent of the aninmals that were
presented for slaughter.

The second maj or devel opnent that we can foresee
forthcomng is the conpletion of FSIS s risk assessnment on

E. coli 0157 on ground beef and on some trimmngs. W hope

that this study will help us to, you know, better -- nake
better decisions as we nove forward and sort through our
regul atory options.

W expect the study with all peer review and
everything like that to be done in the spring of 2000,
al t hough next nonth it is our understanding that a
presentation on the risk assessnent will be presented at the
Nat i onal Advisory Committee on Mcrobiological Criteria in
Foods, thank you. And so we |look forward to hearing what is
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presented then.

The third major factor -- or third new information
that we have that is likely to have a significant effect on
our policy is information that we have been presented on
bl ade tenderized roast and steaks based on work that has
been done at Kansas State University.

As you wll recall, in January, we announced our

policy that E. coli 0157 was an adulterant not only in

ground beef, but in non-intact meat products. This new data
was started | believe as a result of that policy. And now
there is a whole lot nore information that they have

devel oped. And we need to evaluate that as part of our
policy devel opnent process.

Fourth, we can now see that there may wel |l be
i nterventions other than cooking that will be available to
deal with this problem W have a rule to authorize the use
of irradiation in nmeat products, as well as poultry
products. And we are hopeful of getting that final rule
t hrough the process soon. It deals with questions about
| abel i ng, about the use of the process and its effect on E.
coli 0157. So this is a hopeful devel opnent.

There are several other considerations that are
also likely to conme to bear. As nore and nore plants cone
on line with HACCP, the question becones nore and nore
significant given what appears may be the increased
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preval ence of this -- not increased, but the fact that this

is not arare pathogen. It is squarely the question as to
whet her or not this pathogen is a hazard reasonably |ikely
to occur in plants.

And the other area that we hope there will be
develops is in the production | evel where research is being
done and possible interventions on the farmto try and
reduce the pathogen -- the occurrence of the pathogen.

G ven these devel opnents and the fact that we see
oursel ves | aunching a process, we have devel oped a set of
guestions and areas for consideration that we see ourselves
| ooki ng at as we nove forward. And Dr. Englejohn wll
briefly describe those.

DR. ENGLEJOHN: Thank you. |In the paper, we've
identified six different areas that we think are highly
relevant as to the information that Phil just presented.

The first is that if, in fact, we find E. coli 0157:H7 with

sonme regularity on carcasses and the hides of those
carcasses, a decision about when to determine it is
reasonably likely to occur is one which we feel we need to
grapple with.

The information that we have presented, although
not final information -- it certainly is prelimnary
i nformation about feed |ot cattle. And so we focused the
guestion on if there is a difference between feed |lot cattle
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and other cattle, does that change the deci sion-nmaking tool.

So that is the first area of consideration.
The second woul d be the Agency's testing program
that we have in place. Mst of you who participated in the
public neetings and the process that we have had in place

this past year related to E. coli 0157: H7 know t hat npbst of

the concerns have related to the testing programthat FSIS
has in pl ace.

W have rai sed sone areas here that now we believe
are open for consideration and certainly have identified
themin order to elicit sone questions in your mnds and
concerns that you may have. And those relate to the
proportion of sanples that we take in plants versus at
retail.

The Agency has nodified that over a period of tine
as to what proportion we do retail versus in-plant. But we
also think that this is sonmething that we need to consider
nore in a foruminvol ving public input. The second woul d be
the issue of 15 consecutive sanples after a positive is
found by FSIS.

This is an issue which the Agency initiated in the
directive. It has been under question and we certainly
would like to raise it nowin the advent that we have
0157: H7 being addressed in a HACCP environnment, as well as
if interventions in place, what is the rel evance of having
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t he consecutive sanpling schene as we have it.

Then thirdly would be if, in fact, we find a
positive sanple, we presently have a six-nonth trigger. And
t he i ssue becones one of what is the rel evance of that six-
nonth trigger, should there be one, should it be a shorter
period of time, should it be a |onger period of tinme. And
then that follows into exactly what is happening within the
plants in ternms of the prograns that they have in place, as
wel | .

W al so have a targeted program of how we sel ect
plants. The issue is how we better define that particular
targeting scheme. FSISis also highly interested in the
val ue of sanpling carcasses as opposed to just ground beef
at this tinme.

The third issue goes to the plant's generic E.

coli and the Agency's Sal nonell a pathogen reduction results

in that we have not factored theminto the directive that we
have for a sanpling program as well as all pathogens. W
believe that there is some value in investigating and using
that data as indicators. And so we are opening that up for
consi derati on.

The fourth issue relates to what effect the
plant's own testing or if it has a HACCP program their
verification program as to whether or not targeted testing
in those plants is of particular relevance.
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The fifth issue relates to the non-intact product

issue. The information provided by Kansas State researchers
was a part of a thesis that was developed. It is available
in the FSI'S docunent room for your view ng.

