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PROCEEDIL NGS
(9:08 a.m)

M5. GLAVIN:. Thank you all for com ng and getting
to your seats so quickly. M nane is Margaret davin and
|"'mgoing to the noderator today. | appreciate the fact
that you all are here and ready to participate.

W wanted to have this public neeting in order to
provi de an opportunity for |ater comrunication and
under st andi ng and particularly to gather conmments on the
proposed regul ati on that we have out for conment on
performance standards for the production of processed neat
and poultry products.

Yest erday nmany of you were able to be here for the
techni cal neeting and that was very interesting and | think
wWill help to informsone of the discussion today. This
meeting is consistent with an approach we've taken over the
| ast several years and also with Secretary Veneman's pl edge
to ensure that our food safety policymaki ng process
continues to be transparent and that the public continues to
have the opportunity to provide input and to be fully
i nvol ved.

As you know, the proposed rule for ready-to-eat
neat and poul try products was published on February 27th and
that was after the new Adm nistration had an opportunity to

review that rule and nmake a decision that it should be put
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out for public comment.

The proposed rule is intended to ensure that al
categories of ready-to-eat neat and poultry products are
covered by a safety performance standard and al so to give
establishnments the incentive and flexibility to adopt
i nnovati ve sci ence-based food safety processing procedures
and controls and provi de objective neasurabl e standards that
FSI'S can verify.

These standards are part of our effort to reform
our regul atory systemfor neat and poultry safety. Science-
based processors wth proven effectiveness devel oped by
establishments and subject to Agency oversight will inprove
food safety and nmake better use of governnent resources.

Many of you were here yesterday and will today
speak on the inportance of using sound science to establish
our food safety priorities and to guide our program and
policy decisions. |1'd like to reiterate our belief that
sound sci ence nust underpin all of our food safety efforts.

Pat hogen reducti on performance standards play a
key role in our science-based food safety efforts. Pathogen
reducti on perfornmance standards have proven to be effective
in reducing the preval ence of pathogens on neat and poultry
products and ultimtely food-borne ill ness.

Qur nost recent data for the sal nonella

performance standards show significant reductions in the
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preval ence of this pathogen across all neat and poultry
product categories. The Centers for D sease Control and
Prevention are reporting continued reductions in foodborne
illness associated with nmeat and poultry products.

W nust continue to build on these successes and
the proposed rule on the performance standards for processed
nmeat and poultry products is a step in that direction.

At the tine we devel oped the proposed rule we used
the best data available to us. However, we recogni ze that
additional data is needed and we're hoping to gather
information that we can use to review and i nprove upon our
approach to inproving the safety of processed neat and
poul try products.

l'"d like to briefly nention the data needs we've
identified in the Federal Register -- . Specifically we're
seeking information on appropriate environnmental testing
specifically through contact surface testing which we
believe is effective in reducing the risk of post lethality
contam nation by Lmand data on the potential growh of Lm
in the product after the product | eaves the Federally
i nspect ed establishnent.

Before | review the agenda I'd |i ke to enphasize
that this public neeting -- and | said this a little bit
yesterday for those of you who were here. This public

neeting is to receive conments.
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6
We have set it up that individuals fromthe staff

w Il make presentations on particular aspects of the
proposed rule and then we will ask -- you will have a brief
opportunity for any clarifying questions to clarify what the
presenter has put forth and then we will ask for comments.
And if any of you have signed up to nake coments and we'l|l
go through that list -- through that assignnent list and if
there are any additional comments either from people who
didn't sign up or because additional coments are raised by
the earlier speakers we'll go through those.

So this is an opportunity for you to give us your
comments but it's nore particularly an opportunity for us to
hear your feedback and to gather additional data and
information related to the proposal. W are stil
coll ecting data and other comrents through the witten
coment process and we weigh all of the information before
deci di ng how to proceed.

I'"d also like to note that we've extended the
coment period for the proposed rule. The new conment
closure date is June 28th and that was to ensure that
everyone has anple tinme to prepare comments based on the
di scussions at this public neeting. The original comrent
date came very soon after this neeting and you felt it
woul dn't provide an opportunity for things that are raised

in that neeting can be reflected in your coments. So we've
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extended it to June 28th.

We found that we really wanted to get this neeting
schedul ed. Every date we had, soneone el se had sonething on
the books. So it took us a little longer than we had
originally anticipated.

So now let me briefly review the agenda for --
actually for the two days. First of all, Dr. Daniel
Engel john who is the Director of our Regul ati ons and
Directives Devel opnent staff will introduce the norning
session on lethality and stabilization performance standards
and that ought to wake everybody up.

Fol |l owi ng the norning session we'll break for
| unch at about 12:30 and return about 1:30 to introduce the
subj ect of requirenents for the control of Listeria
nonocyt ogenes. We anticipate ending by no later than 5:00
this afternoon.

Tomorrow we will start again at 9:00 with a
session on revisions to the regul ati on governing the
elimnation of Trichina from pork products and governi ng
comercially stored canned products.

Paul Uhler and Dr. Mm Sharar and the Ofice of
Pol i cy Program Devel opnment and Evaluation will lead this
session. W' Il break again for lunch at about 12:30 and
will beginin the afternoon with a session led by Dr. Felix

Spinelli, an Econom st with our Regul ation and Directives
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8
Devel opnment staff, on the econom c inpact of the proposed

regul ations and cost benefit data needs. Again we will plan
to wap up by about 5:00.

On both days we will have breaks and | get to run
t he breaks, so depending on how good you're being we'll have
nore or fewer breaks. So are there any questions or
concerns about the agenda before we get started?

(No response.)

Ckay. Wen peopl e have either questions or
coments it's real inportant that you cone up to one of the
m cr ophones and that you state your nanme so that the
reporter can both hear what you're saying and know who is
saying it.

For those people who are making coments | would
particularly urge you to conme up and sit at the table.

There are a ot of places with m crophones. | think that
will make it easier. |If it's just a question, you're nore
than welcone to sit at the table but you could al so just
come up and use the m crophone briefly and then go back if
that's nore appropriate for you. So with that, since you
all have the agenda and understand the agenda |I'm going to
ask Dr. Engeljohn to proceed.

DR. ENGELJOHN: Thank you. Can everybody hear ne?

| have two m crophones on. Ch, now you can hear, okay,

great. Thank you very nmuch. |'mglad to have the
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opportunity to wal k you through the lethality and
stabilization performance standards of neat poultry
pr oducts.

As Maggie nentioned, I'd like to rem nd you that
thisis a-- this session this norning is associated with a
public docket that we have on record in the docket roomwth
FSIS. That roomis available to you, the public, Monday
through Friday 8:30 to 4:30. |If there are copies of
docunents that you need we do have a process you can go
t hrough that we can nake that available to you through our
Freedom of Information activities.

I"d al so point out that all the presentations nade
at these neetings, and ny coments included, are intended to
be posted on the FSI'S webpage as quickly as we can get them
there. So for copies of what | say this norning as well as
ot her presenters that have prepared remarks, our intention
is to make them avail able as quickly as we can. That shoul d
be within a matter of days.

This is Docket No. 97-013P, the perfornance
standards for the production of processed neat and poultry
products. It is a proposed rule. 1|'ve given the Federal
Regi ster citation and as was stated earlier, the conment
peri od was extended through June 28th.

|'ve had several questions already this norning

about how commrents can be submtted for the official record
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10
and within the docunent itself, if you have access to it, it

explains that. Oherw se, please see ne or soneone el se
fromFSIS and we'll be glad to try to help you get the
informati on you need to submt your comrents.

Wth regard to lethality, I"mgoing to wal k you
t hrough the specific conponents of the proposed regul ation
that I think -- and you just need to be rem nded of and
maybe will trigger sonme thought or sonme conment that you
want clarification on.

W' re proposing to add a new section to nine coded
Federal Regul ations, this would be Section 430. For those
of you famliar with how they're doi ng our regul ati ons now,
all regulations that are conbined requirenents for neat and
for poultry are now in our new Section 400.

Because these lethality perfornmance standards are
crosscutting between neat and poultry, we're adding themto
this new section. So what that neans is that the old
Section 9 CFR 318-17 for roast beef, as an exanple, or 9 CFR
318-23 for cooked neat patties or 9 CFR 381-150 for cooked
poultry, will no |onger be contained in those sections of
the regulations but will be renpved fromthere and put into
t he new Section 430, and that would be once we issue a final
regul ati on.

We began the new section with a definition section

to provide sone clarity as to what we nean by fernented
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11
product, ready-to-eat product and worst case product. The

fermented products are nade ready-to-eat by bacteria enzynes
acting to lower pH and m crobial inhibition.

Al so contained within the definition section are
ot her definitions that will be discussed tonorrow that are
applicable to canned thermally processed product. There,
for an exanple, we have an acidified product which is
different than fernented products. So for purposes of the
| ethality performance standards, fernented product is
defined very specifically.

For ready-to-eat product we are putting in a new
definition wthin the regulations that make it specific to
ready-to-eat neat and poultry which nmeans that this product
is safe to consune wi thout further cooking or application of
sone other lethality treatnent to destroy pathogens.

In worst case products for purposes of devel oping
the lethality performance standard are very specifically
defined within the new Section 430.2(a)(1) for neat and
poultry. For beef, this would be a fernented beef product,
430.2(b)(1) and that would relate to the e-coli standard.

| would also like to point out for those of you
who need a little nore background, within the preanble
section of the proposed rule, and this woul d be on pages
12592 through 12601, where there's specific discussion about

how we derived the definition for a worse case to establish
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12
lethality.

| would just point out that for worse case raw
poultry that would contain 6.7 logs of salnonella in any 143
gram sanple. This was based on our national baseline study.

For worse case for raw neat products the |evel for
sal nonell a was determned to be 6.2 in any 143 gram sanpl e.

W then, as | will explain later, went on to derive a

| ethality performance standard for the finished ready-to-eat
product that takes this raw nunber and converts it for
ready-t o-eat product.

In the new Section 8 CFR 430.2(a) we're proposing
for lethality that you either achieve a probability of
survival, neaning that there would be no greater than a
specified salnonella -- level of salnonella organisns in any
100 gram of finished product. That's assunming that the end
product in the nmeat product is worse case. Again, | just
gave you the nunbers for the raw nunbers. W added a safety
margin to that raw nunber to derive the finished lethality
per formance standard.

For those of you who aren't famliar with the
| ethality performance standards, in this case we are
identifying that for the neat products this would be a
survival of greater than zero organisnms in any given product
of 39.4 percent, greater than one organismof 9.06 percent,

greater than two of 1.45 and so on. But we have nade
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13
avai l abl e the probabilities that we believe are necessary

for establishing the safety of the ready-to-eat product if
the processor chose not to use the | og reduction mandatory
requi renent.

So you're given an either/or situation. So you
can either determne a probability of survival based on the
wor st case in your product or you can base it on the worst
case that FSIS has given you that we nade our assunptions
for this proposed rule. O you can do a | og reduction.

In this case it's given that for neat products that woul d be
a 6.5 log reduction for salnonella and for poultry products
that would be a 7.0 | og reduction for sal nonell a.

In addition, the lethality performnce standards
specifies that there can be no detectible viable sal nonella
organi sns in the ready-to-eat product, otherwise it would be
determned to be adulterated. So although we're giving you
a probability of survival or we're giving you a lethality
| og reduction, you still have to achieve no viable
detectible salnonella in the finished ready-to-eat product
in order to determne that that product is not adulterated.

Sal nonel l a was determ ned to be our target
organismin this case because of their relatively high
nunbers and we believe that there is sufficient data to
establish lethality for it, and that it can be used as an

i ndi cator that other organisns, |ikew se, will be reduced if
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14
you reduce the |levels of sal nonella.

For Section 9 CFR 430.2(b) we note specific
requi renents for ready-to-eat beef products that are
fermented. This would be any product containing beef that
is fermented. It can be a poultry product with a m ni mal
anount of beef in it that if that's product's fernented then
in addition you have to neet the additional performance
standard for lethality.

For E.coli 0157:H7, it can be no greater than a
gi ven nunber of organisns in 100 grans of finished product
or a log reduction of five. This is consistent wth the
current policy that the Agency has had since 1994 on
fermented beef products with regard to a five | og reduction
for e-coli.

But for the ready-to-eat products today if you
have -- we're proposing that if you have fernented -- a
fermented process wth beef that now you woul d have a
regul atory requirenent to neet, an additional E. coli 0157
requi renent as opposed to just the sal nonella requirenent.
W also are giving -- to the proposed rule. The |evel of
surviving organisns for that probability statenment and for
0157 greater than zero organisns there's 22.2 percent and
greater than one organi smwuld be 2.67 percent.

In addition, any detectable viable E.coli 0157 in

the finished product would adulterate that product, so you
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15
woul d al so have to ensure that it is taken care of at that

| evel .

For proposed Section 9 CFR 430.2(c) we go on to
state that in addition to the target organisns that we've
identified, that nmeans sal nonella and E. coli 0157, reduction
of ot her pathogens and endotoxins or toxic netabolites al so
have to be dealt wth and validated to prevent product
adul teration.

In new Section 9 CFR 430.2(d) we're proposing that
the lethality performance standard needs to be nmintained
t hroughout the product shelf life and that it should be
val i dated under the conditions to which the feed is stored,
di stributed and hel d.

I'"d like to give you a little nore background
about the determ nation of worse case levels. 1In the
absence of a specific risk assessnent to hel p derive how we
establish the lethality performance standards we have
constructed a worse case approach, which is what we used in
the raw beef and poultry rules that went into effect in
March of 1999.

In general, the Agency did baseline nationw de
studies for the various species and cl asses of products. W
used the hi ghest nost probable nunber results fromthose
surveys. | point out that those survey sanples were frozen

and the sanples were also the conpanion to those that were
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16
used to test for salnonella as a qualitative test for the

performance standard determ nation

We al so nade conservative assunptions in
determ ning our worse case levels. Sone of those
assunptions are, again we adjusted the nost probable nunbers
for recovery. W used the upper 97.5 percent confidence --
for statistical majors and we assuned that the | evels of the
organi sms were uniformy distributed throughout the 143
granms of raw product. W also assuned a 70 percent yield
going fromthe raw product to the finished product.

This is an exanple of the data that were collected
in the nationw de baseline. This happens to be for the
| evel s of organisns in ground poultry. As an exanple, for
poultry products the nost probably nunber, the highest
nunber, was 2,300 per gram this is actually for ground
poultry products. For red neat it was actually 720, the
nost probabl e nunber per gram

FSIS pulled the sanple results for this species.
So for the ground beef and the beef carcass data fromthe
nati onw de survey, we pulled the data fromthose two sets in
order to determ ne a worse case | evel and the sane hol ds
true for poultry.

| nmentioned that we added a safety margin onto the
wor se case | evel that we had derived fromthe raw products,

the .3 log for each of those levels resulting in the
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17
performance for poultry at 7 and for red neat at 6.5.

Again, the probability -- if you were to use that approach
the probably of any viable surviving cells that is greater
than zero is 39.4.

For 0157 we went through the sanme process, also
adding a safety margin. |Instead of a safety margin of .3 as
we added for the sal nonella performance standards, we added
a safety margin of .6 for E.coli 0157:H7 in fernented beef
pr oduct s.

"1l nove on to stabilization. Stabilization as
we define it for ready-to-eat nmeat and poultry products is
actually the sane as cooling. W chose to use the term
"stabilization." It's the sanme termwe used in 1999. W're
certainly open to coments on that particular term but as
we refer to it, stabilization nmeans cooling and it generally
inplies cooling fromthe thermal process, fromthe cooking.

In our new Section 9 CFR 440.3(a) we're proposing
that the processing nethods such for ready-to-eat neat and
poultry products that prevent the nultiplication of toxigen
m croorgani snms, the organisns that we've identified include
C. botulinmon and C. perfringens. W allow no nultiplication
for C. botulinon. W did have specific questions in the
Preanbl e asking for information about how nuch
mul tiplication could occur before toxin formation woul d

occur. And we're certainly open to assess the way we' ve
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witten this performance standard, if we can have nore

informed i nformati on about the devel opnment of toxin which is
actually what we're trying to prevent fromoccurring in
ready-to-eat products. For perfringens, we have kept the
sane performance standard that we issued for cooked roast
beef and for cooked poultry, which is that there can be no
nore than one log gromh of C. perfringens.

In new Section 9 CFR 430.3(b) we're proposing that
the processing of all heat treated not ready-to-eat neat and
poultry products al so nust neet these performance standards
for toxin and for C. botulinmon. So we know we have
partially heat treated products out there. There seens to
be our indication the cooked neat patty regul ation which
specifically has partially cooked neat patties as a
conponent and we have sone specific revisions for partially
cooked poultry with any additional perfornmance standard
first stabilization for the partially heat treated products.

New Section 9 CFR 340.3(c) then goes on to say
that processing of products are applicable to this Section A
and B. They nust be validated to nmaintain the stabilization
performance standards throughout the product shelf life
under the conditions in which the product is stored,
distributed and held. This is an exanple of the baseline
data that we pulled together to establish the perfornmance

standard for stabilization. This represents the |evels of
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perfringens in whole red neat products.

For determ nation of the worse case levels for C
perfringens, again we used the baseline data. W had no
val ues greater than -- a fifth per gram The worse case is
it seenmed to be -- C. perfringens per gram That could
becone heat shocked, germnate and after a live period,
multiply as vegetative cells.

"1l point out that in ground beef out of 1,687
sanples only one sanple result was greater than 10 to the
fourth. In chicken, the level was at 11,000 per gram W
al so have the data for raw neat carcasses, but we did, in
fact, pull these sanples.

Then finally, | want to point out that we have
made avail able on our website draft conpliance gui dance for
ready-to-eat neat and poultry products. W'IlI|l be happy to
answer questions on that today if you' ve had an opportunity
to review them W announce themthrough the constituent
update on Friday. They're available at our website. | have
made two copies avail able out on the display table.
didn't bring enough copies for everyone, it's 59 pages |ong.

| would encourage you to take a ook at them If we can
answer questions on them that's what we want to be able to
do as well as to provide you with sone clarity as to your
concerns.

The gui delines thensel ves include new i nformation
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related to the specific processes of cooked, fernented,

salt-cured and dried neat and poultry products. W also add
for the first time, time and tenperature conbinations for
cooked poultry. For those of you who are famliar wth the
cooked poultry current regul ati on 381-150, we've provided
only the 160 degrees as being sufficient for safety. W've
now provi ded, based on data soon to be published, in a peer
review journal article, time tenperatures for common neat
and poultry products, that neans fromone percent fat up to
12 percent fat. We would wel cone your comment on those tine
tenperature performance standards that are included there,
as well.

That concludes ny prepared remarks and |'l| be
glad to answer any questions or give clarity at this tine.

M5. GLAVIN. Are there questions for Dan on what
he's presented, or in the areas where you'd like a little
further explanation before we nove on?

A PARTI Cl PANT: - -

M5. GLAVIN. Can you cone up to the m ke, please?