But it deals with the issue of blade tenderized
steaks, the level of contamnation that is translocated from
the surface into the interior, and then the cooking
requi renents that are necessary for naking that product

safe. That paper deals with nore than just E. coli 0157.

It deals with other pathogens including | believe Listeria

and Sal nonel | a.

W al so have to deal with the issue of cross-
contam nati on of product, non-intact product such as a roast
that is blade tenderized and cross-contam nati on of other
products within the facility or within a consumer's hone, as
wel | as tenperature abuse of that product and the potenti al
for growout or |arger nunbers of that organi sm being on
t hat product than woul d be expected, and then handl ed
appropriately by the cooking directions that nay be
cont ai ned on that product.

And then finally, the Agency is interested in the
vol untary prograns that establishnments nmay have with regards
to the producers of products that conmes into their
facilities, as well as other activities that plants nay have
in place to target in terns of a strategy for how they deal
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with 0157: H7.

So we believe that these findings that Phil has
presented as well as the considerations that we have
identified as specific issues that we need to grapple with
open up an area in which we certainly are seeking
information fromthe commttee as well as the public.

MR. DERFLER. | think we are |ooking forward to
publ i shing a Federal Register notice in the next nonth or so
that makes a lot of this information available to the public
and then following that up with another public neeting
either in the mddle of January or early February. So that
is where we stand right now.

CHAI RVAN BILLY: Ckay. So this is, as we
indicated, if you will, a heads-up alerting the commttee.
Qoviously, if you have any thoughts now, they are wel cone.
But we are conmencing with a public process that will enable
us to nmake deci sions about changes in our current policies

and procedures as it relates to E. coli 0157:H7. Any

guestions or coments? Carol?
M5. TUCKER FOREMAN:. Mne is really rather m nor

in the interest of history. E. coli 0157: H7 began energing

at least as early as 1986. And there were deaths fromit in
1986 -- '82?

M5. SM TH DeWAAL: '82 was the first outbreak
linked to a fast food chain.
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MS. TUCKER FOREMAN: | think it would be useful to

have the background reflect that because USDA did not
recognize it at an earlier tine. Because there was policy
in effect at the Departnent that caused the Departnent to
consciously ignore the energing pathogen here. So | don't
want history to be rewitten

CHAI RVAN BILLY: Ckay. Caroline? Collette?

M5. SCHULTZ KASTER: I n your areas for
consi deration under point nunber 1 where you are talking
about making a potential recommendation on feed |ot cattle,
whet her or not the pathogen is nore likely or reasonably
likely to occur on that, | think I would encourage you --
maybe that is one approach.

But equally or nore inportantly, to try to
identify why that mi ght be occurring in those feed | ot
cattle, to encourage that froma research standpoint nore so
than just nmaking a delineation of the popul ati on because we
may not know -- again, there may be harborage in the non-
feed I ot cattle, as well. And we nay be naking distinctions
that we don't want to make.

CHAI RVAN BI LLY: Ckay. Caroline?

M5. SM TH DeWAAL: Phil, when will the data from
the AM -- when and howw |l the data fromthe AM study be
transmtted to the Agency and how will that be nade
avai l able to the public?
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MR. DERFLER: It is our understanding that the

work is conmplete and that they are | ooking at putting the
data together now. It is our expectation that when they are
done with that, they will provide the data to the Agency and
we will make it publicly available.

M5. SM TH DeWAAL: WI | that be avail abl e on your
constituent alert, the availability of that study, or in
sone ot her way where you can --

MR DERFLER: Yes, mm'am

M5. SM TH DeWAAL: Ckay.

MR. DERFLER. And when we get it, we will let you
know.

M5. SM TH DeWAAL: | also am-- | amtroubled with
the i ssues of the non-intact products. They are -- | think

the data that Kansas State brought into that neeting was the
first tine any of us were really aware that 0157: H7 coul d be
transmitted to the interior of the nmeat products. And it
has actual ly changed our advice to consuners with respect to
t hose non-intact neat products.

Luckily, nost of themare going -- well, from what
| have been told by the industry is that nost of those are
going to restaurants and aren't -- they're not being -- this
is tenderizing which mght involve needles or other
mechani cal devices. And a lot of themare going to the big
steak chains and the big restaurants.
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| hope that is true in that the stuff that people

are buying in local supermarkets is fully intact. But it
woul d help us if we knew the Agency was doubl e-checki ng t hat
information. | nean, we need to get the best advice out to
consuners. And if the advice needs to be that they need to
change their cooking practices for roast or steaks, we need
to know that as soon as possible.

UNI DENTI FI ED VO CE: Nobody orders rare at
Qut back?

M5. SM TH DeWAAL: Well, they -- that's yes. That
is a good -- that is a very good point. And it's -- and,
you know, you are hoping that in the restaurant chains, they
are using thernoneters. But, no, it is a big problem and
we've really got to figure out what the right advice to
consuners is.

MR, DERFLER: But | think that it is inportant
that we say that. | nean, they have been in subsequent to
the public neeting with additional data. And they are
suggesting that cooking tenperatures than the 160 woul d be
adequate to kill the pathogen. So, | mean, these are data
that we are | ooking at and we are evaluating. But | don't -
- you know, | think it is inportant that record be current.

M5. SM TH DeWAAL: They have been in to see ne
subsequent to that, as well, | think probably the same week
they canme to see you. So -- and their -- the Kansas State
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reading of the data is very, you know, "This isn't a big

concern. Even 140 would kill what's there.” But, | nean,
we are | ooking at sonmething with a very |low infectious dose.

W have had outbreaks |inked to roast beef.
mean, our data set on outbreak shows at |east one outbreak
| inked to roast beef in the early '90s. So, you know, and |
am just concerned what | should be telling ny concerns about
how t o cook these products. So as soon as the Agency knows
based on that data, | hope you will informus.

CHAI RVAN BI LLY: Yes. Nancy?

V5. DONLEY: |1've got several comments. Just in
response to what Caroline said, we had over 300 people fal
sick inlIllinois this year, this sumer frominfected neat.

And t hese were whol e-cut neat, chunks of neat. And we had
over 300 ill nesses.

This was at a party that was held. It happened to
be held in a cow pasteur. And they had |arge cuts of neat
on spits that were roasted. The illnesses were definitely
traced to the beef. That is sonmething that needs to be
considered in all of this.

| amgoing to conme right out and say it. | am
real ly disappointed with what | see here. | was really
excited to see on the agenda that there was going to be an

E. coli 0157 action plan.

And frankly, | thought this is great. W can
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really go now full speed ahead and do sonethi ng about this,

that we are going to expand our focus on this issue. W are
going to start going backwards and taking a look at it at
the animal |evel or manure level, and that it was really
going to be a take-action plan.

| think this is an inaction plan. The Agency had
put out over this past year a new definition of the term
"adul terated", and they never did anything about it. Under
pressure fromindustry, an industry coalition has conducted
their own research which, I"msorry, | think before anything
can be drawn fromthat, it has to be peer-reviewed. The
protocol has to be | ooked at.

And in the meantine, it has stalled what | think
coul d have been very good consumer protections from going
forward as far as the terns of adulteration. These areas
for consideration are -- many of themare taking -- are
saying, "Shall we un-do sone of the things that we currently
have going for us?"

| don't see anything that is saying, "Let's go the

other direction instead, requiring plants" -- that it's now
going to -- are we calling this a reasonably |likely to occur
hazard and shoul d the Agency be |l ooking -- are we going to

start making it mandatory testing for beef-producing
conpanies to be testing for 0157.
| don't see this as a plan. | see these as
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guestions being raised. And they are questions that | find

very, very troubling and very concerni ng.

CHAI RVAN BILLY: Okay. Are there other conments
or suggestions? GOCkay. To sumup then, again, this is a
heads-up that the Agency is starting a new policy process
that will re-examne its current policies on E. coli.

There is clearly new information to indicate that
the organismis much nore preval ent than our current
policies were based on. And we will refine this draft
paper.

W will be publishing it in the Federal Register
in about a nonth or so and then following that with a public
neeting as a step-wi se process to arrive at a set of
deci sions regardi ng whether this is an organi smreasonably
likely to occur and the inpact that has, other regul atory
actions that we shoul d consider.

And also, | think sone of the other factors that
have been rai sed regarding consuner information and efforts

that should come forth in ternms of the ani mal production end

of this process, as well. So | would |ike to nove -- okay,
Jim and then we will nove on.
MR. DENTON: | have a quick question for you, Tom

The statenent in here that new information is emerging that

suggests that 0157 is not as rare as thought indicates that

this new informati on cones from several sources. Do you
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happen to have those references or --

CHAI RVAN BI LLY:  Yes.

MR DENTON: -- citations that we can revi ew?

CHAI RVAN BI LLY:  Yes.

MR. DENTON: Ckay.

CHAI RVAN BILLY: Wiy don't you get with one of
t hese fol ks when we are finished here and they will provide
it. Ckay. It's nowa little after 4:.00. And on the agenda
from4:00 to 4:30, we were scheduled to | ook at the
remai ni ng i ssues and the plans for the next neeting.

| thought of the products of the conmttees. W
shoul d ook at in particular the regulatory reformrevision.
There is sonme nodified | anguage here. And we kind of |eft
that itema little unfinished. | thought perhaps Dan could
run through the changes that were made and then get a sense
fromthe commttee in ternms of the acceptability of what's
here. So Dan?