JOHN DRCQzZD: Doctor, you said that this
i ncorporated 381.150 -- the regulation stated that the
cooking of poultry was at 160 but there is another part of
it, 381.150, that allowed the cooking of poultry to 155 with
the addition of nitrites. Nowis that also going to be

included into this or had that changed?
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DR. ENGELJOHN: | would say, yes, that it is

included in this proposed rule. Just so you know, we have
renmoved the specific requirenent that 381. 150 currently has
with regard to the 160 and 155. W now have it as a
performance standard and have the 155 for cured poultry
products or 160 for ready-to-eat poultry products in our
conpliance guidance. So that is sonething that you can
continue to do. This proposal would not change those
provi si ons.

M5. GLAVIN. Could | just ask you to give your
nanme for the reporter?

JOHN DRCQzZD: John Drozd.

M5. GLAVIN.  Thank you.

JENNY SCOTIT: Jenny Scott from National Food
Processors Association. Dan, would you el aborate a little
bit. You said that manufacturers could neet the
probabilities of the perfornmance standards by | ooking at
their own worst case product and devel oping a -- what type
of information would satisfy you in terns of establishing
worse case that is different fromthe worse case in the
basel i ne?

DR. ENGELJOHN: Ckay. As is provided in the
current cooked poultry regul ations as an exanple, this
proposal does not change the intent, which was we wanted to

provide flexibility to industry so you didn't have to neet a
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flat lethality requirenent. That you should be able to use

innovative lethality or control the nunber of organisns on
your source materials such that the profile of those

organi sns, the levels and types of organisnms may, in fact,
be | ower than those that FSIS has assuned for the baseline.

If that's the case, then you should be able to in
your procedures of how you woul d docunent your control over
the |l evel of incom ng perfringens, how you' ve established
the mcrobial level in profiles of that and nmaintain that,
and establish your own worse case. That information woul d
be made part of your docunentation for your hazard anal ysis
that you would ultimately use for your HACCP pl an.

So that the intent of the proposal is clearly to
allow you the flexibility to achieve different |evels of
cooking and lethality, in fact, but still achieve the sane
probability of survival so that we have a | evel playing
field for the objective outcone. But you can achieve it in
what ever manner you are able to docunent as being
equi valent. That woul d be somet hing we woul d expect you to
have on file on file as part of your hazard anal ysis
docunent ati on

We have not prepared a great deal of guidance at
this time on what we woul d believe to be the absolute
conponents of that type of docunentation other than what's

presented in the technical paper that was nmade avail abl e as
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part of this proposed rule, which described how t he Agency

determned its worse case. It has a great deal of
mat hemati cal nodeling in there.

That was how we determ ned our worst case. W
believe we built in the flexibility that you should be able
to establish your own nethodol ogy for that and verify and
validate that that, in fact, is sufficient. If we need to
provi de nore information on devel opnent of that type of
gui dance that would be the type of thing we woul d want you
to incorporate into your comments.

M5. GLAVIN. Katie?

M5. HANI GAN:  Kati e Hanigan from Farm and Foods.
| have a question on heat treated products. M question is
if a processor would decide to process a product that is
normal |y considered heat treated, that they had processed it
to a tenperature that basically nakes it a ready-to-eat
product based on lethality performance standards froma
regul atory standpoint, do | now have a fully cooked product
as far as the HACCP programis concerned or is this still --
can it still be called heat treated, not shelf stable for a
HACCP progranf? How do all of these regulations cone into
ef fect here, or proposed regul ations?

DR. ENGELJOHN: | don't recall that we had a
di scussi on about the issue of designating products ready-to-

eat or not ready-to-eat in the proposal. There was
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certainly sone -- a limted discussion about that.

The intent of this proposed rule was not to define
what products are ready-to-eat and which ones are not ready-
to-eat. That would be a different rul emaki ng that the
Agency woul d choose to pursue at sone |later date. There are
certain products that the Agency believes that it has
defined in the sane identity or conposition as being ready-
to-eat and there would be no opportunity to review those --
to nodify that.

As an exanple, a hot dog. W consider that under
the standard of identity and conposition to be a cooked
sausage and, therefore, a ready-to-eat product. That is
wi thin the Agency's policy on that.

This particular rul emaki ng was not intended to
define which products were ready-to-eat or were not. To
answer your question or to give you sone guidance -- and |
encourage you to also wite that down and put it into a
comment so that we are sure to address it -- that you as the
i ndustry shoul d have the opportunity to determ ne through
your hazard anal ysis what category of products you believe
your process should be in.

Dependi ng on how you choose to | abel that product,
if there are no other Iimtations for you in ternms of if
there is no standard of identity or conposition that woul d

limt you as to what that product should be, then if you
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chose to identify that as heat treated not ready-to-eat

product or a heat treated, not shelf stable, | think that
shoul d be a determ nation you have. As far as how t he
Agency inmplenents that, that's an issue that we need to be
made aware of so that we can al so address that in how we

i npl ement our ready-to-eat sanpling program

But right now, if you choose to apply a lethality
to a product that's greater, you' ve chosen to do that for a
variety of reasons but are choosing to | abel that product as
a not ready-to-eat product. W don't have a regul ation that
woul d prohibit you from doing that and marketing that
product as a non ready-to-eat product.

We do have concerns, however, about how the
consuner interprets the information contained on that | abel
and how they handle it. But again, as | said, that would be
anot her issue we woul d choose to pursue in another
rul emaking. | encourage you to put that question forward in
your comments.

M5. HANI GAN:  Just for further clarification and
l"mnot trying to put anyone on the spot, but |et nme nmake
sure | understand what you' ve just told ne. |If | use the
neckbones as an exanple, are you saying that they woul d not
be -- they should not be sanpled then by FSIS for listeria
because they -- under the Agency definition, they are not

consi dered a ready-to-eat product regardl ess of what our
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| ethality process is? |Is that what -- was that partially

what you just said to ne?

DR. ENGELJOHN: That's partially what | said.
Again, | think this is an issue of clarity on how we
i npl ement the policy to date versus the proposed rule. So |
think if we can address this in another format then we
certainly will take this back into consideration. | know we
get questions about how the Agency institutes it's sanpling
program but we are dependent in part on what the
establi shnments do for |abeling of that product and how
they've defined it in their master plan.

W have established criteria that we use for how
we direct our sanpling program Again | think the Agency is
interested in information on that issue and we'll do what we
can to try to clarify it, but I think that's separate at the
nmonment fromthis proposal

M5. HANI GAN:  Ckay. Thank you.

M5. GLAVIN. Back here?

A PARTI CI PANT: -- from Mcdonalds. | have a
question. Normally if you' re going to establish an
equivalent lethality to -- a certain |log reduction as you
indicated. That's dependent |I think on a D value or a Z
val ue for the specific organismthat you're neasuring the
| ethality against. |Is sonmewhere there that you consider to

be a representative D value or Z value for the different
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organi sms as sonmeone who was working through the lethality

cal cul ations to see whether or not their process neets the
| og reduction or is that up to the conpany to, you know, do
their research and pick a nunber?

DR, ENGELJOHN: | would say on that, again, that
woul d be an issue that we as an Agency | believe had
intended to provide the greatest anmpbunt of flexibility to
the industry to use their data that they believe to be valid
information to support their processes.

We have provided our conpliance gui dance based on
published literature as well as information that we have
available to us. Were possible we've tried to nmake that
part of or cite that information within the conpliance
gui dance t hensel ves, so that you know what information we
used to derive our perfornmance standards in what D val ues
and Z val ues.

An exanple would be with the cultured ones that we
have i ncluded in the | abor conpliance guide. The
information that's soon to be published is not yet
available. 1t was conducted by the Agriculture Research
Service as a submtted publication. It represents, we
believe for the first time published data on poultry that
hasn't been avail able before. But if you have your own data
and that's what you use as your docunentation for your

facility then that should be sufficient for you to use.

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 R
g A W N P O © O N O O A W N B O

28
A PARTI Cl PANT: Thank you.

M5. GLAVIN: Can you speak into a m crophone
pl ease.

A PARTICIPANT: |I'm-- fromthe -- Research
Center. Dr. Engeljohn had nentioned about the kind of --
contam nation and -- is going to be published in the
I nternational Journal of Food M crobiology, hopefully in a
nonth. But | do have at this tinme a draft copy of it. 1'd
be willing to give you a copy of that.

DR. ENGELJOHN: Thank you.

M5. GLAVIN:. Thank you very much. That's a very
generous offer. Jenny?

A PARTI CI PANT: | have a followup question. Once
you publish D values for salnonella in poultry for food
safety, | haven't | ooked at DJ's (phonetic) work yet. |
don't know if our D values are conparable but let's assune
that there is a difference, and conpani es see a difference,

and the R val ues are supposed to be greater, vice versa and
t hey happen to be lower, what is the the Agency's position
going to be if they published data that nmay not be the sane?

DR. ENGELJOHN: It's a valid point that needs
considering the devel opnent of the conpliance guide that we
put together. \Were possible we try to take all of the
available information and if we've nmade assunptions in terns

of deriving our outcone of what we actually put in there, we
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try to make it known as to how we have either summarized the

two data points or whether or not we've chosen the nore
conservati ve.

Where possible we try to -- we will change --
update the data in the conpliance gui dance as frequently as
we possible can, nmake them available to our inspection field
force but, nost inportantly, to the small businesses who
really will have a great value derived fromthem

So as the informati on beconmes avail abl e and there
are differences, | would guess that our technical staff
would try to look at them try to resolve differences
bet ween the two or explain which ones you use and the
limtations of them |If they can provide both of them and
believe themboth to be adequate in terns of the -- then
there's no reason why we woul dn't publish both of themin
our gui dance.

A PARTI Cl PANT: Excuse ne. 1'd like to make a
coment. Two weeks ago in the Journal of Food Science, we
publ i shed a paper in which we screened nore than 50 strains
of salnonella. That -- different -- species and the CDC and
we have industries fromall over the US and after that paper

was published we sel ected several types of sal nonella that

we had decided to use as a -- we decided to use in our
studies with -- and --
The paper that is going to appear -- was and that
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was -- those issues that -- talking about isolated --
species as -- were used. Currently we are working on

devel oping a different nodel also by -- also -- for

sal nonel l a and, of course, -- that we had -- what strains to

use. So that was the result of this paper which was
published in the Journal of Food Science.

M5. GLAVIN. Thank you. Are there other
gquestions? Kin? Could | ask you all to let ne know if
soneone behind nme would |ike to speak?

MS. RICE: Sure.

M5. GLAVIN:. Thank you.

(Laughter.)

M5. RRCE: I'mKimR ce with the American
Institute for Food. | want to go back to Katie's question
on the definition of a non ready-to-eat versus a ready-to-
eat product. | think it's inportant that the Agency do that
at the same tinme or in conjunction with this rule because
t hat has been the biggest issue, as you all know, because
you get nore phone calls than probably anybody el se on that
specific issue as it relates to the directive and what
products are considered ready-to-eat and not-ready-to-eat,
especially when it conmes to the small and very snal
facilities and whether they're going to neet these
requi renents or not.

So | think you really need to think about doing
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that at the sane tinme, not separate, after, or l|ater.

DR, ENGELJOHN: Just let nme get sone clarity on
that Kim you're asking that we define which products are
ready-to-eat versus which ones are not or make clear of the
condi ti ons under which we're going to sanple a ready-to-eat
pr oduct ?

MS. RICE: | think --

DR. ENGELJOHN: Which is the issue?

M5. RICE: Both. Wuo and what these requirenents
apply to and don't apply to.

M5. GLAVIN. It seens -- one nonment, it seens to
me that that comment would -- witten comments woul d be
extrenely helpful if you provided sonme proposed definitions.

M5. RICE: Ckay.

M5. GLAVIN: It would be nore hel pful than 'just
doit.'

M5. RRCE: We intend to.

M5. GLAVIN: Yes, okay. Thank you. 1'mgoing to
go to Bernie. He's had his hand up for a while and then
Kati e.

MR. SHIRES: Bernie Shires, Anmerican Association
of Meat Processors. Basically | just wanted to reinforce
what Kimjust said. This is a big issue for us. W've
gotten | oads of calls about this, as well. W are planning

to provide sone exanples and sone possi bl e suggesti ons.
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But this -- again this is going back to the
directive. It's a nmgjor problemand it seens that this
woul d be a good -- it seens to us that this would be a good
place to do this inthe rule if that's -- you know, because

if the rule conmes to be that's, you know, basically to
replace the directive I think anyway, the way it stands. So
it just makes sense, comon sense, to do it.

M5. GLAVIN.  Phil?

MR. DERFLER: | woul d encourage people to speak
your comments to the rule, but if there are problens with
the directive now, speak right to nme, okay. | nean you try
-- you try -- | don't know if we're getting closer or
further away, but | nean if there are problens, |et us know.

M5. GLAVIN. Ckay. |'ve got Katie lined up next.
Katie?

M5. HANI GAN:  Just as a followup on that, Dan. |
think the confusion that we felt acconpani es that statenent
that conmes in on the partially cooked. | don't nmean to keep
beating this thing to death, but that statenent that cones
in or does it appear to be fairly cooked by the consuner?

| nmean there cones a point in time when the
consuner needs to read the | abel and see if it says it's
fully cooked or not. | think that's where part of the
confusion cones in with sonme of this partially cooked, fully

cooked and does appear to be partially cooked. | thought
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maybe you could just nake a note on that and I w |l conment

on that, as well.

DR. ENGELJOHN: Ckay.

M5. GLAVIN:. Thank you.

M5. SWANSON: Katie Swanson from Pill sbury
Conmpany. One of the definitions that should be considered
for ready-to-eat for harnonization purposes mght be in the
food code. That would hel p manufacturers that are subject
to both USDA and FDA regul ations in the same processing
facility.

Wrk with one definition in addition to
har noni zi ng across state and | ocal agencies throughout the
country. That is sonething the Agency needs to be worKking
on at this point because people need a conmopn system

DR. ENGELJOHN: Thank you for bringing that up.
woul d ask though that if you do in fact submt those in
written comrent, could give us a specific issue as to why
they aren't conparable? Ckay.

M5. GLAVIN. Again, ny understanding is that we're
dealing with two connected but different issues. One is the
definition for the purposes of this regulation and to what
it applies, and the other one is the question of our
sanpl i ng program

MR. BERNARD: Dave Bernard. 1'd |ike a couple of

clarifications, if I my. See if ny notes were correct.
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Dan, were you saying that you're proposing a different

performance standard for fernented beef itens than for
cooked beef itens?

DR. ENGELJOHN: For fernmented beef itens, any
product that contains any neat and fernented beef, neaning a
poultry product that is fernmented and has sone beef init.

In addition to the salnonella -- standard, we al so
woul d have to address E.coli 0157:H7. So for fernented
products containing beef and that are fernmented will have an
addi tional performance standard -- than just sal nonell a.

Al'l ready-to-eat products would have to address sal nonel | a,
but those products containing fermented beef would al so have
to address E.coli 0157: H7.

MR. BERNARD: If | were to make an all beef sunmer
sausage woul d | have the sane performance criteria to neet
as if | were cooking a hanburger patty?

DR, ENGELJOHN: If you were making an all beef
fermented sausage, if that was your question, versus an al
beef cooked patty?

MR. BERNARD: Yes.

DR. ENGELJOHN: For an all beef fernented product
you woul d al so have to al so address 0157: H7 specifically as
a performance standard. You woul d not address specifically
as a performance standard 0157 for a beef patty.

MR. BERNARD: We're going to have to address
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sal nonell a for the sumer sausage?

DR. ENGELJOHN: Yes. Al ready-to-eat neat and
poultry products address sal nonella. Both containing
fermented beef would al so address 0157.

MR. BERNARD: Ckay. Regarding the stabilization
standard, you're proposing that the stabilization standard
be continued throughout the transportation shelf life of the
pr oduct ?

DR. ENGELJOHN: Yes. If | could just go over that
slide just so that you'll see. Could | have this slide
turned on for a second?

M5. GLAVIN. Ckay.

(Pause.)

DR. ENGELJOHN: For stabilization, the perfornance
standards nust be validated to maintain the requirenments
t hroughout its shelf life under the conditions in which the
food is stored, distributed and hel d.

To get a -- in part we have been made aware since
we' ve issued the previous final rule, situations where
ready-t o-eat cooked and cool ed cooked products have been
sliced and then reheated either nomnally or conpletely. So
the issue was then to address the performance standard, if
you're in that situation where you have control over both of
them to address whether or not you're neeting the one | og

grom h of perfringen rule conbination process.
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MR. BERNARD: |'mtrying to understand and | thank
you for that clarification. |If | ama processor, for
exanple, I'mgoing to pick a species -- let's see, it's a

whol e nuscle piece that is to be sold to a distributor for
further distribution. Were does ny burden as the primry
processor end, with regard to this performnce standard?

DR. ENGELJOHN: Wil e you have control over the
product -- operation and you're applying the heat treatnent
or in sone fashion having to deal with the stability
performance standard so that you cool that product properly.

VWhile it's under your control, you would have the
obligation to neet these perfornmance standards.

So once you -- as an exanple, once you heated it,
cooled it and then when you open it out of the package and
slice it and then pour gravy on it and then repackage it and
then cool it, you would deal wth that as an entire process
and ensure that you are neeting this performance standard.

Once you' ve cooled it down sufficiently so that
m cr oor gani smthen becones an issue, then the intent would
be that that goes on into distribution and wherever the next
point is, whoever has control over it at that point would
deal with the performance standard at that point.

MR. BERNARD: Ckay. And as a final question, do
we have any information regarding -- that would lead us to

beli eve that products produced in current convention in
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terms of performance standards or whatever the current

convention is. |If the product is properly cooked according
to current convention, have we had health problens due to
survivors?

DR. ENGELJOHN: Did you nean for the organi sm
stabilization or for the lethality, as well?

MR. BERNARD: For the lethality? For exanple,
using the current, | believe it's five log inactivation for
fully cooked patties? |If soneone has net that, does that
result in any problens?

DR. ENGELJOHN: The Agency, before the proposal,
we had a di scussion about the nodification or the proposed
nodi fication to the cooked neat patty requirenents. For
those of you not famliar with cooked neat patties, we
presently have a prescriptive requirenent for cooked neat
patties for in that they have to neet a very specific
time/tenperature conbination to nake themready to eat and
that we believe to be a five |og reduction for sal nonell a.

Thi s proposed rule would change that and nake it a
-- we're proposing a six and a half |og reduction for cooked
neat patties. W do not have evidence or reason to believe
that the current processes are inadequate but the proposal
goes through the discussion, and I would encourage you to
specifically look at the discussion in the Preanble, that

identifies that in order to establish our worst case, which
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we are using the national baselines for raw beef, the sane

materials used to nake the roast beef products or other
roasted or cooked beef products are al so used to nake the
cooked neat patty products.