MR LaFONTAINE: Yes. Let ne kind of summarize
since it has been a few hours since we tal ked about this.
On the regulatory reform paper, two najor changes. The
| ead-in -- a new | ead-in sentence which says, you can read
it, "The comm ttee supports USDA/FSIS continuing the current
effort of regulatory reformusing the follow ng approach.”
And then the A, B, C, D and E are the sane as the previous
paper .
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And then the add-on as authored by Caroline with

ny help is, "F) Ri sks assessnments should be targeted to
encourage the nost rapid response to public health matters.”

So that was the final add-on. Comments and questions from
the remaining commttee nenbers? Do we have a quorun?

CHAl RVAN BI LLY:  Sure.

MR. LaFONTAINE: Al right. Hearing no objection,
so noved.

CHAI RVAN BILLY: | think this |looks fine. Ckay.

MR. LaFONTAINE: | don't intend to go through any
of the other papers, although we have each received the
nmodi fi cati ons based on earlier discussions.

CHAI RVAN BI LLY: Al right.

MR. LaFONTAI NE: Unl ess anyone feels a burning
need to go back and | ook at one, | would rather nove on.
There were a coupl e of other questions that were raised
whil e we have Phil and Dan here. One was -- and | guess
Rosemary has left. So maybe what we ought to do is just
call Rosemary unless there is a larger interest.

She wanted to know about the status of our work in
the area of retail exenptions. So unless soneone el se on
the conmttee wants to hear a brief response to that, we can
just call Rosemary and | et her know.

DR JAN. | would like to hear a brief response.

CHAI RVAN BI LLY: Wuld you? Ckay.
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MR. DERFLER: | nean, we recently published a

notice in the Federal Register about our reaction to the HBH
case.

DR. JAN. | can't hear you.

MR. DERFLER: |I'msorry. W recently published a
notice in the Federal Register announcing the HBH case and
how it will affect our policies. W are |ooking into
devel opi ng a Federal Register proposal on -- what?

MR. MAMM NGO  The case?

MR. DERFLER. |'msorry, the Honey-baked Ham case.

MR. MAMM NGO  Excuse ne?
MR. DERFLER. The Honey-baked Ham |'m sorry.

You live here -- whatever. W are |ooking at the
possibility of doing a handling regul ati on based on the Meat
| nspection Act and the Poultry Inspection Act about how
product is handled after it |eaves the establishment al ong
the lines of the paper on exenptions that was presented at
the |l ast Advisory Commttee neeting, and then |ooking at the
ot her issues related to exenptions, noving off of -- or
growi ng out of the effect of that, that handling proposal.

CHAI RVAN BILLY: So we've issued a notice in the
interimas a result of the court decision. In addition, we
are | ooking at devel oping a new regul atory proposal al ong
the lines that Phil indicated.

MR, LaFONTAI NE: Let ne --
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CHAI RVAN BI LLY: Okay, Dan?

MR. LaFONTAINE: -- ask one or just a quick
foll owon question. Tell ne again what your strategy is.
You are going to do what next?

MR. DERFLER: Yes, develop a perfornmance standard
for the handling of product outside of the inspected
establ i shment which we think would include transportation,
distribution and retail. And then depending on how that --
you know, as we work through that, |ook at some of the other
issues related to the retail exenption in particular. So
that is the main focus of what we are working on.

MR. LaFONTAINE: | guess | will defer comrent or
j udgenent until | see what you put on the table. But | have
to kind of pick up Rosemary's sword here and carry it for a
nonent. The whole retail exenption issue is a big quagnmre
as you know. And it needs, anmong nany other things, sone
urgent attention. | will leave it at that.

MR DERFLER No, and this is one of the dockets
that -- | nean, you heard before about the fact that as our
resources are shipped and nost of it ships out of my office.

But we are doing the best we can.

CHAI RVAN BILLY: The other item very briefly, is
a request that we just provide an update on the pork sausage
per f or mance st andards.

DR. ENGLEJOHN: This would be the Sal nonell a
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performance standards? 1Is that the question?

MR LaFONTAINE: Correct. Correct, | was the one
t hat asked that.

DR. ENGLEJOHN: The bra sausage.

MR, LaFONTAI NE: Bra sausage, correct.

DR. ENGLEJOHN: Correct. W have devel oped the
rule and it is in the process -- it will be expected to be -
- it's going to be undergoing our legal reviewwithin a
matter of days. | think it is actually ready to go to our
General Counsel for a briefing.

| will need to note that it was designated as a
significant rule. And as | explained yesterday, that does
have sone ramifications for howit gets through the process.

MR LaFONTAINE: Tell ne a little nore. |[|'ve been
hearing it's in the mail, on the way for about two years.
And | amnot trying to be negative about this. Going under
| egal review, etcetera, what does that nean? Wen can we
expect to see it, best case, worst case, cone out of the
shoe as a final rule?

CHAI RVAN BILLY: Even I'minterested in this
answer .