Because we've established the worse case on the
hi ghest, nobst probabl e nunber we have then determ ned that
the roast beef category and the cooked neat category should
have the sanme performance standard, which is a six and a
hal f | og reduction instead of a five. The Agency is
specifically | ooking for comrent on that issue and whet her
or not the assunptions that the source materials are the
sanme and shoul d be derived differently.

| did nention that in order to determ ne the worst
case for the neat products for lethality we pooled the
results fromthe ground beef baseline surveys and the
carcass surveys and nmade theminto one sanple set. |If for
your anal ysis and your belief that they should be naintained
separately, that is what the Agency is seeking comment on,
so that we can nake the determ nation that there nay need to
be different performance standards for different categories
of product.

MR. BERNARD: Thank you.

M5. GLAVIN. Stan Enerling.

STAN: Stan Emerling representing the Anmerican

Meat Processing Association. | guess for clarification in
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listening to the requests of definitions of what we're

tal ki ng about; are you considering going in the direction of
putting things that are cooked, fully cooked, ready-to-eat
into different categories for each one of those? | renenber
back fromyears ago, there was a big confusion as to what
beef products --

DR. ENGELJOHN: | would -- just so that you
formul ate your comments on that issue. The Agency doesn't
specifically -- was not specifically | ooking for comrents on
how we shoul d define products as what's ready-to-eat and
what's not ready-to-eat in terns of what goes in the product
| abel .

Al t hough that certainly can be a comment that you
register for this rule, since definitions as to what they
apply to for the lethality standard versus what they apply
to for consuner distinction. And | would encourage you to
continue to think about those issues.

| will say that the Agency through the Listeria
reassessnent that we had years ago and had the issues on --
relating to not ready-to-eat versus ready-to-eat -- we did
provi de guidance in the directive that we issued to our
enpl oyees as to sone of the criteria that can be used to
make sone distinctions of when a product is ready-to-eat and
when it's not. Sone of that relates to how the product was

| abel ed and whether or not that's distinctive enough for the
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consuner to be able to discern whether or not they need to

handl e this product differently if it's not a ready-to-eat
pr oduct .

M5. GLAVIN. Katie and then Bruce.

A PARTI Cl PANT: Katie -- fromthe National Food
Processors Association. | have a stabilization question for
you. I n your guidance docunent you indicate that severa
steps can be done to denonstrate that someone's neeting the
performance standards for cooling is going to get cool --
and you indicated -- you said that -- that was because it
grows faster than C. botulinon and -- yet in the Preanble
t he suggestion that under certain circunstances there may be
-- . Can you clarify this?

DR. ENGELJOHN: | would say that the Agency --
that the Agency nmade sone assunptions in the Preanble on the
i ssue of stabilization that C. perfringens generally grows
faster than botulinon and that under nost circunstances
there are other inhibitors there that could be addressing
botulinon. Through your validation studies it may not be
necessary to do so.

What we would | ook for is if you as a conpany were
to address this issue would be to assune if this were to be
a final rule, or if you re making the poultry products and
the roast beef products today that you would still need to

address the issue of botulinon because they are regul atory
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performance standards.

So in your hazard analysis of what areas that
you' re doing you would still need to address that particular
organi smor any other -- that may, in fact, be there as part
of the toxins or toxin conpatibytes that could grow out.

But specifically for stabilization, perfringens is
t he one that we were nost concerned about because of the
inhibitors that we're aware of for botulinon. W would
expect you to have that type of docunentation on file as
part of your HACCP program

M5. GLAVIN. Katie.

M5. SWANSON: |I'm Katie Swanson with the Pillsbury
Conmpany. | have a related question. |'mnot aware of --
I"d |i ke the Agency's comments on the types of nethods or
val idation that they woul d expect to have with respect to
botul i nron growt h because the technology in that area really
isn't available. | nmean how do we do it?

(Laughter.)

DR. ENGELJOHN: | have no hel p.

(Laughter.)

I"'msorry. In terns of the question you're
asking, if you were an industry nenber and you wanted to do
your own validating studies to address those services the
stabilization performance standards --

M5. SWANSON: M hmm
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DR. ENGELJOHN: And you're asking for guidance.

haven't indicated it today but I will make it -- | do know
t hat people that work on our technical conpliance guidance
are here and we'll get together and we wll, in fact, take
up that issue specifically in terns of the conpliance
studi es that we put together.

"' m hearing that we need to provide nore gui dance
on doing validating studies and | can tell you that within
t he Agency, validation determ nations are sonething that we
are actively working on as a separate issue.

But in ternms of the conpliance guidance, | clearly
will make a note of that. | do believe that we can and
shoul d be making nore information available to you. We'll
be seeking fromyou, the industry and academ a, assi stance
or gui dance and input as to what would constitute
sufficiency for those issues.

M5. SWANSON:.  Ckay.

A PARTI Cl PANT: Excuse ne, |I'd like to make a
comment. C botulinon, if you recall about 10 years ago, Dr.
Wei ngarten (phonetic) published a paper regarding the
requi renents or the guidelines for -- studies in
C. bot ul i non.

Traditionally -- toxin production that has al ways
been a concern and all the publications in the past have

been related to that kind of toxin production. And of
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course, as Dr. Engeljohn nentioned, there is nothing

avai l abl e as far as the m ni mum nunber of what -- cells of
C. botulinmon or the extent of growh that is required to
produce a particular level of the toxin, and this is
docunented in the research on the kind or the germ nation of
C. botulinon cells.

M5. GLAVIN. Bruce and then Joe.

MR TOWKIN If | may --

M5. GLAVIN.  First can you introduce --

MR. TOWKIN. M nanme is Bruce Tonpkin and |I'm
from ConAgra. First 1'd like to know, at this point in the
del i berations we are just asking questions for clarification
of what was just presented, correct?

M5. GLAVIN  Yes.

MR, TOWPKIN. Ckay. Wth regard to C botulinon we
have had an extensive botulinon challenge testing programin
pl ace and conpani es for which | have worked, going from
about 1955 through '85 and we are no |onger in that
business. Quite frankly, the policies wwth regard to having
mce in facilities is very strictly controll ed.

The nunber of | aboratories available in the United
States for conducting botulinon research is very small, and
historically I'"'mhard pressed to cone up wth an exanpl e of
a neat or poultry product that has been inplicated in

botulism-- was produced under Federal inspection and that
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goes back through decades.

So I think we're | acking epidem ology -- concern
for the pathogen and suggest that we delete it from
consideration in this proposal and that we focus on the
target organi smof concern and that is C perfringens.

My third -- if | can switch to the third topic --

M5. GLAVIN  Sure.

MR TOWKIN -- it relates to an entirely
different thing and I don't know that you can -- anyone can
give us the answer today but | would like to see the Agency
pursue the answer to this question.

In the baseline studies the data are presented in
terms of nunber sanples and nunber sanples positive and for
t hose sanples that were positive, quantitative neasurenents
were made. The val ues were recorded as | og nean and
geonetric nean.

A footnote states, "Estimates, these estimates for
| og mean and geonetric nean" -- estimates, they're estinmates
-- "and they are weighted by weekly production with an
adj ustnent for the non-responders and non producers.”

| don't know what that nmeans but it al nost sounds
| i ke they biased the data or slanted the data based on
weekly production in the facility and that was a single
sanple. So I'd like to know whet her that was true or not

and what that did to the data?
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DR. ENGELJOHN: That woul d be sonethi ng that need

to address in our analysis of comments that conme in. |If we
can do sonet hing ahead of that tinme if there is another
opportunity for us to have a followup in any case in a
public way then we'll be -- we'll try to have an appropriate
response for that, as well.

M5. GLAVIN  Joe?

JOE: Good norning, Maggie. Thank you. Dan,
want to revisit the citation that you have up right now.
They rai se sone questions at least in nmy mnd when you were
tal ki ng about it.

It was clear enough that if you have a one |og
target during chilling or cooling wwth the stabilization of
the product and if you heat it again you have to you have to

hit at that target again. But the way this reads, it says

that, I cook ny product, | stabilize it, | neet the target
and then | put it into distribution, ny warehouse. |[If |
have a 16 week shelf life product. |If this goes out during
that 16 weeks | fail. |Is that the intention?

DR. ENGELJOHN: Part of the way the perfornance
standard for this particular issue is witten is that in the
identification of your hazard anal ysis and your HACCP
pl anni ng, you woul d be devel opi hg your programto address
t he expected handling practices of your product. |If, in

fact, you're going to -- if you have identified that this is
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going to have a long distribution or it's going to be held

under fluctuating tenperatures, our expectationis, it's
witten that woul d address those in the way you' ve address
your survey --

JOE: Part of the discussion that's conme up during
listeria, shelf life and outgrowth and what not, but as this
was originally proposed | understood it to give a different
type of target, a process control target here and it seens
to inply sonething different now.

DR. ENGELJOHN: At least the way it's worded.

JOE: Excuse ne?

DR. ENGELJOHN: | would just -- if you could just
in your witten comments, if you could just make it rea
clear as to the differences of how you think it's being
interpreted now versus what you thought it was before.

JCE: Well, | can do that real quick. On your
conditions in which food is stored, distributed and held
your prior discussion with Dane was cl ear enough, if it
changes hands, it's no longer ny problem it's sonebody
el se's.

But I'"'mholding it in ny warehouse and it's
already net the target tenperature, stabilization
tenperature, w thout allow ng one | og outgrowh of
C. botulinmon which is specified.

But the way this is witten right nowit's open-
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ended so that if outgrowh were to occur even though |'ve

hit all of your defined targets, your standards, | can stil
fail.

DR. ENGELJOHN: Ckay. We will reassess this
| anguage and see if we can make it nore clear.

JOE: Ckay. Thank you.

DR. ENGELJOHN: Thank you.

M5. GLAVIN  Yes?

M5. RICE: That sane | anguage | believe appears in
the lethality section, as well.

DR. ENGELJOHN: Yes. The language is exactly the
same in lethality. | can tell you on the lethality in part
it's -- the issue here is that it's maintaining. The
lethality is in part to prevent recontamnation while it's
under your control. So in part, that's what this deals
with. But clearly we will | ook for whatever input that you
give us on this and we certainly will take this under
advi senment for clarity.

M5. GLAVIN. |1'd like to suggest if people are
anenabl e that we take a brief 10 mnute break for people to
collect their thoughts. There has been al ot of good
di scussi on.

(O f the record at 10:20 a.m)

(On the record at 10:40 a.m)

MR. DERFLER: Does anybody have any remaini ng

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 R
g A W N P O © O N O O A W N B O

48
questions? Does anybody have any renai ni ng questi ons about

the presentation this norning? Cone right up Stan.

MR. EMERLING |'m Stan Enerling. |'mhaving a
serious problemw th how pl ausi bl e sone of the issues that
wer e brought up are, concerning how far do we go in
checking? | can't even see how a distributor who takes a
fully cooked product is responsible for maintaining the
paraneters, if you say. First of all, I'"'mnot sure how the
-- first are vilified.

You woul d have to guess under a HACCP plan, you
coul d decide whether it's even further distributed -- which
woul d be a conpliance issue. But then |I'm having trouble
because if it goes down one way it's witten, whether it's
in the refrigerator of the consuner at hone, and let it rise
above what -- you can go in and check their fork -- this is
just out of the top of ny head, but |I'mhaving trouble with
the way it's witten, if that's the way it could be
interpreted but also how would you identify it -- ? Thank
you.

DR. ENGELJOHN: | thank you for your comments and
| think we got the nessage that the | anguage may need sone
tweaking just to nake clear that while this product is under
the control of an establishment they have certain
responsibilities for it. Once it |eaves their control that

responsi bility changes sonewhat.
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Al t hough, if you don't have a "keep refrigerated"

statenent on there, you don't have the types of controls in
pl ace that give the purchaser of that product sone

i ndi cation of how to properly handle it, then that is a
concern. This was not intended the way it was witten to
change the current practices that are in place. It was just
intended to make clear the obligations in neeting the
performance standards.

So if it still is confusing to you | woul d
encourage you to nake nore clear your concern about this in
your written comrents.

A PARTI Cl PANT: Ckay.

MR. DERFLER: Any ot her remaining concerns about
the presentation you heard today?

M5. SCOTT: Jenny Scott, National Food Processors
Association. Dan, 1'd like you to clarify something with
regard to cooked product that is subsequently reheated.
Where there's | anguage in there that suggests that two
cool ing steps conbi ned should yield no nore than one | og
grow h of C perfringens.

But if you're receiving a fully cooked item from
anot her manufacturer and then heat it yourself and cool it
down, are you expected to go back to that manufacturer and
get data on whether you' ve got one-half of |og growth of

perfringen -- so that you can adjust your cooling? |Is that
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the intention?

DR. ENGELJOHN: There's a certain way that it's
witten up in terns of the premumon the discussion on this
performance standard, was that we waived the issue of
mul tiple processing status. And that we really didn't get
fromindustry and academ a on the issues related to how we
applied this performance standard.

| would say that the way that it's witten there
woul d be in part that you have the obligation to |look at it
in a cunul ative manner. W brought up that discussion in
the Preanble so that we could get coment on that, but it
was also intended to raise the issue of could this
performance standard for stabilization be nore clearly
witten, witten in a manner to provi de you sonme greater
flexibility. You don't have flexibility with it right now,
it's a flat one involving growh and -- we have received
suggestions before and we are expecting to receive witten
supportabl e conments on the issue of maybe nmaking the

performance standard nore fl exible.

MR HARRIS: |1'mJoe Harris with Sout hwest Meat
Association. | have a question about the -- on the
stabilization performance standards. |In your presentation

today on the proposed rule, cured products really didn't
specifically address relative to the stabilization and the

potential growh of particular C perfringens.
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In some of your previous rul emaking, there was a

provision for a delayed chilling, a slower chilling process
with cured products. | guess ny question is do you renenber

simlar provisions being provided? Secondly, how does the
Agency go about determ ning that?

I"'mreally not aware of any process -- problem
with outgrowt h of perfringens on cured product. Al nost --
chilling or lack of chilling conditions. So | guess |I'm
just interested in how the Agency is approaching that.

DR. ENGELJOHN: | woul d suggest that when you have
t he opportunity, |look through the rule and if you can --
al so | ook at the conpliance guidance that's sitting out on
the table in the | obby.

We haven't changed our provisions with regard to
stabilization for the ready-to-eat products, those that have
been cooked and that contain cure, and that in the Appendi x
Btothe final |aw on roast beef and cooked poultry, we did
i ncl ude additional guidance for ready-to-eat products that
have been cooked and then cool ed, but contain a m ninmum
| evel of nitrites to control those C botulinon and to
control the perfringens.

So the current -- conpliance guide, Appendix B,
does contain sone exanples of sufficient cooling procedures
or stabilization procedures for cured products but they're

al so dependent upon a mninmum|level of nitrite.
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The Agency is open to additional new data or

information that woul d support additional or alternative
cooling for cured products. |[If you nmake that information
available to us and it would necessitate a nodification of

t he conpliance gui dance, that woul d be what we woul d want to
do. So | would encourage you to provide that.

The Agency has made the determ nation though that
all ready-to-eat products, in this proposed rule anyway,
w Il need to address the performance standard for
stabilization whether or not they're cured.

MR, HARRI S: Ckay.

MR. DERFLER Go ahead.

M5. SCOTT: Jenny Scott, National Food Processors
Association. Wth regard to the lethality performance
standard, this is proposed for neat and poultry products.
But if you're starting wwth a fully cooked item where the
nmeat or poultry product has already net the performance
standard, is it the Agency's expectation that when you
conbine this with other -- you need to give it the sane
| ethality step again, or could an alternative be designed
based on what you feel m ght be necessary with the
ingredients that you are adding to the product?

DR. ENGELJOHN: Again, there was a very limted
di scussi on about this issue of entrees and application to

this lethality performance standard.
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If you're sinply assenbling products, that's one

i ssue for which the Agency is seeking conmment as to how the
Agency shoul d apply the performance standards to products
that are just sinply formul ated as opposed to processed, in
which the lethality is -- or is necessitated. So | would
say that we are | ooking for input on that issue.

We do see a distinction between fornulating or
just assenbling versus actually applying an additi onal
process that would inpart sonme type of lethality. In any
case, we believe that the alternative probability that's
provi ded there, should provide the flexibility to address
t hat issue.

MR. DERFLER: Anybody el se with questions for
clarification?

A PARTI CI PANT: On the -- on the cured neat

product, we have just conpleted -- in ny |ab we have just
conpleted the studies regarding the fate of C perfringens in
the cooling of cured neat products, and the concl usi on was
that C perfringens is not -- of one fifty-six parts -- types
and all the cured beef, pork and poultry and --
The study will be submtted in a few nonths and once it is
published in the journal we will share the data with you.
Thank you.

DR. ENGELJOHN: Thank you.

MR. DERFLER: Are there any other questions?
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(No response.)

Okay. Ckay. Now we're going to shift to the
second part of the neeting, the second part of this phase of
the neeting anyway, which is to get your comments on the
proposed rule. There is an opportunity to sign up although
there will be plenty of opportunity to volunteer. W' ve
only got one nanme on the sign up list. Dr. Tonpkin, the
floor if yours.

DR TOWKIN: It's a critical distinction to be
the only one. M nane is Bruce Tonmpkin. | amw th ConAgra
Refrigerated and Prepared Foods. | wll be submtting
comments in witing when | have that opportunity to get
t hose together.

Thi s proposed rule has significant inplications
internationally. For exanple, I"'monly going to discuss a
cooling phase in the regul ation, proposed regulation. |
know that Australia has -- the UK both have adopted sone
requi renents specific to food. W conpared themto see if
they illicit our experience or not.

VWhat | have to say will be a result of sone work
from Martin Kowenoski, Peter Bodner, Jennifer Snel der
(phonetic), and now Peyton Pruitt to sonme degree. But Robin
will be presenting information in the poster session at the
| AFP. So some of this will appear at that neeting.

| will be addressing solely the stabilization
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portion, which is -- cooling. As we all know, C perfringens

certainly is a public health concern and one that we all
have to be addressing. It's nbst commonly associated with
cooked neat and poultry products and stews and a variety of
products in which neat and poultry are added.

To help ne out, Caroline Smth DeWaal gave ne this
| ast night, and | was able to then go through and pull out
the information relative to outbreaks that have occurred
since 1990 and there are sone miscel |l aneous ones but
relative, and actually they are primarily nmeat and poultry
products, as history would tell us.

Mexi can food -- there were only 39 outbreaks,
reported outbreaks that is, in the booklet since 1990. O
course, it doesn't have conplete information for the | ast
few years. W're still waiting for the CDC for that.
But there's just isolated cases of dairy products, tuna
salad. Mexican food is 11 out of the 39; beef, 13; corned
beef, which is cured, two; chicken and turkey products,
seven; and pork, three. So really it is a neat and poultry
i ssue, but we nust not think only in terns of roasts or
whol e turkeys. W' re tal king about Chicken a |a King,
etcetera. So there's -- the reporting is not clear as to
t he specific foods.

So we certainly do recogni ze this pathogen as

being a public health concern but the question is, as has
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been puzzling nme; has an outbreak ever been traced back to a

cooling defect in any state or Federally inspected facility?
| don't recall that any of these were associated with that,
just as | renenber. Normally if we hear that sonme of us had
a problem we would know about it. And the thing is, to go
back to maybe a handful that -- that nay have occurred.
Historically, if I may, |'ve been in the business for 37
years and | have never been associated with a cooling defect
that led to a C. perfringens problem | can assure you that
power outages did not start in 1995.

(Laughter.)

So there was a trenendous anount of product being
produced over these years and this never did really surface.
Certainly that doesn't nean that we can't be cautious and

concerned about this possibility.

But | amconcerned as to why FSI'S has becone
i ncreasingly concerned about the rate of chilling in cooked
nmeats and poultry products. | think it really conmes back to
the use of challenge tests and the resulting predictive
nodel s. Now please do not msread what |'msaying. | am
not against the use of challenge tests in predictive nodels
because | recogni ze the value they can provide. |'ve used
the predictive nodels and they have great value to us. |
don't think that's really where the issue lies, however.

Now | began -- for exanple, that this pathogen
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multiplies very rapidly in the range of 90 to 120 degrees

fahrenheit and, yes, sodiumnitrite does have -- has
virtually no effect on that rate of growth based on the
studi es that we have done, also, in cooked poultry to do
that. So essentially our challenge studies verify what has
just been nentioned just a while ago. They're quite in
agreenent with ARS

The FSI'S estimtes derived fromthe baseline study
do lead to a worst case scenario of 10 and one-fourth per
gramof C perfringens in raw neat -- . So for that reason
after cooking there is a one log increase and sone of the
product woul d exceed 10 to the fifth.

In fact, it's stated, and this is a quote, "Wuat
t he anobunt of product that would exceed 10 to the sixth
woul d not be significant.” Well, if you get a two |og

i ncrease instead of a one log increase, there's clearly a

deviation. |In the worst case scenario, we would have peopl e
sick because -- is generally considered the value with the
associated risk of C perfringen illness.

So certainly the conclusion that FSIS reached,
t hat cook products under Federal inspection could be as high
as 10 to the fifth per gramand nearly 10 to the sixth under
normal conditions, is really a scary thought. That's why |
was wondering why the Agency has created the guidelines and

the recommendations to the industry, particularly in the
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| ast five or six years. Under that scenario we could not

tolerate larger than a one | og increase.

So agai n based on experience over the years and
know ng that cooling deviations have occurred historically
in the past and we haven't really seen a problem the
guestion then is why haven't we been experiencing actually
numer ous out breaks fromthis pathogen with products produced
in Federally inspected facilities? Certainly history shows
this is not true. The question then is why? Wy haven't we
experienced outbreaks of this nature? That's a question
that | think the Agency woul d have asked itself before
issuing it's cooling guideline requirenents.

As a little side note, | really -- question -- |
real ly wonder how nuch noney has been spent in the past five

years knowi ng what we've done in our own case to neet the

tighter requirenents because they have becone -- are
becom ng increasingly tighter. |I'mcertain that |arge
quantities of food has been destroyed because the chill rate

was beyond the one |og increase predicted by the nodel.
That is reality, also.

| al so suspect that the inpact has been greatest
anong snal | er producers who have | acked the technica
support to challenge the Agency's determ nations as to
whether a lot is or is not safe.

Well, to get back to the science. Qur |ab has
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been conducting studies to determ ne why these products from

t hese plants have not been or have been rarely inplicated in
illness as a result of -- cooling. 1'd like to summarize
and go through sone things on what we have | earned. First
I'"d like to start with the baseline data. The baseline

st udi es conducted by the Agency did not | ook for the nunber
of C. perfringen scores. And that's a very inportant factor
because the real issue is what is a store popul ation of raw
neat going into the cook step because it's that popul ation
which wll survive, germnate and then nultiply.

The Agency assuned that the C. perfringen counts
reported in the baseline studies for raw neat and poultry,
al so woul d apply after cooking. The analysis does not
include confirmation for C perfringens. So the nunbers
presented were not really confirnmed as C. perfringens and
certainly it was not known whether they were spores.
Essentially all white colonies surrounded by a 2.4 -- were
assuned to be C perfringens and counted. So, to summari ze,
in the baseline data that were used to reach the worst case
scenario, really are not valid and have no true neaning in
ternms of arriving at an acceptable or safe cooling
gui del i ne.

So what is the actual spore level in neat and
poultry? Well, I'd just like to give you one exanple. In

cases of baseline study for raw and ground turkey, there
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were 296 sanples analyzed with 28.1 percent being positive

with a standard error of 3.3. The seven -- positive sanples
were then subjected to a quantitative analysis and there are
done at the sanme tine. |'mnot sure how that was done. But
they canme up with a | arge nean value of 2.08, sonething over
100 per gram

So we' ve been doi ng studies over a nunber -- the
| ast few years, anyway. W produce ground turkey neat in
three plants and so we have had sanples cone in to us and we
have exam ned 154 of those. W' re talking about sanples
comng in over a period of nonths, if not years, certainly
nont hs. Wat we did was to take the ground product and
place it into a bag and heat it to 160 fahrenheit just as
you woul d the product you woul d produce and then analyze it
for C perfringens assum ng that anything we woul d detect
woul d certainly be spores. All 154 sanples were non-
detectible and at a |l ess than three spore per gram count.

To take you back a little bit in history, in 1964
or '65 we did a year-long survey for the true effects of
anabolic spores in raw neat, poultry and chicken. This had
to do with a -- contract to determ ne the baseline |evel for
pH spores to see if they could arrive at radiation
treatnments for food that would ensure their safety. This
was focused towards C. botulinon but the data and the

anal ysis woul d al so have nentioned the presence of
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C. perfringens.

It was slanted in a way that the sanples were from
the bl oody neck area of hogs and beef carcasses. Wat we
took fromchicken | don't renenber. But out of the 22,358
sanpl es 77 percent had three or fewer spores per gram and
the remaining, 2.8 spores per gram W too, have had sone
devi ati ons which were 180, | think you nentioned other than
that unfortunately, but we represent a variety of producers,
but we had 53 that we've exam ned over the last -- | don't
know -- four or five years past. W had been | ooking for

t he preval ence and nunber of C. perfringens.

Initially we were analyzing for any -- plate count
and -- plate count, thinking that an -- plate count would be
adequate. | wanted to know is the product safe or not? But

the Agency had difficulty dealing with the manner of plate
count and they wanted a perfringens count. So we've now
started doing that, too.

We have growth on anaerobic plate count of 582
anal ysis across those lots. 425 were |ess than 100 and 55
showed sone grow h between 100 and 10, 000 per gram Then we
did have two that were in the range of 10,000 to 20, 000.
But that's just anaerobic growmh. They could al so have
pi cked up lactics and anything el se that survived the
process and then nmultiply.

Specifically, C perfringens they anal yzed 340
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sanpl es and 336 were negative and two were in the range of

11 to 100 and two had greater than 100 per gram and those
were 110 and 140 per gram So it woul d appear that at | east
they're not selective in terns of -- deviation. There were
devi ati ons outside the guideline and we wanted to know what
is the acceptability of this product and what should we do
with it?

Vel |, another thing that we found, this is what
Pet er Bodner found. That is not perhaps the sole answer, so
in his studies and the Chairman's study is do we inocul ate
cooked ground turkey, essentially it's a turkey breast
formul ation to which perfringen spores have been added prior
to bei ng cooked and then subjected to different cooling
t enperatures, 90, 100, 120, and so on.

We essentially followed the rate of both and
mat ched what we've been hearing. Then we put sone packages
into the refrigerator and anal yze themover tinme. After one
-- after a 24 hour hold in the refrigerator, there was a one
| og reduction. After seven days in the refrigerator there
was a two log reduction. It didn't natter whether they were
hel d at 33, 40 or 50 degrees fahrenheit, the rate of death
was conparable in all three tenperatures. So essentially we
have an unexpected, perhaps -- but it's in the literature --
we shouldn't be surprised at this, but it was an unexpected

benefit that C ostridiumperfringens does die. So w thout
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extensi ve growt h, we have, perhaps that could help to

expl ain why there has been no issues.

So I"'mgoing to go through a few concl usi ons and
then a few recomendati ons. The conclusions are that the
gui deline, the cooling requirenents, are really not based on
your solid scientific basis and that is inportant for us to
deal with. The wording within the FSIS material with regard
to cooling is not warranted. |It's quite scary and --in a
way, you know, as | read it and it certainly comuni cates
concern for this one log increase, to the one | og increase.

In essence, it's certainly understandabl e considering the
data that they had -- 1'd like to also suggest that -- this
is kind of a bold statenent -- that C. perfringens is not a
hazard that is reasonably likely to occur. Now | don't know
that |'"'mgoing to go that far, but I said it.

(Laughter.)

So that raises the question do you really need a CCP for
cooling? O course. | would suggest that the majority of

Cl ostridiumperfringens outbreaks actually occur at food
service and at hone where the product is heated and hel d at
wrong tenperatures and then consuned while a high popul ation
is still present. Perhaps in the past where we have had
perfringens growmh in sonme products, perhaps sone die off
over the time between production and when the product is

actually prepared for serving or consuned that, in fact, the
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popul ati on may have been | ow enough -- and this is
specul ation, of course -- that the product was not
hazar dous.
So then we can cone to sone recomendations. It's

one thing to say what |1've just said and then stop, but I
think we need to address the potential for a public health
issue. Certainly the no nore than one |log increase is not
appropriate, but what would be? The Agency had assuned 10
to the fourth was the worst case so it would al nbst suggest
that we have up to 10 of the four to work with but | don't
know that we'll go that far

That shoul d be considered, whether it's a three
| og increase or not is one possibility. Another way of
| ooking at this is that the performance standards shoul d be
such that product will not have greater than 500 per gram at
the tine that the product is released for shipnent.

At the current time the Agency is of the opinion
that the risk of illness is best controlled through
processes that are based on challenge tests and predictive
nodeling. Those two tools are very inportant to us but |
woul d suggest also that nore is needed, and that is a
reality check that is based on historical comrercial
experience and critical review of the epidem ol ogi cal
experience data. Wuere do these outbreaks occur and why do

t hey occur?
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| would al so propose that in the event of a

devi ation the product could be sanpled. | know that the

gui del i nes di scourage that. W have been doing it for quite
sone time because we find it very helpful. Incidentally, we
have found | ots that we have destroyed. W have found lots

where we just say, "Don't bother sanmpling.” You know, there
is apoint intine. [It's not our intent to save every count
-- our intent is to produce and nmake sure that the products

that are rel eased and shipped are in fact, safe poultry. So
this is not a means to avoid that responsibility.

| woul d suggest that a sanpling plan and criteria
could be 10 sanples and this is going to be working from --
approach and would equal 10. Little "c" would equal three
"m' 100 per gramand large "M 500 per gram These val ues
woul d be based on the current nmethods as currently used in
t he conpendi um of nmethods and in the m crobiology | aboratory
gui debook. So in the event of a deviation, our sanpling
pl an shoul d be an acceptabl e sanpling considering the
pat hogen and it's relative severity.

So, finally, there's one other part and there have
been questions here this norning that dealt with that; is
what do we do with these products that are cooked, chilled
and then reheated? For exanple, for snoking, browning,
caranel i zing, searing and charring and in sone cases post-

pasteurizing? Wich is of course intended to address
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listeria. But the Agency is al nost saying we have to add

those tines and tenperatures to our calculations. | would
suggest that historically these al so have not been
associated wth m crobi ol ogical issues of a public health
nat ure, anyway, and that they should be permtted to proceed
as traditionally has been done. Thank you.

M5. GLAVIN: Thank you. |I'msorry | mssed the
begi nni ng, but that was very thoughtful of you.

DR. TOWKIN:. That's what | did |last night.

(Laughter.)

M5. GLAVIN: | would assune that there are
guestions and comments for Dr. Tonpkin. Anybody either at
this table or in --

M5. HANI GAN:  Ki m Hani gan, FarnLand Foods, j ust
goi ng back to the question that Katie fromPillsbury asked
that also ties in with Bruce's presentation. FarnLand did
contract to have a |l arge chall enge study done in cooling,
very costly, very -- to what Bruce said. Conpanies have to
make a | ot of changes here when these chilling requirenents
kept tightening down. Particularly in our |arge vol une
areas, and we've spent significant dollars having our
processes replicated and an outside comrercial lab for C
bot. and C. perfringens and the findings fromthe outside
| aboratory that we contracted with support everything that

Bruce's work showed here today.
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| think also that probably hel ps Katie over at

Pillsbury as to how you do these studies. W did not do

t hese studies in-house. To get soneone in to replicate your
process, and nove that to a different |ab, and to get your
product over to the lab, and have it inoculated is extrenely
costly to the conpany to have that done.

DR. ENGELJOHN: | woul d suggest that if possible
that that information should be nade avail abl e as part of
the public process it would greatly hel p us inform our
office how to nove forward as well as how to redevel op
per f or mance gui dance.

M5. WACHSMUTH:  Bruce, did you anticipate --did
you expect anything to be any different with botulinon?

DR. TOWKIN:. OK, the question is whether or not |
run tests that may indicate different with regard to
Clostridiumbotulinon. Qur experience here of course, we
really did work with the effectiveness of sodiumnitrate and
Cl ostridiumbotulinon. But as was pointed out earlier, our
endpoint was tinme swelled, we did not ook for rate of
growh as | recall. | have to go back two nonths, |I'm
trying to recall a lot of data over a lot of years, and |
nean | don't recall that we really followed growh rates,
germ nation and growth rates.

But | would -- one thing, sodiumnitrates effect,

according to the work done sone tinme ago by M ke Forrester,
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was that it actually interferes with germnation. So it has

an early effect on the public health risk potential. Then
once its germnation starts to multiply, other factors enter
in such as salt concentration and so on. So with the
presence of the anmount of iron, there's a whol e host of
factors that enter in.

But | would think that with regard to C ostridium
botul i nron we do have a margin of -- in |ooking for
Clostridiumbotulinon in a variety of foods when that was of
interest. The prevalence rate was quite |low for raw neat
and poul try.

DR. ENGELJOHN: This is Engeljohn. If | could
add, while you're thinking about it in your comments and
| ooki ng back at your data, one of the issues for which would
help us particularly would be if there is any new
information, any specific information, that identifies the
specific level of nitrite needed to elimnate germ nation
and new growmh. | think that is sonme information that, as
we noved into ready-to-eat type products, we now have to be
concerned about what the m ninmumlevel of effectiveness is?

For nitrite, along with the other safety factors that
control things after germ nation, of course, would be --

DR. TOWKIN. If | could add one thought about
Clostridiumperfringens, Robin is now contributing to pursue

this idea. W want to better understand the effect of salt,
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100 percent salt, on Clostridiumperfringens. So we're

| ooking at different fornulations and different salt |evels,
mainly at 110 fahrenheit because we get a pretty good

probe there. So we're looking at different formulations, in
the case that it is product specific.

In the case of Cotto salam, for exanple, we got
no growmh. | don't exactly know why that is, yet we'll try
to figure it out, because | think what we're going to get to
is there may be sone -- out there in terns of relative risk
dependi ng on the type of product. A lot of the early work
was done with a turkey product because it's high noisture
and | ow salt and certainly ideal for perfringens growh, and
turkey has been in the literature in terns of being
inplicated in cases. So we know that bacteria grows rapidly
there, but as you go through the spectrumof a wide variety
of processed neat and poultry products, if you have
increasing levels of salt and other factors that could
interact, it could have an inpact. So | think we want to
pursue that.

It woul d suggest al so that Mexican foods and the

-- seens to place those in alittle different category.
don't know why we haven't found in our case, C. perfringens
in those sanples. The epidem ol ogy does suggest that
Mexi can foods, whether it's the spicing and other things

that are inherent in the product, whether those have any
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effect on the level that's in the food.

M5. GLAVIN: Is there a question here?

MR. KOBAYASHI : M nane is John Kobayashi,

Washi ngton State Health Departnent. | just have sone
comments with regards to reporting of Costridium
perfringens food poi soning.

| definitely appreciate the inportance of having
docunentation. The problem before regulations with regards
to the particular issue of -- . One warning that |I would
have with regards to the absence of certain types of
C. perfringens outbreaks is that at |east in ny opinion
there mght be different types of foodborne outbreaks that
we have. C. perfringens outbreaks are a little nore
difficult to docunent and are docunented | ess frequently
than many others such as 0157 listeriosis and so forth. You
don't have that sort of stuff with C perfringens.

VWhile it's possible to have a very severe illness
with C. perfringens and colitis, at |east what we see in the
United States, it's sonething that's right on the lines of
viral gastroenteritis. Wen you have diarrhea of relatively
short duration, it's very difficult to convince people and
the departnent investigators that it's worthwhile to coll ect
t he necessary source specinens to docunent that
C. perfringens has occurred.

| conpletely agree with Dr. Tonpkin's assessnent
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that the type of outbreaks that we've found invol ving | ocal

out breaks, at least with the ones |'ve seen, didn't have the

flagrant, you know, tenperature and cooling abuses -- on the
other hand, I'mnot sure that | could say that w despread
out breaks have never occurred. It may be that they've

occurred in the sane way the listeriosis outbreaks have
occurred, but we just didn't have the tools to identify them
at this tinme. It mght be a good idea to get sone input
fromthe CDC folks as to how confident they are with regards
to the absence of w despread outbreaks of listeriosis and
C. perfringens.

Having said that, | think that it seens to ne that
the big problemis not on the regulatory side, but it's,
t hi nk, the academ c epi denol ogi sts who -- the tools that we
have with regard to C. perfringens investigations.

M5. GLAVIN.  Thank you.

DR. TOWKIN. This mght be a good one to give to
the National Advisory Commttee.

M5. GLAVIN:. Well | think the nenbers are here.

(Laughter.)
Question up here?

MR, SPERBER. |'mBill Sperber with Cargill. |
didn't have the tine to prepare a fornmal comment, but | wll
organi ze sonme of our data and put sone of it in witing.

| certainly would |i ke commend Bruce for his formal comment
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that reinforces ny opinion and that of ny coll eagues that --

-- |l eading foodsafety m crobiol ogists on the planet.
I ncredi bl e!

(Laughter.)

MR, SPERBER: But | would just like to say, as a
way of reinforcing his coments, though | don't have all of
our data on this; in our own cooked turkey operations, in
order to conply with stabilization requirenents of 1999, we
have | ooked at thousands of sanples of cooked turkey and
never found C. perfringens. Al of the sanples were |ess
than 10 per gram

In the cooked beef side of things, we were
concerned about the renote potential of C botulinon growth
during extended -- and in an effort to conply wwth the food
growm h regul ations; and this supports Katie Swanson's
request to harnoni ze according to and across the agenci es.