MR, LaFONTAINE: |I'msorry? Say it again?

CHAI RVAN BILLY: | said even | aminterested in
this answer. You know, renenber the Johnny Carson thing
with the --
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(Laughter.)

DR. ENGLEJOHN: | see it in six nonths, the

proposal in six nonths. As a proposed rule. And then there

will be a, what, 60-day conment period, an opportunity to
review the comments. We will have to draft the final rule
and then -- | nean, you know, depending on the |evel of

comments and the anmount of controversy that the proposal
engenders, the better we do it the first tine out, the
qui cker there will be a final ruling.

MR. LaFONTAINE: |'mgoing to calculate ny six
nont hs.

CHAI RVAN BI LLY: Ckay. Caroline?

M5. SMTH DeWAAL: This is very frustrating. | am
about to ask about where the performance standard is for
whol e turkeys. But if what | amhearing is that it is going
to take, what, how many years did you say until we got a
rule? Wiy aren't you doing -- why aren't you doing this al
together? Do you have one for turkeys? Were is it?

DR ENGLEJOHN: It is included in that document.

M5. SM TH DeWAAL: (kay. So you've got one
docunent coming with all of the perfornmance standards that
we don't have in place right now.

DR. ENGLEJOHN:. For Sal nonell a, yes.

M5. SM TH DeWAAL: For Sal nonel | a.

DR ENGLEJOHN:  Yes.
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M5. SM TH DeWAAL: Ckay.

DR. ENGLEJCOHN: You can expect a final rule on
m nor speci es soon, nuch sooner than that, nuch sooner than
si x nmont hs, which would deal with the generic E. coli.

M5. SM TH DeWAAL: So we will have E. col
performance standards and -- |I'mnot bl ow ng your ear up, am
|? Ckay. W wll have E. coli standards in place --

DR. ENGLEJOHN:. For the mi nor species which --

M5. SM TH DeWAAL: Wi ch includes turkeys?

DR, ENGLEJOHN: It includes geese, guineas, ducks,
sheep -- | can't think what el se.

UNI DENTI FI ED VO CE: (Goats.

DR ENGLEJOHN: Coats.

M5. SM TH DeWAAL: kay. And then the Sal nonel |l a

standards will all be in place, a final rule, by when?

DR. ENGLEJOHN:. Well, again, it's a proposal that
you can expect in six nmonths. And | would say another six
nonths after that, you could expect a final, a year from
Now.

CHAI RVAN BILLY: | don't want to --

M5. SM TH DeWAAL: So by next Thanksgi vi ng we
m ght have a performance standard for turkeys?

CHAI RVAN BILLY: | think that's as reasonable a
target as any. Keep in mnd, what they said is the Agency
has finished its work on the proposed rule. So now it
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starts through the review process.

And at each stage, then there is an interaction
that occurs. And it is open-ended. [It's not |like we set
deadlines on the legal review, departnental policy reviews,
the OWD review and so forth. So --

M5. SM TH DeWAAL: Per haps you could give Dan and
| a list of people to call weekly. Just an idea.

CHAI RVAN BILLY: Al right. | amgoing to nove on
unl ess -- go ahead, Lee.

DR. JAN. Regarding the E. coli performance
standards for mnor species, is that going to be a specific
big Mand little msponging or is that going to be an SPC
process |like we have in a major species?

DR. ENGLEJOHN: [I'msorry. | don't recall.

DR. JAN. But | can tell you, at |east now, that
the SPC in the major species does not give the plants nor
the regulators any information that's useful. | want to
know what to do if you exceed big Mor little m There is
no bigM little m

And the instruction we are getting fromthe tech.
center now is that a plant cannot exceed if they don't have
a -- have anything to exceed, they can just take their
sanples and they are done. And so we really need to have
sone kind of guidance. And we need a performance standard
t hat we can use.
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CHAI RVAN BILLY: Well, we can put a note together

and get it out to all of you in terns of an answer to that
guestion. Ckay. Al right. I'mgoing to nove on to the
pl ans for the next neeting.

As indicated here in the agenda, our current plan
is to hold a nmeeting in April. [1've got a list of five
itens that | believe are the ones that are an out-growth of
our discussions the last two days. And | wll run through
those. And then we can get any further input fromthe
conmittee.

First is the nodels project, continuing to provide
the conmttee with an update on that. As we indicated, we
will have a | ot of additional information by that tinme. And
| think it is inportant to continue to get input fromthis
commttee as we nove forward with that project.

There also -- in the intervening tinme, there wll
be a public neeting, as well. So -- but | think it is
important to get further input fromthe conmttee.

A second itemis Canpyl obacter. And we have taken

action to further communicate with the mcro. conmttee.

And they will be neeting and we will have their input.

think it's inportant. And given the timng of the ongoing
basel i ne studies and so forth, I think we will have a | ot of
information to share with the conmttee and have a -- we
coul d have a very nmeani ngful discussion at that tine on
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t hat .