We did an incidence study of C. botulinon in
cooked neat products. The actual incidents in terns of
percentages was very low. | don't renenber the nunber,
whet her it was | ess than one percent. The spores per gram
in positive sanples was very low, talking in ternms froma
barely detectible anount which is generally around 3 spores
per 100 granms. We did further characterization of those and
found that all of the -- botulinmon which claimto be unable

to grow bel ow 50 degrees fahrenheit and we in fact confirnmed
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t hat .

The concern of C. botulinmon in a lot of -- in the
refrigerated areas is the potential for non -- strains to be
able to grow during the extended refrigerated shelf life.

But there never has been a reported case of botulinon from
non -- C. bot. in such products, and our data so far have
confirnmed that. W don't even find al ot of spores, quite

| i kel y because they are quite heat sensitive and we kill
themin the normal cooking process. Thank you.

M5. GLAVIN.  Thank you.

DR. TOWKIN:. That sounds fine. |In the challenge
studies that we did do with clostridiumbotulinon, and there
are many. Using a canned ham nodel, we added salt and so
on, essentially formulating a canned ham canned m nced ham
and we had zero, 50, 100 and 150 parts per mllion of
nitrite. Even in the cans to which nitrite was not added,
as | recall, it took from 100 spores per gramand it took
about two weeks for themto multiply to such a level for the
can to swell and becone toxic.

Al of that data is readily available still,
despite not being on the Internet, but all of that data are
avai l able on clarifying any concerns relative to clostridium
botul i mon outgrowth, and that was in -- that was in the
absence of nitrite.

M5. GLAVIN. Other questions or coments on this
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presentation? Dane?

MR. BERNARD: Thank you. It's a difficult problem
in the plants for the food mcrobiologists and | certainly
echo their sentinments there. Two observations though if |
may. | heard one of our fornmer coll eagues once say, that a
m cr obi ol ogi st woul d rather use soneone's el se's toothbrush
than their nethods.

In the discussion regarding D values and Z val ues,

echoes essentially that corment. | prefer seeing that when
we get into -- not really so much substantially, but could
significantly bog down the process here. | can assure that

if one goes through the literature and searches for D val ues
and Z val ues and salnonella in various products, you're
going to end up with quite a range of differences in those
nunbers. Many of those differences will be related to the
nmet hodol ogy used at the tinme. | personally have ny favorite
internms of the nethodology to be used, but that is

sonet hing we can -- we can share.

But | just caution and bring up the note that we
are going to find a lot of differences in the published
nature of what people may submt. |'mnot sure that
focusing greatly on those differences is going to be very
fruitful because there are ways to get around that, and that
deals with verification and validation and information

general ly which kind of brings me to ny second point.
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When | asked Dan earlier whether we had any

i ndi cation that current cooking practices were, in fact,
| eading to public health problens, specifically that
question is, first all we have is survivors of pathogens
based on current cooks. And echoi ng John Kobayashi's
comment, maybe we don't know. | recognize that our data
sinply isn't accurate for us to be able to tell when we have
a W despread out break, but to the best of nmy know edge
havi ng been a food processing authority for much of ny
career, | do not recall a single incident where a well -
established, inplenmented and accurately executed food
processes proved to be the problem

| f one | ooks at the outbreaks that we have and
then John can echo this, the one outbreak | think that
stands out in people's mnds is a restaurant-associ ated
out br eak where under cooki ng was the problem W had gross
under cooki ng. The problemwas not m ssing our target 155
versus 158. We're tal king about tenperatures of 120 to 130
versus 158.

So in ny estimation, rather than focus greatly on
if the target is the right target, our noney and tinme would
be better spent in focusing on how we achi eve the targets.
How we i npl enent, how we design and how we verify that we're
achieving the targets should be nore beneficial than

reexamning the targets thenselves. Just sone observati ons.
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Thanks.

M5. GLAVIN:. Thank you, Dane. O her questions or
comments? Are there other people -- as you know, Dr.
Tonpki n was the only one who was brave enough to sign up to
make a comment.

(Laughter.)

But are there other people who would like to corment on this
section of the progran? That is the -- the presentations on
lethality and stabilization?

(No response.)

Okay. Then what | woul d suggest is that we ask
Dr. Engeljohn and his coll eagues, | gather on the second
one, to walk us through -- they're not here yet? Do we need
then? Because we can take an early lunch and cone back.

DR. ENGELJOHN: W can go.

M5. GLAVIN:  You can go? Al right.

DR, ENGELJOHN:  Yes.

M5. GLAVIN: Dan's -- Dan's ready to go ahead.
This is requirenents for the control of listeria.

DR, ENGELJOHN: | just need sonme help here with
the conputer first, | locked it up sonehow.

M5. GLAVIN: If you'll hold for just a few m nutes
whil e we get our conputer working.

(Pause.)

DR. ENGELJOHN: Ckay. I'mgoing to wal k you
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t hrough the portion of the proposed rule that deals -- deals

with the Listeria noncytogenes and the listeria species
testing requirenents. |1'lIl rem nd everyone that this is
Docket No. 97-013P. You have the opportunity to submt
witten coments and we'd be nore than happy to help you if
you have questions about how to do that as an individual or
as an organi zation. The actual references in the Federal
Regi ster whi ch published on February 27th -- and again the
coment cl osing date has been extended now to June 28t h.

In the new -- in the proposed rule, Section 9 CFR
433.4(a) we identify the controls for proposed testing for
listeria species. This is an either/or condition with
regard to the requirenent. Either control is through HACCP
systens of preventive controls, which would identify
Li steria noncytogenes as a hazard reasonably |ikened to
occur after lethality treatnments but before final packaging.

This control for Listeria noncytogenes is non --
HACCP system then it needs to be controlled by listeria
species for testing of the food contact surfaces. So the
requi renent would be that you would test food contact
surfaces using the sanitation standard operating procedures
for listeria species. There's a mandatory requirenent for
the SSOP verification activity for |listeria species. For
| arge plants there would be a m nimum of four tests per line

per nonth. For small plants it would be two tests per |ine
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per nonth and very small plants will be one test per line

per nont h.

For those of you not famliar with the size
requi renents, a large plant would be an establishnent with
nore than 500 enpl oyees, 500 or nore. A snall one would be
499 or less or fewer enployees, but nore than 10, and a very
smal |l plant would have 10 or fewer, or less than $2.5
mllion in annual sales.

Sanitation SOP testing requirenents for listeria
species, in Section 9 CFR 430.4(b) results of listeria
testing would be used to verify sanitation SOPs. This would
be for preventing direct product contam nation or
adulteration of the product and the results nust be nade
available to FSIS for review. This is the regulatory
| anguage contained wthin the proposal. 1In Section 9 CFR
440.4(b) this is a positive listeria species result.

Est abl i shnent nust take corrective actions under 9 CFR

416. 15(a) and (b), this is the sanitation SOP section of the
regul ations, to determ ne and denonstrate that the effective
|l ot or lots are not adulterated with Listeria noncytogenes.
You do this to determne which ot or lots are effected.

The establishnment would hold sanple and test products for

Li steria noncyt ogenes and woul d have procedures in place for
di sposal of effected product. That's the listeria testing

requi renent section.
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M5. GLAVIN:. Al right. Any questions or conments

on this section? Perhaps, any food m crobiologists fromthe
pl ant ?

DR. TOWKIN.  Well, I'd prefer to wait until after
| unch, whatever | am

(Laughter.)
The Agency has assuned that relevant to plant size that the
| arger facilities would certainly have greater inpact with
regard to the anmount of exposure and the nunber of
i ndividuals affected and that's not questionabl e.

However, the majority of listeriosis in the US and
el sewhere, is really associated in isolated cases. If we
t hi nk through, what does that nean? One of the cases that -
- just had recently was franks of 101 cases, and yet we're
thinking in terns of approximately 2,500 per year. Wat
really counts for the rest? |If they are isolated cases, |I'm
not certain. Wile the focus for this Agency in our
di scussions is on, of course, neat and poultry products,
think we should think in terns of foods in general. But |I'm
not certain that we could really reach a concl usion that
size of the establishnment really has a relationship to rate
of exposure in these isolated cases.

M5. GLAVIN. Thank you. OQher -- Kaye? | think
Kaye had her hand up. Go ahead.

M5. WASHSMUTH: | just have a comment on Bruce's
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coment. |If we have a smaller popul ation, a susceptible

popul ation, that would be -- that could develop listeriosis,
t hen exposure would be in relation to the anmount of

contam nated product in the market. |f sonething happened,
if we had a catastrophe at a large plant, than the
consequences could be much worse.

DR. TOWKIN. That's certainly correct.

M5. GLAVIN. Katie?

M5. HANI GAN. Kati e Hanigan, Farm and. One
concern | have when | see the portion under listeria control
via an SSCOP program | have wal ked through in nmy m nd what
this would do to one of Farmand's plants. Just to keep the
nunbers sinple, if you will. |If you're a plant that has 20
packagi ng | ines and you have four different |ots of product
going down it each day, because we are under listeria going
fromclean up to clean up, we no |longer have this two hour
wi ndow of mlitary coding (phonetic), and | know we're al
up to date on that. But you could literally have four lots
of product go over each one of those lines. So on any -- if
you' ve got 20 |lines and you' ve got four |ots of product
comng off of each line, already your at 80 |ots of product
and now we're going to do this four tines a nonth, each |line
is going to be sanpled four tinmes a nonth. |'m making the
assunption here, I'ma large plant. | have 320 | ots of

products that | would want to hold in the event that ny
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product contact surface was positive for listeria species

positive.

The concern | have is we physically don't have the

capacity to hold that type of product in-house at the plant.
W don't have the storage room W woul dn't have enough
trailers to put it on to keep themon the prem ses. So then
if you'll try to ship it off-site to a public warehouse,
then pretty soon I'mgoing to be in violation of the 1996
Pat hogen Reduction Act because | shipped it off-site. 1've
now put it into comerce by the definition that we're now
usi ng of going into conmerce.

So now | have an invalid I would assune, HACCP
program or an inadequate HACCP program if | ship this
product to a public warehouse to store it while I'mtrying
to hold on and wait for ny environmental results. |'mjust
wondering if the Agency has consi dered how conpani es are
going to inplenent this? |If you |look at a conpany that has
multiple plants like nyself, | have 11 plants. Wen we
start tagging up all this product all over, fromall these
plants, | don't think there's enough refrigeration capacity
in the United States in warehousing to hold all this.

O course, | don't think a conpany woul d be
willing to send the product out into the marketplace and run
the risk of getting a positive environmental on product

contact, and then try to take corrective action to prove the
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product comng off of that line is negative. | nmean you

just couldn't run that risk.

DR. ENGELJOHN: Thank you for the comment that
you' ve described. | say that it really is inportant for you
to address that in your witten comments, particularly the
econom c i npact issues of that. The Agency did consider the
i ssue of storage and hol di ng the product while testing does
occur.

| do want to just nake one clarification statenent
that you did say that if you were to ship this product into
a warehouse -- you would not be allowed to do that. | just
need to clarify that the Agency has provided sone clarity in
the past in parts of the regulation directive that we did
i ssue, that the definitions of shipping and produced may
have different connotations. You can still have control
over the product and you haven't conpleted the shipnment in
your records. So that you still have control of that
product and have not conpl eted the shipnment records, and you
want to store it in a warehouse off-site while you're
getting the results -- that way, that's perfectly
acceptable. If that does appear to be a problemw th how
it's being addressed, then that's sonething that we need to
know to make sure that we are communicating that informally
t oday.

So | just want to clarify that one issue. D d you
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nmean that you had conpl eted your shipnment reviews when you

shipped it out, or you had not conpleted then?

M5. HANIGAN: | neant that we have all the CCPs
whi ch were applicable to this product would be within the
establishnent. My understanding, Dr. Engeljohn, of what you
just said was that only applies if | have a CCP | ocated at
this warehouse and that would not be the case. |'m saying
for us all our CCPs would be |ocated within the

establishment. Are you saying that even though they' ve al

-- they're all located within the Farm and establi shnent,
you can still ship that product w thout doing record review?
| don't think that's the current interpretation. | think

the | ast CCP would have to be at the warehouse. So if
you' re tal ki ng about a warehouse |ocated 200 mles fromyou,
going over to look at this CCP and do a record review, that
initself presents a whole other facet to this.
DR. ENGELJOHN: W'l make a special point of
| ooking into the issue to see how we are inplying this.
woul d say that it is not our intent to have you to do a CCP
el sewhere. If you still have control of the product,
simlar to your own status in which you can pull that
product back, that was again the consideration that the
Agency had, but we will certainly follow up on that issue.
M5. HANI GAN:  And you want ne to conment on that,

as well, as to what the definition of in transit -- into
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comrerce neans? You want that included in the comments?

DR, ENGELJOHN: Wwell, yes we would |ike that as
part of the record of what you're going to submt, but we
can -- | will look into this other issue as well neanwhile.

The Agency did nake clear that we are | ooking for
econom c inpact data, particularly wwth regard to what the
plants do with present practices and what alternatives or
suggestions that you would have for how to deal wth the
issue of listeria species positives and the handling of that

pr oduct .

If we are presented with sanpling plants that are
based on science with regard to how such a program shoul d be
devised, that's the type of information also that we're
| ooki ng for.

M5. HANI GAN: Katie Hanigan still at -- still
with Farm and. One other thing that | think would be
hel pful, if the Agency coul d provide sone gui dance nateri al
as to really what is a scientifically or statistically-based
sanpling program because those questions continue to cone
up nore and nore for those of us out in the field.

Once you |l ook at if you do have a generic positive
for listeria species, if you get into a sanpling plan that's
i nvol vi ng t housands of cases of product how nmuch testing is
enough?

DR. ENGELJOHN: It's a very good point. Wen you
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recogni ze that the guidance available to the industry, in

particul ar small businesses, it's critical. W do want that
kind of information. W did not have access to such
information when this rule was pull ed together.
| do want to just nmake it clear because | know

there may be sone m sunderstanding of the intention of the
proposed requirenents for listeria species testing. FSIS
has proposed the mninmumtesting requirenents that we deem
necessary to have docunented within the control prograns
that you have for verification of SSOPs. Those -- the |evel
or frequency of -- was not determ ned to be based on
scientific efficacy of an appropriate SSOP. So that was the
pi ece that we did not have and that we made -- we tried to
make clear in the Preanble that we were seeking information

If we had that information, as quickly as we have it, we

can nmake it available today for comment and gui dance as part

of our conpliance information. It also would informus on
how we shoul d proceed with -- conpletion on this issue.
A PARTI CI PANT: Charles from-- | guess |I'ma

little bit confused because |I'm | ooking at this docunent
that not everybody has seen yet. But to Katie's point, if
the sanpl es surface, and we get a positive, and hopefully
that product's in the warehouse. But this docunent here
says, "Results and foll owup based on product contact

surfaces."
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It says, "Once the product contact surfaces found is

positive for the nunber of sanples indicated in the HACCP
plant for listeria species, the next nodified -- sanple and
test -- ." So that indicates to ne that if ny HACCP plants
tests -- positive twice in a row, for exanple, then maybe
I"mtesting -- I'll have to test the next lot. But now what
you were saying is that if | find any positive at all, |'ve
got to go back and test the |ot.

Basically in the conversation yesterday | think we
resolved that there is no really a true coloration of
listeria species. There was in sone cases and in some cases
not. So I just look for sone clarification on exactly where
we're going wth this?

DR. ENGELJOHN: Again, part of where the Agency
was comng fromthat the issue here is to be able to nmake a
determ nation that product that potentially is effected by
the listeria species positive on a product contact surface
already the product is not adulterated. The issue is to
make a determnation fromthe justifications and the type of
reasoni ng that you as an establishnent would have to
determ ne why your product would not be adulterated. You
can | ook for guidance of whatever it is you want to see in
the conpliance guide and prograns that we put together as to
what woul d be hel pful

M5. RRCEE KimRice with the Areri can Food
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Institute and Dan you may want to answer this question after

| unch when your other colleagues get here. There were a | ot
of -- and you indicated in answering sone of these questions
-- alot of requests for data in this session. And the
Agency was up front that they didn't have data to justify a
| ot of what they were proposing. It would be hel pful to us
in preparing our comments if the Agency could at | east
review this afternoon, and perhaps later provide us with
exactly how they need that data to nmake a deci sion, because
we' ve been down this road where you ask for data and we give
you data that's not exactly how you may have wanted. So
we've got to go and redo the data oftentines.

So I would just ask that if you want to handl e
that right now, we can do that or if you want to wait unti
after lunch that would be very hel pful for those of us who
are trying to pull information together from our nenbers and
for those conpanies that are doing it on their own, as well,
to know exactly how the Agency wants it and what they're
going to need to nake those decisions to justify what you're
pl anni ng to do.

DR, ENGELJOHN: | think we can try to cone up with
sone t houghts on what we think would be -- can you tell ne
what issue you're addressing though? Are there specific
i ssues that you are referring to?

M5. RICE: I'mtalking about this particular
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section of the rule.

DR. ENGELJOHN: Right.

MR. DERFLER: Are there any nore questions?

M5. HANI GAN: | have one nore.

MR. DERFLER: Ch, I'msorry. Go ahead.

M5. HANI GAN.  Perhaps you could answer this this
afternoon. But as | understand it -- SSOP programt hat
there was, if you will, the way it was proposed, there was

no option at the first listeria species positive on the
product contact surface neant | had to, if you will, prove
the product comng off the line was not adulterated. This
is where | get confused. | thought if | had it in ny HACCP
program based on what these conpliance guidelines are
witten, that if nmy HACCP program says |'mgoing to | ook for
a trend on the product contact surface that we woul d take
action based on what ny HACCP programis saying. |Is that --
is that not correct?
DR, ENGELJOHN: I'Il just nmake sone clarity there.

There is a slide that I showed you that gave an either/or
situation. You control Listeria nonocytogenes through your
HACCP pl an as a exposure for ready-to-eat neat product post
lethality treatnent -- control it that way how you deem
necessary in your HACCP plan. And you follow up through
your HACCP plan as to how you're going to propose your

corrective and foll owup action and how you're going to deal
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with a listeria positive result as part of your HACCP

ongoi ng verification.

If you don't address Listeria noncytogenes in the
HACCP plan, but it's used to deal with the sanitation SSOPs,
we woul d have to follow the requirenents that are |listed
here, meaning that we would sanple at the frequency --
|isteria species. |If you get a positive result, the
establishment has to take corrective action to determ ne and
denonstrate that the effected lot or lots of product are not
adulterated with Listeria noncytogenes. So if | answered
your question correctly, if you have a HACCP pl an
controlling Listeria noncytogenes, you would identify in
your HACCP plan what you wanted to do with regard to -- with
regard to listeria species and so forth. That's true, that
was our intention when we wote this rule.

I f you chose not to deal wth it in the HACCP pl an
but through the SSOP, you have to follow these requirenents
as a mnimum Qur expectation would be that your sanitation
SSOP woul d have nore conpl ete procedures for your daily
ongoi ng procedures, but at a m ninmumyou wul d have to have
this level of testing and have this followup action if you
have a positive result, but that's if you address it solely
t hrough the SSOP and not to HACCP. Did | clarify that?