Another itemis Listeria. As | said yesterday, it
is the intention of the Agency to produce another white
paper that will lay the ground work for a public process to
re-exam ne the current course we are on in terns of our plan
that we put out sonme nonths ago which included both short-
term internediate-termand |ong-term actions that we plan
to take.

And this white paper will take into account the
new data and i nformati on and experiences we have had in the
intervening tine. And, again, our plan is to produce such a
white paper and then to use that, publish that, and then
schedul e a public nmeeting for sonetine probably shortly
after the neeting we are going to have on E. coli.

The next item| have is the -- continuing to work
on the non-anenabl e species. W talked that through. Dan
and his teamw |l be continuing to work in that area. W
shoul d have a refined paper at that tine which we can
provi de you in advance and get further input, and then get

-- also get input in ternms of the additional actions that
we should be taking to advance that effort.

And then the final itemI| have is in the area of
NRs and related material. And there it is our intent to
produce a detailed report with extensive discussion about a
data set. | amthinking 1998, but we can deci de what that
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But it will be a significant set of data. Break
that down, do some anal ysis of what the nunbers nean and
provi de as cl ear an understanding as we can for all of you
in ternms of those data and the significance related to
enforcenment actions, recalls, retained product and those
ki nds of things.

So those are the five itens that | believe came
out of the discussions we have had the | ast three days. But
| would Iike to open it up for any other ideas you have had
or anything | have m ssed. Dan?

MR. LaFONTAINE: On that |ast subject, the NRs
which is a conplex issue, what | think would be useful for
all of us, nyself included even though | aminvolved in
that, is maybe go through a scenario of a plant with
significant problens and how you met hodically took
regul atory action, |eading up maybe to suspensi on and
abeyance.

And then al so take a second exanpl e where maybe
the nunbers are big, but it is not as significant as the
first case, to show your deci sion-nmaking process.

CHAI RVAN BILLY: That's a good idea.

MR. LaFONTAINE: Real -- with data that is, you
know, not public who the plant is. It could even be a nake-
believe plant. But it will be better if it would be sone
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real scenari os.

CHAI RVAN BILLY: A real situation, yes.

MR, LaFONTAINE: | think that's really what
everybody is looking is a gut check on how you are making
your decisions and go fromthere.

CHAI RVAN BILLY: Okay. That's a great idea. Any
other itenms? Yes, Collette?

M5. SCHULTZ KASTER: Can | just encourage that we
| ook at the nobst current data possible or include that -- if
"98 is inportant, then let's ook at '99, too. But | feel
kind of funny |ooking at a block of '98. | guess | don't
understand why that is the nagic tinme period.

CHAI RVAN BILLY: Well, you know, | understand
and --

M5. SCHULTZ KASTER: But by the tinme we neet
agai n, we should have a nice block from 1999 that can be
added to it.

CHAI RVAN BI LLY: That m ght be possible. And in
fact, you know, it is a transition period. So even in '98,
you've got the transition for the large plants; '99, the
transition for the small plants. So you are going to get
sone aberration based on what the process is.

But if we explain that as part of the report and
particularly in sone of the trend data and can show over al
trends and what the experience was with the small plants and
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al so maybe break it out for the large plants or sonething

where they are well into this with the '99 data, maybe that
makes nore sense. So -- but we will ook at that and try to
make it as neani ngful as possible.

M5. SCHULTZ KASTER: One other thing real quick.

CHAl RVAN BI LLY:  Sure.

M5. SCHULTZ KASTER: |If you could al so touch again
on the inspector shortage and if you do have the vacancy
report, if we could take a | ook at the vacancy report and
get an update fromthat group on the success that you are
having with the things that you are trying to do.

CHAI RVAN BI LLY: Ckay.

M5. SCHULTZ KASTER  Thanks.

CHAI RVAN BILLY: So let's add that item and we can
provi de the reports and then have appropriate di scussion.
Car ol i ne?

M5. SM TH DeWAAL: In Nancy's absence, | guess
have to ask for the report on the E. coli action plan or
i naction plan, depending on how you want to ook at it. But
can we get an update on what and where the Agency is going
with that?

Because | think part of the frustration is that we
went through a public neeting six nonths ago on this exact
issue. And we are concerned about where -- why we haven't
seen final directives out on E. coli in other than community
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products and things like that. So if we could get another

update on E. coli.

CHAI RVAN BILLY: Okay. Oher -- yes?

MR. ABADI R What about this presentation on this
where the focus on the others?

CHAI RVAN BILLY: Okay. W can include that if you
want. That's fine.

MR. LaFONTAI NE: Wat was the topic?