M5. HANI GAN:  Very well. Thank you.

MR. EMERLING Stan Enerling. The concern | think
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| have having |listened yesterday -- and probably | should

first disqualify nyself as a science-based person because |
amnot. | haven't had that type of training but I listen to
what | hear here. There seens to be no consensus what soever
of any correlation between listeria species and Lm

And I"mwondering if we support strongly food
safety neasures, | nean because it's in our best interest
that what we put out is safe for consuners. But |I'm
wondering if whether we're not putting alot of people's
| ives, because | think it's even affecting lives -- wth al
the species testing that is the requirenent fromyou that
actually may be of no use. Because if there is not a
correl ation between that and Lm then why are we doing it as
| heard yesterday, we have all kind of different serotypes,
sonetinmes even the ones that have been damaging to public
health. OQher times that serotype is not.

And so |'' m wondering whether we're just putting
| ayer upon | ayer of regulatory performance standards on top
of the industry when we're not affecting the public health.

| would really suggest that sone paraneters for it would be

better served -- these types of prograns woul d be nore
appropriate -- performance standard and particularly with
t he species applications that you' re asking for.

DR. ENGELJOHN: Thank you for your comments. It

woul d be very helpful to the Agency if you could identify
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what sonme of those alternatives would be to a regulatory

proposed requi renent and that would help us informour
deci si onmaki ng.

As pointed out in the Preanble, the Agency has
made the determnation that there is a lack of control for
Li steria noncytogenes in ready-to-eat neat and poultry
products. For that reason the Agency identified a nunber of
reasons as to why we deened it necessary to address either
t hrough the SSOP or through the HACCP prograns.

We did have a discussion in both the front part of
the Preanble as well as the econom c inpact analysis before
we di scuss tonorrow afternoon with regard to the inpact on
very small, small and |arge establishnents. And what we
believe to be the I evel of control of listeria species types
of progranms in place in the various types of establishnents.
W recognize that there is an econom c inpact, but we al so
believe that it's necessary as we propose to put in place
sone mandatory requirenents that also require records to be
made available to the Agency to be able to verify what the
establishments are doing.

M5. GLAVIN. Kaye and then Bernie.

M5. WACHSMUTH:  |'Ill begin by saying | amnot a
food m crobi ol ogi st.

(Laughter.)

But we have quite a few know edgeabl e people in the room and
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what 1'd like to do is just present ny understandi ng of why

species is a way that we should go and see if the food
m crobi ol ogi sts disagree with this.

There's no direct one-to-one correlation which was
provided in the data yesterday. But the fact that you found
speci es when you had very | ow nunbers of noncyt ogenes woul d
seemto ne that it mght be a nore sensitive indication that
you coul d have a noncyt ogenes problemthat you m ght even
m ss just going fromone noncytogenes.

| was al so under the inpression that species
testing would be a result that you could get faster and
cheaper than going from noncytogenes. So | would -- | would
have thought that these woul d have been advantages to
species testing. W're not tal king about drains, we're
tal ki ng about product contact surfaces. |Is this notion
wr ong?

M5. GLAVIN. Bruce, Bernie, we're going to hold
just a second on yours if you don't m nd.

A PARTI CI PANT: That's okay. 1'm--

M5. GLAVIN. Ckay.

A PARTICIPANT: =-- | think I'"lIl stand.

M5. GLAVIN. Ckay.

DR TOWKIN:. |I'msorry, Bernie. This is Bruce
Tonpkin from ConAgra. There are a nunber of reasons why we

are in the situation of testing for listeria-like or
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|isteria species, but we do that and in the case of cost,

for exanple, and tineliness you can do an analysis for
listeria-like and essentially in the second day | ooking for
bl ack tubes (phonetic) as the first clue.

The first day is enrichnent and the second day is
for black tubes and then the third day, whether you have
listeria-like on the plates. So, essentially two days or
three days here you're working with sonmething. W' ve been
doi ng that on environnental sanples and the cost is about
$4. 00 per sanple.

Now the key to this using listeria-Ilike or

|isteria species is what do you do with the data? | know
that we have stated that, "Well, it's an indicator or an
i ndex or whatever it's called.” So it gives us sone

i ndication as to whether we have control or not on that
particular line and that gives us the information we need to
make a judgnent to bring about control, fix sonmething. So
it's arapid, relatively cheap way to go. The key thing,
however, is there's been a m sunderstanding of what to do
when you have a positive listeria species. Do not ignore
it. If youignore it, you can, in fact, be jeopardi zing
consuner health because sone of those species may, in fact,
be Lmand lead to food-borne illness. So the key is, we
have an indicator that's cheap, but you nust respond to

every positive. |If you don't respond that's when the
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problens really arise. Does that hel p?

M5. GLAVIN: Yes, thank you. Bernie, thank you
for your patience.

MR. SHI RES: Bernie Shires, Anerican Association
of Meat Processors. | had a question for Dan, really a
clarification question |I guess, in what you're talking about
there as a response by the plant to a positive test result
for listeria species, is that right? Were you get into the
fact, when we get to tal king about making a determ nation as
to whether there's an adulteration with Lmor not. How, for
exanple, do you envision a small plant, a very small plant,
taking that positive result fromLmand then determ ning the
lot or lots that would be affected and how nuch woul d have
to be held and sanpled for Ln?

DR. ENGELJOHN: Bernie, | think the issues that
you rai sed are issues for which the Agency really would Iike
an inforned scientific reason for how to devel op gui dance
fromthe very smallest establishnments.

The nunber of sanples necessary to take and which
products and how frequently to do that, all those issues are
things for which we do need information that we can then
pull together to nmake available to small businesses. Had we
had that information on how nmuch sanpling and at what
frequency and at what |ocations we would have made t hat

avai l abl e as part of the docunent to be commented on for the
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rul emaki ng process. That is specifically what we're asking

the scientific comunity to cone forward with, with their
best expert judgnent or gui dance maybe fromthe

I nternational community that would hel p us put together
gui dance for plants.

MR, SHI RES: (kay. Because many -- the reason
raise it is part of the reasons that many -- for nmany of us
who run very small plants, as you know, we're making a
mul titude of products, anyway. That's another issue that |
was going to raise and question that maybe this is sonething
-- maybe this is sonething we need to comment on as well.

There's | arge nunbers of products that they're nmaking

conpared to lines how many -- how nmany tests will we end up
having to do? That's a -- that's a question we have as
wel | .

DR. ENGELJOHN: To just sinply state, if you're
doing the SSOPs, then it would be four production lines from
where the meat product had contact, those lines if you're a
| arge plant, two tests if you're small and one if you're
very small.

The details as to the specifics of how you ration
t hat out across product lines, that's what we woul d be
seeki ng comment for or have you ask questions for clarity in
the coments that you submt to us.

MR. SHI RES: Cxay.

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 R
g A W N P O © O N O O A W N B O

96
M5. GLAVI N: Yes?

A PARTICIPANT: |If a plant decides to go ahead and
put this in their HACCP programor as an SSOP | nean --
excuse me -- as a CCP, will we have an opportunity to have
it reviewed by the Tech Center or will we be at the nercy of
an inspector at the plant?

DR, ENGELJOHN: | would -- could we get your nane
for the record?

A PARTI CI PANT: Sure, ny nane is Bill Gates.

(Laughter.)

DR. ENGELJOHN: | didn't nean that. So I'd
foll owup with you.

(Laughter.)

A PARTI CI PANT: |'ve been around for a long tine,
too. | don't bruise that easily.

(Laughter.)

DR. ENGELJOHN: The Agency has received prior to
us publishing this proposed rule, various proposed processes
for which establishnments are | ooking into doing just to get
feedback fromthe Agency. The Technical Service Center does
have a group of experts that are there to provide you
gui dance.

W are not going to be |ooking at a renewal to
gi ve you an approval or acceptance of that procedure but we

certainly can give you guidance on what we think is things
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to be concerned about and to think about, but we have done

that on a case-by-case basis. W really are |looking for as
much information on this issue as possible so that we can
wher e possi bl e, condense the data and put it into the final
conpl i ance gui dance that we can nake avail able as quickly as
possi ble so that industry can use it. So as we have
information that conmes forward that establishnents or
institutions are wlling to share, that would be the kind of

information we would -- if we look at it and we think it is
sounds reasonable, that would be the kind of information we
woul d want to put in our conpliance guides.

M5. GLAVIN. Katie?

M5. SWANSON: Katie Swanson, Pillsbury Conpany.
Yesterday during the scientific presentations that were
made, there were several speakers tal king about intervention
Strategies to prevent listeria growh through preservation
-- preservatives and that kind of thing.

The risk assessnent that was -- the draft risk
assessnent that was just published suggests that growth of
the organismis a risk factor that -- or it magnifies
potential risk. As I'mreading this, however, | just want
clarity. This requirenment does not seemto have an
al ternate approach for preservatives, for exanple, that
woul d be added probably before cooking or, you know,

inventions like freezing that would prevent growh after
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packaging to provide a different approach on this listeria

nonocyt ogenes. Whuld that be sonething that would be or
shoul d be entertained?

DR. ENGELJOHN: | think the Agency woul d wel cone
i nput and any cl ear exanples of what it is that you're
expecting or thinking about doing. |If you're going through
the HACCP program as the proposal is witten, if you're
addressing that issue through HACCP you have consi derably
nore flexibility there than you do if you're solely going to
address it through the sanitation SOP.

The sanitation SOP does not give you the
flexibility to look at other than listeria species. For
instance, if there's sonething else you want to use as an
i ndi cator, the SSOP, as proposed, does not give you that
flexibility. W need to ponder on the appropriateness of
t hat requirenent.

But in the HACCP plan, we did recognize that there
are situations where interventions may be avail abl e,
avai |l abl e today and then how the | anguage to the proposal
should be treated to allow for that flexibility. So that if
you can docunent that you have this pathogen controll ed,
then you should be allowed to address that through your
HACCP plan. So we woul d be | ooking for specific exanples
that woul d be very hel pful to us.

M5. SWANSON:.  Ckay.
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M5. GLAVI N: Dennis? And | think | have two

peopl e back here, is that right? You both? GCkay. Let's
go, Dennis, and you two can fight it out as to who's next.

MR. JOHNSON: Denni s Johnson. |I'm probably the
worl d's worst mcrobiol ogist --

(Laughter.)

-- but I ama | awer.

(Laughter.)

| do have a question. Dan, what |'ve heard today
is very encouraging. | like the words you've been using.
The HACCP pl an addresses Listeria nonocytogenes and |
understand that you can't flip back to a slide earlier, but
one of the slides, that the alternatives are, you have
determ ned that a food safety hazard isn't likely to occur
or are you doing it under the SSOPs?

If you read the regs, once you have determ ned
that a food safety hazard isn't likely to occur you have to
have a CCP. CCP's are a lot different than address, you can
address for verification, you can address through hazard
analysis. So I'mkind of curious if you' re -- that |anguage
woul d mandate a CCP but if we're supposed to have the
flexibility to handle this and put it on our plans how we
deem best, which is it? |Is it the |anguage which gives you
t he mandatory CCP which you guys don't mandate, right?

(Laughter.)
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O are we saying we have to address it, which is really what

| think you were gunning for?

DR. ENGELJOHN: This is the actual |anguage
contained in the proposal which nakes it very, very specific
that you have to address it as a hazard. |f you' ve
identified it as a hazard reason not to occur, that would
result in a CCP as the regulation is currently witten and
as the | anguage here woul d propose. The Agency is seeking
input on howto treat this | anguage or to address it
differently if you see that to be appropriate. | nentioned
the i ssue about maybe ot her ways to control Listeria
nonocyt ogenes that we believe are valid and so this is the
| anguage proposed. We're open to input as to how we can
make it nore flexible or to maybe change the tone or
direction of it.

MR, JOHNSON. Okay. Just was trying to see
whet her or not -- because there's a bit of a dichotony
bet ween control and CCP.

DR ENGELJOHN. As we --

MR. JOHNSON: -- and the CCP.

DR. ENGELJOHN: -- we nade the determ nation that
for ready-to-eat products that are handl ed post-lethality
prior to final packaging, that it's reasonable that there
woul d be a hazard -- that's the determ nation we nade. But

we did go one step further to say, "However, you may be able
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to address that, sone environnental issues in the sanitation

SOP's also.”" So we did provide the flexibility with regard
to HACCP and SSOP's. If you have other alternatives you
want the Agency to consider we are clearly open to that

t hrough the comment phase.

MR, JOHNSON. Thank you.

M5. GLAVIN: | think we're next here.

A PARTICIPANT: | think he made nmy point, | won't
have to.

M5. GLAVIN: Al right.

MR. BEUCHAT: Thank you. Larry Beuchat,
University of Georgia. A coment on the discussion relative
to non-Listeria nonocytogenes speci es versus npnocyt ogenes.
There is data that you shared with us today, | think largely
if not entirely were fromsanples taken fromlocations in
pl ants other than the surfaces thenselves, the food contact
surfaces. The ecology, the environnent, in the drains and
the floors are quite different than it would be fromthe
contact -- food contact surface and could therefore result
in different results and the predom nance of different
species, could. That | think we need to consider.

The question | have in trying to better understand
the rationale for the mandatory frequency, the differences
| arge, small and very small. If, for exanple, a very smal

pl ant has the very sanme line as does a |large plant and that
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very small plant is running at 100 percent capacity, but the

| arge plant the sane |ine runs at 50 percent capacity, would
it -- would the results that would cone out of the testing
at these frequencies really exceed the degree of confidence
relative to the risk of the product per consunmer consuned by
t he public?

I"mtrying to understand the rationale in terns of
establishing a |l evel or degree of risk, if you will, if the
frequency of testing the lines and that being whether the
plant is large, small or very snmall?

DR. ENGELJOHN: Thank you, Larry, for bringing
that up. | just at this point, just to provide sone nore
i nformati on and nmaybe trigger sonme thoughts for comrent.

On the first issue with regard to, again the listeria
species in product contact surface versus just environnental
sanpling, for the SSOP requirenent as listed here in the
proposed rule the plant may, in fact, be doing environnental
testing and choose to do environnental testing. But if
they're addressing listeria species through the SSOP in |ieu
of HACCP, as contained in this proposal, it would have to be
food contact surfaces.

So this does not give flexibility to environnental
sanpling. That may be sonething that you -- that the plant
is doing and that we woul d expect to be doing, but as far as

the requirenents of the proposal the requirenent is that we
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have to at a m ni mum have evidence that you're testing for

verification of SSOP on the food contact surface.

Wth regard to the distinction between the |arge,
smal |l and very small in the product sanpling frequencies,
there was not intended to be sone |evel of confidence
associated wth that degree of sanpling and the risks that
woul d be associated with it. The issue here was that there
woul d be -- if handled through the SSOP there would be a
m nimum | evel of testing that had to occur for which the
records would be available and we just made the distinction
between |l arge, small and very snmall because of the econony
of size within the plant and that it gave some econom c
relief with regard to the anount of testing that had to
occur. It was not intended to inply that there would be a
greater degree of confidence that if listeria was there, it
woul d be found.

Had we had that kind of information to base the
rul emaki ng that woul d have been formul ated as part of the
proposal. That is the type of information we're seeking.
We did make the public health judgnment that |arge plants
produce nore product, you bring up the point that they only
produce a quarter of capacity or 50 percent capacity. But
we just need the distinction so that there would be sone
econony of cost here with regard to the anount of nandatory

testing, not intended to inply sone verification of
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confidencing risk. If we -- that's the type of information

we truly would |ike to have. It may not be nade part of the
regul ation, but certainly could be made part of conpliance
gui dance for how to neet an appropriate or approving and
SSOP and HACCP program

MR. DERFLER: This is Phil Derfler. There's
sonething I'd like to add to that. | nean we've said that
what we're trying to do is nake our regul ations as
consi stent as possible with sound science and commopn sense.
There's al so other statutory nandates that we work under
i ncl udi ng the SBEFA, which is the Small Business Economc --
| don't know -- Fairness Act, which essentially says that we
have to take into consideration in doing rul emaking the size
of plants and the econom c inpact on them and stuff |ike
that. 1In the absence of what we felt was adequate data, we
devel oped this in consideration of trying to mnimze the
burden on small and very small plants and yet at the sane
time try and acconplish what we -- what we were trying to
acconpl i sh

If there is scientific data that will help us do
that in a nore effective way we really welcone it. | nean
that was a question | asked of Dr. Wedmann yesterday and he
kind of blew ne off. So | nean we need --

(Laughter.)

-- we need that kind of data. Thank you.
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M5. GLAVIN. Thank you. Ah, you got up to the

front of the |ine.

(Laughter.)

MR, GROSS: Sort of reorgani zed.

(Laughter.)

John Gross. Dr. Engeljohn, there's -- there's
sonething | just don't understand and probably everybody
el se in the room does understand it, but if sonmebody coul d
take just a mnute to explainit to nme. |If you identify
Li steria noncytogenes as a hazard likely to occur in your
HACCP pl an you' ve done a risk assessnent and you say, "Ckay.

It's probably going to happen.™

Regul ations of the SSOP 416(a) says, "All food
contact surfaces including food contact surfaces of utensils
and equi prent nust be clean and sanitized as frequently as
necessary to prevent the creation of unsanitary conditions
and the adulteration of product. If you identify for your
HACCP pl an Listeria noncytogenes as |likely to occur, aren't
you sayi ng that the SSOP doesn't work?

DR ENGELJOHN: Now I would just clarify that.
Wth regard to this proposed rule and with regard to the way
the HACCP regul ations are witten, you have identified
Li steria noncytogenes in this case, as a hazard reasonably
likely to occur fromwhich you can have in place at a

critical control point, sone treatnent or neasure that wl|
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control by reducing it or elimnating it, or preventing it

from occurring.

The SSOP requirenents are a bit different in that
you're dealing with direct product contam nation and the
sanitary operation of the plant. W view the SSOP, in
essence, as a prerequisite program It's sonething that
shoul d occur with regard to daily sanitation and operation
of the facility.

In the case of ready-to-eat products that have a
post-lethality -- prior to the packagi ng the consideration
that has to be given is, is there opportunity there for a
pat hogen to be introduced to that product such that it's
critical that we can reduce, elimnate it or control it? 1In
this case, the establishnment would need to nake that
decision as to, is there the potential that on handling ny
ready-to-eat product post-lethality, prior to packaging,
such that | need to control Listeria noncytogenes?

I f so, then our expectation would be that not only
are you addressing it in sonme fashion in the environnent
t hrough the SSOP but you have your HACCP plan specifically
addressing at the control point how you' re dealing with this
particul ar hazard. Does that help clarify the issue?

MR GROSS: | -- | --

DR, ENGELJOHN: We -- let ne just put it this way,

W th Listeria nonocytogenes, we recognize the fact that it
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isa-- it is truly an environnental contam nant that is

ubi qui t ous throughout the environnent inside and outside of
the plant. It's different than the -- pathogens that cone
in on the product, for the nost part. This means airborne.

It frequently can be there and just sinply flying in the
air on things, or on the floor and the water. It presents a
different situation.

For those products that are going to be handl ed
after lethality treatnent before packaging our issue is you
need to make special consideration as to does that present a
hazard reasonably likely to occur, so it would need to be
addressed in HACCP. If not, then if you're handling ready-
to-eat product that neets the criteria of this proposed
rule, then you at a m ni mum woul d have to address your
m ni nrum sanpl i ng conponents in your SSOP; so handling this
particul ar pathogen in HACCP differently than nost other
pat hogens that we have out there. The other pathogens that
we are aware of at the nonment that we consider to be

appropriate to be handled either in the SSOP or in the HACCP

pl an.

MR, GROSS: Gkay. Thank you.

MR. SPERBER: Thank you. |1'mBill Sperber from
Cargill. | mean no irreverence on this first comment, but |

have an atheist friend who says, "Nothing fails |ike

prayer." In the context of food safety I would say when it
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cones to assuring food safety nothing fails |like product

testing. In this case of the sanitation SOP, if you find
| isteria species and your corrective action drives you to
product testing, you're eventually testing for -- you really
don't have a prayer of a chance of finding it in the
finished product because of the statistics of the
saturation. It would be an unusually grossly, heavily
cont am nat ed product to have an incidence of listeria of one
percent of finished packaged product, but even at that very
hi gh i nci dence you woul d have to anal yze 300 sanples to have
a 95 percent chance of finding one positive.

So what does that do for small and very smal
pl ants? That woul d be an enornous burden for a | arge plant
but what about the smaller plants who are produci ng a dozen
products? They can't sanple hundreds of finished products
to be able to find a positive.

In the last couple of years there have been two
| ar ge foodborne outbreaks of listeria attributable to
hot dogs and to cooked turkey products. |In each case it was
extrenely difficult to find Lmin those finished products.
So if you're going to try to manage this in the second
section by sanitation SOP's you really don't have a prayer
of a chance of controlling the Lm hazard by that.

I f you have products that are potentially

hazar dous because they can support the growh of Listeria
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noncyt ogenes during refrigerator shelf |ife, you' re going to

have to rely on process control and not product testing. |If
you extrapol ate that to your proposed rule you will for npst
products need to have a CCP in your HACCP plan and not rest
your case or try to base your strengths on sanitation
sanpl i ng.

DR. ENGELJOHN: Thank you. | would really
encourage you to wite that down and give sone nore
description as to the appropriateness of, if the issue is
that SSOP's are not an appropriate alternative for this
proposed rul emaking, then | think that's sonething that you
truly need to put in witing and submt as your conment.

MR, SH RES: Bernie Shires. The question | wanted
to raise with you, Dan, basically had to do with CCP s.

From the di scussions and the presentations that were nade
yesterday and fromtalking to scientists at universities and
ot her sources, basically all the plants have these two

choi ces that you've outlined for us this norning.

The critical control point, if you're going to say
that it's a hazard reasonably likely to occur and so it has
to be handl ed through a HACCP plan, for snall and very snal
plants, the CCP's that they would have to come up with to
make this part of the HACCP plan seemto be few and far
between. | just wonder if there is sonme kind of -- if the

small or very small plants are not going to have the sane
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opportunity because of cost and other economc factors, to

come up with critical control points that -- that the |arger
firmse would have? This is sonmething I think -- what one of
ny comrents is about. | think this is sonmething the Agency

needs to consider especially in | ooking at your econom c

factors.

The other point | wanted to nake is that in terns
of -- another person raised it here kind of -- the nunbers
that you cane up with for testing. | nean | can think of
pl ants, small plants, that would maybe doing -- small and

very small plants that m ght do one hundredth or one two
hundredth or one five hundredth of the product. For
exanple, let's say a large facility mght do. So how do the
nunbers 402 and one cone out? D d you shake sone dice or --

(Laughter.)

-- I"'msure that's not the case, but what was the
-- what was the justification for those particul ar nunbers?
Because you're really not going to necessarily get the sane
correlation here.

DR. ENGELJOHN: Again as we explained in the
Preanble to the proposed rule, the nunbers were devi sed
sinply to give sone flexibility in terns of econony of scale
or the burden on | arge versus snmall versus very, very snall
They are not based on determ nation of efficacy or on

prevention of risk or confidence.
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I f you have ot her suggested sanple frequencies

that woul d be nore appropriate such as one test per order,
or whatever, we would welcone that. W'd also |ike sone
justification that you woul d have as to why you think that
woul d be nore appropriate than the nunbers that we're

pr oposi ng?

We're truly looking for a nore scientific basis
for having the nunbers there. R ght nowthey' re sinply as
m nimum | evels for verification of the SSOP. Qur
expectation is that the plant woul d be doi ng many ot her
things on a daily basis, on a hourly basis, with regard to
control of pathogens in their products. At a mninmumthis
is what we are proposing to require as having docunentation
avail able to FSI S

M5. GLAVIN. W have soneone at the table here?

MR, TOURJE: Yes. Tom Tourje. Just one comrent.

Several tinmes you've nentioned -- after lethality, before
packagi ng; and issues have conme up there. |In operations
where that's not the case, where the product was packed at
lethality, it doesn't look |ike there's any option to
address that. It just |looks like we're being forced to pick
as a CCP just out of -- you know, the easiest way out but,
in essence, the product being packed at lethality should not
be required to be picked as a CCP nor should it be required

to have an el aborate testing program
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DR, ENGELJOHN: | will say that the way that the

rule is witten again that the issue here is -- oh, |'ve
punched the wong thing --

(Laughter.)
-- | have to stop pressing these buttons.

(Laughter.)

| would say the issue is the Agency was concer ned
about product that are mani pul ated. They may be cooked in a
bag and then renoved fromthe bag and exposed to the
envi ronnent and then repackaged. Those products that --
canned products, for instance, which are in a container for
which there is no opportunity for external contam nation the
Agency identified that as -- as an issue and wanted comment
on how we could tweak the | anguage or nmake sure that we
address the | anguage so that this part for which lethality
is sufficient and there's no opportunity for a re-
contam nation or post-process contam nation then we're
| ooking for coment on -- as to what we should do about this
proposed rule in either addressing them or not addressing
t hem

We agree that if you have produced a product in a
bag for which it's not going to be contam nated after --
after it has been cooked that there probably should be sone
different considerations given. So we would wel cone input

on t hat.
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A PARTI Cl PANT: Thank you.

M5. GLAVIN. Yes, sir?

MR. HABTEMARI AM  Thank you. It's not by design
that | ask the question --

M5. GLAVIN. Ckay. Can you give your nane?

MR. HABTEMARI AM  Yes. Tsegaye Habtemariam from
Tuskegee University. | wanted to coment on Dr. Swanson's
comment earlier which | did think is very inportant. It's a
very inportant prem se and rationale and I'm gl ad
Dr. Swanson is back, too. There's a point that she made
that listeria species is literally -- if I use the word
intentionally, an indicator for Listeria nonocytogenes and
if listeria species cannot be that representative wthin the
sane series (phonetic), | can't inmagi ne what ot her organi sm
could cone close to that.

The ot her point is about the cheap and easy --

whi ch could be done. It sounded to ne, very rational. |'m
not a m crobiol ogi st but an epidemologist. It nade a |ot
of sense.

The problem the fundanental problem that we saw
yesterday and based on Dr. Widmann's report, if you
remenber the results that listeria species do not correl ate
with Listeria nonocytogenes; you find one and correct it.
But it was based on pilot studies. There are several pilot

studies out here reporting. Now pilot studies, if they're
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conceptual, can provide very useful data, -- test but really

not conclusive, definitely not powerful to nmake inferences
that are significant, such as in this case. | think what
woul d really be useful, especially to look at listeria
speci es on product as well as Listeria nonocytogenes. |f
you really have an appropriate sanple size, a |larger sanple
size and, in fact, then do a correlation analysis and then
you see the <correlation -- that would have been | think,
nore substantive and nore conclusive in ny opinion.

But | think this is clearly -- to really end up
with this very significant and very inportant concl usion
that the species is not indicated for the other Listeria
nonocyt ogenes maybe to ne, is a little premature, but |
think it is a very inportant rationale in terns of what
you' re proposing to do, in ny opinion anyway.

M5. GLAVIN:. Other comments or questions?

(No response.)

Let nme get a sense of the group. W are schedul ed
to return after lunch and I would Iike to know are there
peopl e who want to, have comments to nake and have
addi ti onal questions to nmake on the two subjects we have
covered so far? The answer is one?

A PARTI Cl PANT: Yes. Behind you.

M5. GLAVIN. Ckay. Then -- then ny suggestion is

that we take a lunch break and return at 1:30. GCkay. Thank
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you.
(Lunch break at 12:33 p.m)
(Meeting resuned at 1:44 p.m)
M5. GLAVIN. Good afternoon. Thank you for com ng
back so tinely. Before we broke for lunch we were still on

the requirenents for the control of listeria and then a
nunber of you indicated that -- that you had further
questions or discussion or coment. So | don't know who is
ready to go first.

M5. GLAVIN. Dan tells nme he's prepared to answer
a question that arose this norning. So why don't we let him
do that.

DR. ENGELJOHN: Dan Engeljohn wth USDA. The
question was asked about the format for submttal of data
particularly related to listeria type of data. So | have
Wal ter and Victor Cook prepared to answer questions about
their needs in terns of looking at it froma m crobi ol ogi cal
standpoi nt and then Warren Lang is going to speak to the
i ssue of the statistical types of information that we would
be | ooking for.

A PARTI Cl PANT: Thanks, Dan. It makes sense to ne
that any materials that you submt to us would be nore or
less in a draft form

A PARTI CI PANT: We can't hear you.

A PARTI CI PANT: |'m sorry.
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A PARTICI PANT: | can't hear you right here.

A PARTICIPANT: It seens to nmake sense to ne that
any information that's submtted to FSIS as far as
scientific findings is concerned, would be in a formof a
draft in the format sonmewhat simlar to what you woul d
submt to a scientific journal for publication, that is, it
woul d have materials in different sections and
interpretation of data and -- interpretations of data and
sone concl usions and any additional reference nmaterial s that
you'd like to include as well. And | think that there was
al so sonme tal k about the actual -- data solution.

A PARTI Cl PANT: When | think of data, | think of
certainly -- submtted or one of the things about --- and
that's to sort of focus on what question, you know, what is
really the answer. |If the issue is, as what was di scussed
this norning, what is the correlation between listeria
species and Lmand if that -- if that would be an inportant
issue, then it's certainly -- sort of have information that
sort of -- and that relationship and that is the HACCP
process, specific products that were -- you know, the size
of the establishnment and other things that people think
m ght -- mght be available that would -- that could
possi bly have caused in one establishnent, you know, for
that relationship to be different than others.

| nmean -- things |ike environnent -- or not or was
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that -- maybe these characteristics -- the extent to which

t he product had been exposed to the environnent the tine or

sonething. You know, it's really hard to -- nowthat's a
specific question and trying to get an answer. |s that
relationship -- I nmean other than that -- devices, that

you' re presented with would even -- this -- this information
hel ps answer this specific question and why. | nean, it is
hard to know without really know ng what -- what question
you're trying to answer, it's -- how far is soneone invol ved

in the data analysis. Until you really get to fol ks on what
question you're trying to answer. |It's really hard to get
nore specific answers than you are. Wich data variables do

we think could be effecting the relationship of trying to

measure -- and answer the question right?
M5. RICE: Well -- thisis KKmRce with AM.
Since I'mthe one who asked the question -- with the

vari ations between the establishnent-- ny nenbership and
sone of the other food associations that are -- | assune
will be trying to answer sone of these questions and
col l ecting them

The facilities thensel ves have so many different
vari ables and on top of that the frequencies at which they
test, how they test, the nmethods they use, etcetera. Al of
those things are going to be there so | would ask if you

don't answer it today, | would ask that you provide sone
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direction on how we can take current data that nmay or may

not exist and basically reconcile it to help you answer the
questions that you' ve asked.

Maybe the nmenbers who are m crobiol ogists will be
able to help ne do that, but unless we're all going to go
out and just do |ike sone huge investigational protocol to
go find the data to answer your questions, you know, we need
sonme direction on howto reconcile all of those different
issues. So I'd just ask that if anyone would |like to, you
know, work that out, get sone direction.

M5. WACHSMUTH: | was thinking that Dan and Wl ter
and sonme of the people who know the data and the needs,

m ght be able to conme up with sone dat a-needs docunent to go
t hrough the proposal --

M5. RICE: | think we know -- Kim R ce again. |
t hi nk we know what the questions are and how | woul d answer
them But because | would provide the information one way
that doesn't necessarily nean that that is the information
you want. |'masking for that before we go out and do that
I'"d like sone direction on exactly what it is you need and
how you need to see it? You asked a | ot of questions asking
for -- and you asked for a |l ot of data so before we go out
and conpile the data --

DR, ENGELJOHN: | would say -- this is Dan

Engel john. we will put sone thought into that and see if we
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can conme up with a docunent or conme up with a format and

make that available on the website to say, "Here's what it
is that we're looking for" and we'll specifically try to
share that wth you just so we can effectively get back the
i nformation.

M5. GLAVIN. Katie?

M5. HANI GAN: Katie Hanigan with Farm and. Going
back to one of the points raised this norning which was the
division of small, very small and | arge plants, the sanpling
canme through well under the SSOP. | refer to nmy witten
comments and | think you need to go back and consi der not
the size of the establishment but how many |ines the
establ i shnent has. The reason | think you need to go back
and | ook at that is sone of these very large facilities, and

we have five within Farm and, we have the ngjority of those

enpl oyees -- these are the plants with over 500 enpl oyees --
those facilities are | ocated on -- and boni ng operations.
Those large plants of ours -- we have two ready-to-eat

slicing lines or packaging lines, if you will.

When you go back to what | call a nmediumsize
plant, those with 10 to 499 enpl oyees, we can use seven and
ei ght packaging lines in those and they're in that smaller
group of plants because they don't have a slaughter facility
attached to it. Wien you start |ooking at which plants turn

out nore product, etcetera, it's the nediumsize. So |
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think you may want to go back and say, "The sanpling schene

needs to be based on how many lines are in the plant."” The
other thing is regarding the very small folks, if you get in
an industrial engineer, basically the staffing that it takes
to run a packaging line is very simlar.

| nean it comes wth recormmendations fromthe
conpany how many staff people you need to run this |ine,
etcetera, so | don't see that as being a big issue between a
very small plant, a nmedium sized plant and a | arge pl ant.

DR. ENGELJOHN: | appreciate the comment. | would
say related to that, Katie, and one issue that the Agency
struggled with was production data in terns of the anpunt of
product produced, and that would be very hel pful in that
deci sion process. So again, in ternms of you evaluating the
information that you have access to, if that could be a
conponent in this issue regarding the anmount of production,
and the trade associ ati ons have access to a variety of
establishnments, that's hel pful

W made a slight public health decision that the
size of the plant had sone reasoning for why we would have a
different sanpling fromthem |In this case it was based on
burden and not on an efficacy issue. |If, in fact,
production vol unme has an inpact on risk, that's an issue for
whi ch we woul d | ook for science to help support that as

wel | .
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M5. GLAVI N: Ber ni e?

MR. SHI RES: Bernie Shires. | guess |I'm pushing
to -- to get an answer to a question raised earlier before
l unch. We were talking a little bit about the -- testing
requi renents or the nunber of lines. | guess if you're

tal king about facilities that have a | ot of different
products, whether they were nade fromthe sanme species or
vari ed species, various types of seasonings, for exanple,
and what -- what you would consider -- what the Agency is
considering to be a line in that instance?

DR. ENGELJOHN: Bernie, | would followup on that.

W didn't define line within the Preanble itself and
clearly that would be sonething we were hoping to get input
on as to how you woul d define that.

MR SH RES: Okay.

DR. ENGELJOHN: -- to define that specifically,
but you raised the issue and we can certainly consider that.

MR SH RES: Okay.

M5. GLAVIN:  Yes?

M5. VOOGD: Erika Voogd, OSE Industries, In
keeping with the sanme type of question that Bernie just
asked about, what is a |line? Wen Katie was talking earlier
this norning and she was tal king about perform ng a nunber
of tests I'mnot sure -- | have not had a chance to read the

gui dance material that just canme out, but I'malittle
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unclear. Wwen | first read this proposal and it said,

"Nunber of tests" I'mthinking |ike a test of sponge, so
four tests neans four sponges for one line in a |arge plant.

' mthinking, okay, does that nean one sponge per week for
four weeks? Does that nean four sponges today and not hi ng
the rest of the nonth? So | don't know if there's any --
any information available. [If that is in the guidance,
perhaps you can tell nme that. Wuat is a test or, you know,
or is a test also possibly, anything | test today is
Test No. 17

DR. ENGELJOHN: Again on that issue in particular,
the Agency did have a limted anount of discussion in the
Preanble. W did not define what a test was. W knew t hat
was five conposites making up the tests or just one test or
that that was one sponge once a day for four days. W did
not define that and was | ooking for input on that. Again,
the issue was that we did not base the sanpling frequency on
the efficacy or on a specific risk reduction or a confidence
| evel . Had we had the science behind that to establish
that, then we woul d have been able to give nore descriptive
i nformation.
We are | ooking fromthe science conmunity

i nformati on about what woul d be appropriate and effective
sanpling prograns. That would then help informus as to how

we go forward with the proposal, the final as well as with
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t he conpliance gui dance.

M5. VOOG&D: Ckay. Cdarifying that would be very
inportant to us. Again, our interpretation was entirely
different just that quickly. 1In going forward and trying to
deci de how we woul d test, that clarification is very, very
critical to understanding what it is that is expected of us.

M5. GLAVIN:. Caroline.

M5. SM TH DeWAAL: Thank you. I'msorry, at this
norning's presentation | was follow ng your agenda that had
this whol e discussion starting after lunch so I'"msorry if |
repeat questions that other people asked this norning.

What is the |level of confidence that you expect to
achieve with the four tests a nonth requirenent? W had
petitioned the Agency for a statistically valid sanpling
program It's unclear fromthe Preanble that we've got one
and so I'd really Iike to know what -- how you cane up with
the four tests -- four tests a nonth? | know the question
i medi ately before nme went to this issue as well as, what do
you really nean by that? But | also want to go into kind of
what -- what does it mean statistically?