CHAI RVAN BILLY: The in-depth audits. You know,
the systemthat we are putting in place and the gui dance.
Maybe we can nake a judgenent about that because if -- you
know, depending on where we are at, we could provide
information for you in advance and then nake a judgenent
about if we are at a stage where further discussion at the
neeting is appropriate or not. W are opento it. So, yes,
okay. Anyone el se? Ckay.

Al right. W have four people that have asked
for opportunity to provide comment fromthe public. The
first is Del Hensel. Del, if you would cone forward and --
yes, please.

(Away from m crophone.)

MR HENSEL: Yes, | am Del Hensel from Denver. |
amthe President of the National Bison Association. That's
a group of 2,400 producers. Most of our producers are snal
farmers trying to make a living on a farm
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My prior tine | was here, | spoke to the issues.

So | won't repeat what we said. | do this on nmy own
voluntary tinme. And | don't have a |l ot of noney. So | cone
here on a voluntary basis because we are so set on giving
our product out and not having a problemw th what we've
pr oduced.

| would just like to clarify a couple of questions
that were brought up today. One was that in regard to how

much product would there be on the narket that is not being

i nspected. And that would vary fromarea to area. | cone
from Col orado. In Colorado, you can eat unanenabl e speci es.
You can kill them

And | know of occasions that there are several
restaurants that buy neat that comes fromthat food source
such as that. Oher states allow that, also, and sone
don't. So it varies.

| woul d guess that probably |ess than five percent
of the product is not inspected. And inspection is directly
attributable to the cost. And in sone cases, a plant would
-- because -- | know we have rules in the USDA t hat probably
shoul dn't be done.

But in sone plants, an aninmal could cost $100. 00
and that's just for one aninmal to be inspected because of
the fees. And that's an hourly fee and it depends on how
much the inspector decides to charge agai nst that ani nal
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So that discourages inspection because that runs

up the cost that people don't want to pay if they don't have
to. And if they can just followit into soneplace and sel
it, then that's easier to do.

Anot her question that Nancy brought up, | w sh she
was here right nowto hear the answer to this. But she was
concerned about the fact that the marketability of the
product. | want to bring an exanple of how this works.

For exanple, South Dakota. In South Dakota, a | ot
of bison is produced. |If you |ook on your chart there for
states, they are one of the top states in production. But
they are one of the |lowest states in consunption.

So there are a lot of small operators, not only
farmers, with small processing plants that depend on the
bi son industry to inspect the product, the state to inspect
t he product and send the product to either the east coast or
t he west coast.

So let's say we went with the mandatory
i nspection, we have all these people that now are abiding by
the rules and doing state inspection which they feel is
adequate, which it probably is. But the mnute you put the
mandatory federal inspection, they can no | onger ship that
product to the east coast or the west coast.

So not only are you putting the bison producer out
of business, you are putting a lot of small plants out of
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busi ness that depend on that and the econonmies in snal

cities.

Now, if that were to happen, if we were going to
try to get legislation which just has to go through the
Senate bill, the mnute we try to get this done, we would
have hal f of our menbership up in arnms and saying, "W are
going to fight this to the hilt", and then the |egislation
woul d not go through. So we would be defeating the purpose
here.

So the econom cs and the safety go together no
matter how you look at it. They work together. You can't
have one wi thout the other because | -- we could not cone up
here and push for this inspection if | knew that | was
putting ny nei ghbor out of business. So that is the two
things | wanted to bring up. So are there any questions |
can answer ?

CHAI RVAN BI LLY: There's one. Lee?

DR. JAN. Thank you. Let nme just nmake a comment.

| would just urge you and your association to work with FDA
or at least to get their input on the nitrite issue. | know
that is an issue that cones a |lot of the tine. | saw that
in your letter, that you tal ked about the nitrite issue.
And | think you need to be clear, have a clear understandi ng
that it is the FDA issue on the nitrites.

And | amjust concerned that the industry may be
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under the assunption that by going to nandatory inspection

under USDA, that nitrite issue is going to go away. | am
one that don't believe it will. | hope it does, but | don't
believe it wll.

And | just urge you before you put all your noney
and all your effort behind this that you know cl early what
that issue may do to the industry. And that is just a word
of caution.

MR HENSEL: Yes, sir. And | understand that
issue very well. And | have heard opi nions both ways that,
yes, it will go and other ones that it won't. There is a
very inportant study that should have been conpl eted that
FDA has sponsored on nitrites.

And you know the drafts that generally regard it
as safe. And this may be passed on to other -- if this
study cones out that -- it's a very inportant study. |Is
anybody here famliar with that study that was just to be
conpl eted this sumrer?

CHAI RVAN BILLY: |1've read a summary of it, yes.

MR. HENSEL: And did it cone out -- and you naybe
know how it came out.

CHAI RVAN BILLY: Well, it inplied -- the results
inply that nitrite itself may be | ess harnful to people than
what sonme had originally thought. | guess that is a brief
sumary of it.
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MR. HENSEL: That's kind of what | understood.

And | thought if that was the case, then perhaps we could
get the -- because it -- it's absolutely nore dangerous to
have meat untreated.

A good friend of mne alnost died frombuffalo
jerky that was untreated in South Dakota. And by the tine
they got himto the hospital, they couldn't believe how sick
and how painful this was. But it is so inportant to get

nitrites in pure nmuscle jerky. And so is there anything

el se that --

CHAI RVAN BI LLY: Caroline?

M5. SMTH DeWAAL: | just -- the effort to get the
interstate shipnment bill through Congress would be greatly

benefitted by the bison industry and the enu people and the
pi geon people. So all the effort -- | appreciate all the
effort you guys are making to cone here and talk to us. But
we are going -- once that bill gets introduced, that would
hel p sol ve part of this problem

And once that bill gets introduced, | hope you
will make the sanme effort to cone to Washington and go to
the H Il and tell themwhy we need that bill passed, as
wel | .

MR. HENSEL: Yes, we plan to do that. Thank you.

M5. SM TH DeWAAL: Thank you.

CHAI RVAN BI LLY: Thanks a lot. The next person is
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Felicia Nester. Then we will nove on. Bernie Shire.

(Audi 0 m ssing due to technical nalfunction.)

MR SH RE: | don't know what happened to these,
but apparently they are still around. And at that tinme, the
Agency used those studies to base a ot of what it was doing
on inspection. W think that maybe either the studies need
to be dug out or naybe the Agency needs to do anot her study
to come up with this kind of information.

The problemtoday is with the changing food
distribution, with retail changing, with the processing
changing. There are a |ot of people that want to get out of
i nspection. And we don't support that.

W think and nost of our menbers think that people
shoul d be under inspection. And maybe this is sonething
that the Agency can |l ook at doing to refine their efforts in
i nspection and to bring that together so they will have a
nore -- a uniform approach in what they do.

CHAI RVAN BI LLY: Thank you. Any questions or
comment s?

M5. SM TH DeWAAL: Bernie, are you supporting the
effort to get a single food safety agency and a ri sk-based
i nspection systen?

MR SH RE: And a what?

M5. SM TH DeWAAL: A risk-based inspection system
so there is a level playing field for all products with the
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sane ri sks.

MR SHRE: Wll, we haven't decided about the
Agency. But we do support it.

CHAI RVAN BILLY: The final request is Marty
Hol nes.

MR HOLMES: | am Marty Hol nes, North American
Meat Processors. And | have got just a few quick things.
One is just -- and to clarify a few things on the Kansas
State study that was referred to earlier by Dr. Engl ej ohn
And it was kind of discussed a little bit.

What that data showed was that even cooked at rare
tenperatures of 130 degrees and putting in a sterile ice
wat er bath, that there was no difference between the risk
associated with intact and non-intact steaks. So just --
and that was inoculated to five logs on the surface. It was
actual ly mechani cally generat ed.

In answer to Nancy and Caroline, they both brought
up two situations of outbreaks with intact -- non-intact
product. They were outbreaks that occurred on 0157: H7. At
| east my understandi ng, Nancy, on the cow pasteur, the neat
that was consumed in that cow pasteur, that was not
i nspected neat. That was actually customkilled on the
farm So | think that is sonething worth considering at
| east .

And then, Caroline, ny understanding on the cooked
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roast beef standard, that the only report that the CDC has

intheir data is that that was actually a cross-

contam nation issue, not because it was mechanically
tenderized or injected in any way. So you nmay want to check
that out. That's just my understandi ng on both those
situati ons.

The last thing | want to bring up is sonething
that Dr. Jan -- or Lee Jan brought up that Mark M na earlier
had tal ked about, having any problemwith the state trying
to find nore inspectors for the federal governnent. That's
find. If you want to spend your comm ssions, that's fine.

My concern is that if the state -- if a state was
encouraged to take over nore federal plants, then they
basically are forced into a TA situation w thout their
consideration. You know, | know that that was kind of said
in jest and tongue-in-cheek.

But at the sane tinme, it would be a serious matter
if a federal plant all of a sudden because of an inspector
shortage on a federal |evel was basically turned into a TA
pl ant overnight wi thout any of their considerations brought
to the forefront. Thank you.

CHAI RVAN BI LLY: Thanks. Any questions or
comments? Anyone? No? | see that Felicia has just
returned. So, Felicia, you have the floor.

M5. NESTER  That was a place-holder. And believe
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it or not, 1've got nothing to say.

CHAI RVAN BI LLY: Okay. Thank you. Al right.
woul d i ke to thank the conmttee for your fine work and
your diligence and really hard work including | ast night,
and thank the public as well for your participation in this
i nportant neeting. Thank you all very nuch. Have a safe
trip hone.

(Whereupon, at 4:43 p.m, the hearing in the
above-entitled matter was adjourned.)
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