DR. ENGELJOHN: On that particular issue with
regard to the sanpling frequency specific to the sanitation
SOP's, the Agency did not establish a confidence around
those -- they're neant to be mnimumtesting requirenents

based on plant size if the plant is doing product contact
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testing through SSOP's in lieu of the HACCP plan. So there

is not a confidence associated with it or a determ nation
that a reduction of risk would be achieved or a certain
effectiveness would be -- result ina -- programif

the plant followed that testing reginme. It was strictly
mandatory mninmumtesting that had to be avail able for
review by the Agency. The Agency's expectation woul d be
that the plants woul d have ongoi ng sanitation prograns that
address its entire environnental programthat may be -- but
at amnimumthis is the information that --

V5. DeWAAL: Well -- highly problematic. As you
can see, there are industry lawers as well as industry
scientists sitting here. |'msure they' re already working
on their briefs to shoot this as not being, you know,
statistically neaningful to the plants. | think in the
final rule we do need sonething that provides sone |evel of
assurance that the conditions for which you' re testing,
which is that listeria subspecies is in the environnent and,
therefore, could survive -- that Listeria noncytogenes could
survive in that environnent which is, in fact, what you're,
| think trying to prove with this testing program

That -- that you have sone | evel of confidence
that if -- if it's in the environment on that surface that
you are, in fact, finding it and | think four tests a nonth

isn't going to provide us nmuch in terns of assurance that if
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it is there, you're finding it.

DR, ENGELJOHN: | will just follow up with that by
saying that is the charge that we have to the scientific
comunity. That we don't believe that information was
available to us to be able to cone up with that type of
criteria for the proposed rule and, therefore, did not
establish those sanpling statistics based on reduction risk
or effectiveness, but based on the mninmumtesting
requi renent that we thought had to be available to us.

M5. DeWAAL: So do you mind if I followup on
this?

DR. ENGELJOHN: No. o ahead.

M5. DeWAAL: So are you saying that the -- your
expectation is that in the final rule you will have gathered
this additional data and you will have a testing frequency
shoul d plants choose not to go the HACCP route that wll --
that will be nore solidly based in statistics?

DR, ENGELJOHN: | would say that if you were -- if
the Agency were to receive scientific data and information
fromexpert panelists on what woul d be appropriate
sani tation procedures? That that would inform our
deci si onmaki ng as to how we would go forward wi th nodifying
the final rule if we were to go forward with the final rule.
How we would -- how we may revise the regul atory

requirenents in ternms of nmaking a different standard and
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make it a nore general standard and provide that specific

sanpling data that was inportant for the plants in the form
of conpliance guidance, that this would be the prudent way
to do it.

Again, the lack of information at this time caused
us to put it in the rule the way that we did and then ask
for the scientific comunity to cone up with a nore science-
based approach that would i nform how we would go through --

M5. DeWAAL: | get nervous though that, you know,
all the science in the hands of the industry -- and they may
not necessarily want to give it to you for whatever reason,
maybe |ike they haven't been properly told the format or
sonet hing, but they may not want to just give it to you.

So | think you need to think beyond that. | think it's not
only what the scientists bring to it, which is, you know,
which will give you sone information but also to know what
is the best in the industry doing? Wat is the industry

al ready acconplishing? How nuch testing's going on?

Based on the public hearing on this topic was it
two years ago now? A year and a half ago? W -- | nean it
seened clear that industry was doing nore testing as a
general rule than what is being required in this proposal.
So | think you need to -- to provide yourself another
vehicle to get to that result, that if you can't get the

exact scientific things that you need that you were using
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information that was already in your hands. And | thought

that -- this proposal, that it represents industry --
current industry practice?

DR, ENGELJOHN: If | could just followup there.
W will take into account all the information available to
us. Qur true goal here is to have an inpact on public
health and to put the notivations where they need to be,
that are nost effective and that, in fact, have sone
qualifiable determ nants on the inpact on the size of the
establishnment, which is an issue that you have to account
for in the rul emaking process. So we do believe that we
will get information to help us nove forward.

M5. GLAVIN. Katie?

M5. HANIGAN: |'mjust going to keep asking unti
I"'mclear. This is Katie with Farm and, Katie Hanigan with
Farm and. Can we just talk about listeria now for those who
opt to put it in the CCP? Well, I'lIl try to keep this short
and not to confuse nyself.

Yest erday we saw many, nmany out standi ng
presentations. The one thing we never did see yesterday was
the cost of this intervention would be, whatever, $25, 000
and you woul d need one of these units for each one of your
packagi ng lines. You know, that's one thing that nobody
ever talked to the industry or to the Agency about

yesterday. O, if you want to fornmulate this conpound into
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this itemit's going to be X nunber of cents per pound and

then the labeling is going to cone in, etcetera. So we
still have that whol e unknown.

So I"'msitting here today thinking to nyself,
okay, so nowlet's -- we put that in the SSOP and let's | ook
at it froma CCP point. Everybody knows that the Tech
Service Center in Omha is going to be hounded with calls
of, "So what is the CCP that bel ongs here after the
| ethality study?" And they know pretty well that the Agency
cane out and said, "You need to have a CCP at the final
round on the slaughter floor for fecal."

You know the sanme question is going to cone, so
what is the CCP you're wanting after lethality? Because we
all sat through this neeting yesterday and nobody agreed to
anyt hing, which is right and which is wong, there are a | ot
of opportunities out there. | think you need to be prepared
to address just what is the CCP that's going to be
accept abl e.

The ot her questions | have is, for instance, if a
conpany woul d do sonething like put their CCP's in personal
hygi ene, and |'m not recomendi ng anybody does that, but if
sonebody would do that and all of a sudden you have a
positive product -- and understand this is a CCP now -- and
|"ve got a positive product, whether it's in the field, not

in the field, however you want to |l ook at it.
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Have | just taken down the entire fully cooked,

not shelf stable processing category under the HACCP rul e or
what have | just done to nyself as a conpany? Have | just
created an inadequate HACCP systemfor that entire
processi ng category, or have | just affected only the

bol ogna |line where this enpl oyee was seen not foll ow ng
personal hygi ene procedures? Just what happened here?

| think we need to have a dial ogue as to what did just
happen, because | don't think anyone in the room knows.

M5. GLAVIN: Are there contributions to this?

DR. TOWKIN: This is Bruce Tonpkin from ConAgr a.

Actually this is one of the comments that | wi sh to nmake
relative to that is that the proposal does indicate that

gui dance docunents for the establishnment of CCP's and
sanpling procedures and the corrective actions would be
provided with a final action on the rule. So your answer |
believe will be forthcom ng and the final rule provided by
the Agency and so | don't know that there is an answer right
NOW.

DR ENGELJOHN: | would just followup with that
and say we clearly will provide the guidance within the
final action but our goal at the nonent is as the
i nformati on becones available to us, that we believe is of
the quality that should have public input or at |east have

sone di al ogue on the content of the guidance that we put
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together, we wll make that avail abl e and announce it to the

constituent update and any other type of format that we can,
which is what we did |last Friday with the conpliance

gui dance which cane out in draft form W' re |ooking for
input to nodify it and we wll continue to nodify it and
update it as we get nore information that conmes in that we
need to provide.

So | wouldn't say that we're only going to provide
-- that's -- that can be sone tine away. Qur goal is to
make avail able information that is at |east of enough
quality in terns of -- and listeria testing behind it, that
it would be supportable to put out there for the public to
coment on.

M5. GLAVIN  Yes?

DR. TOWPKIN.  Bruce Tonpkin from ConAgra. | think
that the gui dance docunents are very inportant in terns of
our ability to understand how this rule will be applied.
Wth that information not being available for review during
the coment period essentially we're -- we're being asked to
buy into a new direction and we don't know how we're goi ng
to be -- howthe rules are going to be put in place. |It's
difficult for us to assess the true inpact of those rules
for that reason

M5. GLAVIN. Caroline?

M5. SM TH DeWAAL: May | just comment as well ?

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o b~ w N P

N NN N NN R R R R R R R R R R
g A W N P O © O N O O A W N B O

131
mean Katie rai sed the i ssue of the cost of the HACCP -- of

i npl enenting one of the HACCP CCP's, whether it be the clean
room technol ogy or the steamtechnol ogy, whatever you wanted
to do. If you're dealing with a sanpling programthat is so
-- | wasn't here this norning but |I heard a runor that the
estimate of cost per test is what? Four dollars?

A PARTI Cl PANT: Yes.

M5. DeWAAL: Wiat? | nean --

A PARTI CI PANT: That's what it costs --

M5. DeWAAL: | nean | think that's in-house
tasking but potentially a fairly mniml cost for the
testing. You need to have -- you need to have sone
rel ati onship between the costs of these various prograns.

I f you have a very inexpensive programthat the expense of

which is borne by either a food-borne illness outbreak or a
recall when it doesn't work | nean that's not -- that's not
tremendously valuable to the industry, either. | think it

woul d be -- because the costs are all borne -- borne at the

back end rather than then at the front end.

So if you're driving people towards adopting this
in a HACCP system you need to nake the testing system al so
reflective of the cost. W know, although we're not
covering this until tonorrow, that the econom c costs of
illness and death are very high in this -- what this rule is

supposed to cover and, therefore, the cost of the regulation
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can be somewhat higher than what you had put in at least in

the testing portion.

M5. GLAVIN. Dane?

MR. BERNARD: M question is one that Katie asked
first about CCP's, but just for clarification -- and the CCP
if you decide that you want to put this in your HACCP
program is the | anguage specific to -- lethality treatnent
in packaging. | nmean if that -- and if that is so, would
that preclude the flow technol ogy that we di scussed
yest erday --

DR. ENGELJOHN: Let nme clarify. The |anguage in
the proposed rule was that you had to address in the HACCP
pl an, that your process involved post-lethality handling of
the product prior to the final packaging. So to the degree
that the product is going to be mani pulated after lethality,
and it's going to get packaged. It doesn't say where that
where that CCP has to be, but that is the portion of the
process that we believe needs to be addressed in the HACCP
critical control point.

So | would venture to say that the flow technol ogy
that we heard about yesterday which is the packaged --
product, would be an appropriate way for us to address that
i ssue.

MR. BERNARD: Dane Bernard. |If | were to | ook at

that technol ogy, would I have to neet a lethality
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performance standard, or could I just say that this is a

listeria control CCP and leave it at that?

DR. ENGELJOHN: | think that would be the type of
thing we would want you to address in your comrents to say,
"I think this should be addressed in the regul atory
| anguage. "

M5. GLAVIN  Yes?

M5. HANIGAN. Can | nmake a comment just for
clarification? At this tinme, Dr. Engeljohn, you're not --
you're not able to answer ny question as to if it is a CCP
-- | just want to make sure | understand this, if it is a
CCP, at this time we're not sure if that would take down
that entire processing category as descri bed under the 1996
packagi ng, the entire fully cooked, not shelf stable? I
mean we don't know what that would do yet?

DR. ENGELJOHN: |I'mnot -- |I'mnot answering that
portion of the question in the sense that | think that is
what we woul d expect you to have addressed in your HACCP, in
your hazard analysis as to how you' ve designed your critical
control point and what that has as an inpact in terns of the
product and the processing.

| believe that the way the HACCP regulation is
witten is that you have sone ability to be able to define
what is affected when you have a | oss of control in the CCP.

So | think that is an issue that you need to cone up --
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cone to terns with. In the course of your comrents, if you

want to lay out sone scenarios of this is how -- these are
sone of the options of how you think this may be handl ed
either by yourself or by the Agency and then a
recommendation for what you think it should be based on
HACCP principles. That would be a good way to get this

i ssue on the table.

M5. HANI GAN:  Thank you.

M5. GLAVIN. Ckay. Any other questions along this
line of inquiry? There are a nunber of people who have
signed up for comments and I'lIl just go in the order in
whi ch they' ve signed up.

M5. SCOTT: Thank you. 1'd like to present this
commrent on behal f of the nenbers of the National Food
Processors Association. W produce ready-to-eat neat
products that are subject to listeria testing. W did have
a couple of coments to submt.

The food industry has a strong interest in
prograns that will assure the continued safety of our food
products. W will support governnment efforts to devel op and
i npl ement sci ence-based food safety strategies. W believe
in sound science. W need innovative solutions to be able
to respond to food safety chall enges.

First, we believe that the Agency should take into

account the fine rules of the FDA and the FSIS Listeria
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nonocyt ogenes Ri sk Assessnent in this rulenmaking initiative.

Specifically, the key finding that not only do the food
products present the sane |level of risk to the consum ng
public. There is also risk assessnent that clearly shows
that those products that do not prevent the growh of

Li steri a noncytogenes and the attendant conditions of -- do
not present the level of risk associated with products that
do.

The primary goal of the Listeria noncytogenes R sk
Assessnent was to identify those products for which
additional industry and regul atory neasures mght yield the
greatest public health benefit. Based on the findings of
the Lm R sk Assessnent, we believe that foods containing
inhibitors to gromh presune a low risk. Products that are
intended to be heated or cooked present |ess risk than those
intended to be consuned w thout further preparation. Foods
that are frozen so that there's no Lmgrowth, and then
t hawed or heated and eaten, present |ow risk

We believe that control neasures for such products
presenting low risk can differ fromcontrol neasures for
ot her products, rather than a one-size-fits-all approach.

For exanple, we believe that environnmental sanpling prograns
can be structured differently for products in which Listeria
nonocyt ogenes cannot gr ow.

We believe that testing of food products based on
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a single finding of listeria species on the food contact

surface may not be warranted. Sporadic contam nation of the
envi ronment, including food contact surfaces, may occur and
have little or no inpact on product. You heard that from
Dr. Wi dmann yest er day.

The real problem occurs when Listeria noncytogenes
finds -- contam nation of the product, the persistence that
Dr. Weidmann was tal king about. Qur |eading food safety
m crobi ol ogi sts on the planet will concur with that.

(Laughter.)

Only through rigorous testing of the environnment
that such harbor sites can be discovered. Thus we don't
feel that it would be appropriate to require product testing
based on a single positive listeria species on a food
contact surface. Investigation of any positive on food
contact surfaces should be done. Additional testing that
may i nclude product testing, should be limted to additional
positives on the sane surface or in the sane area. This
appears to be the approach that the Agency has outlined in
the recently rel eased gui dance docunent on performance
standards. The industry would support this position.

The proposed rule would not require food contact
surface testing in establishnments that identified Listeria
noncyt ogenes as a hazard reasonably likely to occur, and

consequently established nore and nore critical control
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points or a HACCP plan after the lethality treatnent.

However, industry and academ c experts wll tell
you that with so nmany products, it's inpossible to identify
one or two scientifically sound critical control points if
you have a big Listeria noncytogenes contam nation.

Dr. Marsden provi ded sone exanpl es yesterday for
sone procedures for which scientifically sound critical
control points can be devel oped. However, these procedures
are not applicable to all ready-to-eat products.

Since listeria is the cause of -- the industry's
done quite a bit of work in devel oping and i npl enenting
effective listeria control neasures. Keep in mnd that
there's no silver bullet for processing steps that can be
applied at the end of the line, to go to zero tol erance for
Li steria noncytogenes in all ready-to-eat products.

As Dr. Weidmann pointed out, keeping listeria out

of food processing areas requires constant vigilance,
because the m croorganismis commonly found in ingredients
such as raw neat and ot her products, -- water and shoes and
clothes, -- nooks and crannies in the plant. Therefore,
i ndustry conbi nes a nunber of different control tools to
keep Listeria nonocytogenes fromgetting into processed
f oods.

For exanple, today's processors focus on the

i nportance of designing and maintaining equi pnent so it can
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be cl eaned effectively. Designing production facilities so

t hat enpl oyees who run the equi pnent do not spread bacteria
fromroomto room Teaching enpl oyees to use good

manuf acturing practices wthout exception. Using sensitive
detection prograns to nonitor the effectiveness of the
processor's control systens in reassessing detection and
control prograns based on actual results -- involving
science. W know from experience that effective food safety
systens nust be tailored to each processors work practices,
manuf actural situations, and final product attributes.

As has been noted tinme and again, as Bill Sperber
so el oquently pointed out, finished product testing has
significant limtations. The nost obvious -- packaged the
product. Finding pathogens in products where contam nation
| evel s are | ow and organisns are not -- distributed requires
extensive sanpling and he gave you sanme nunbers related to
t hat .

I ndustry's experience has |ed us to concl ude that
testing processing areas and equi pnent is both nore
sensitive and nore efficient. W feel that with the
proposed testing requirenents, existing environnental
nonitoring prograns have been nodified in ways that woul d
make them |l ess effective. As a result of the regulation
establishnments are likely to feel conpelled to hold products

inside if a food contact surface is tested and
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establishnments may al so feel conpelled to hold other

products produced in other |lines that day because of the
potential for the test results to be applied to these
products. You've already heard Katie Hanigan tal k about the
potential costs involved with sonething |ike that.

Therefore, sone establishments will elect to do
the m ninmum | evel of food contact surface testing because of
t he expense of the proposed test prograns. The aggressive
environnmental testing prograns that many establishnments
enpl oy today to effectively reduce Listeria noncytogenes
contam nation, may actually be scaled back with a |ikely
negative inpact on public health.

If FSIS requires food contact surface testing as a
final rule we urge the Agency to create alternative options
that recognize the efforts of firnms that do nore than
mniml testing. As an exanple, FSI'S m crobi ol ogical
sanpling directive, currently has issued sone proposed rules
referring to specific environnental end-of-product testing
to be subject to reduced -- product. This could be one
alternative, and other alternatives should be expl ored.

In sunmary, what you administer is key to
protecting public health with respect to listeriosis is
enphasi zed in the need for manufacturers to devel op and
inplenment listeria control progranms. The Essenti al

Component Control Programis aggressive environnental
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testing with a disciplined root cause analysis collective

action programto address the results of the nonitoring
program W believe that such prograns are best pronoted by
regul atory policies that encourages rather than di scourages
firms to test for foreign -- for the gromh of pathogens.
Manuf acturers shoul d al so note possi bl e design products that
inhibit the gromh of Listeria noncytogenes. Utimately,
i nprovenents in food safety nust be designed into food
processi ng systens.

As a practical matter it's not possible to test
every single product defect of the food supply. That's why
a regul atory systemthat encourages intensive -- and self-

audits that protects the confidentiality of the associ ated

records is so inmportant for Lmcontrol. Thank you.
M5. GLAVIN: | wanted to ask if in your witten
coments you were able to -- you nade a comment that -- part

of your comment was that the final rule should encourage
rat her than di scourage conpanies to |ook for an elimnate
pat hogens in their plants. Are you able to include in your
written comrents suggestions on specific changes or
alterations to the proposal that -- that would do that? |
nean it's pretty hard to argue --

MS. SCOIT: Yes.

M5. GLAVIN. -- that that's not a great idea.

M5. SCOIT: Right. W wll do that.

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o b~ w N P

N NN N NN R R R R R R R R R R
g A W N P O © O N O O A W N B O

141
M5. GLAVIN. Ckay. Geat. It wuld also be

useful to have sone discussion of what it is in the proposal
that | eads to a discouragenent of that. So that would
hopefully help and not just for your comments, but because |
keep hearing not just here, but in other places, this
concern that in an attenpt to inprove things, a rule m ght
make things worse by discouraging plants from doing things
that they're already doing and causing themto scal e back,
not scal e up.

MS. SCOIT: Right.

M5. GLAVIN. Ckay. Can you cone to the m ke?
Thank you?

A PARTI CI PANT: John -- | think that question
al nost answers itself. Anytime the governnment gets invol ved
-- as a plant manager, |'m nore concerned about what ny
product is for my custoners than | amif I'"mgoing to pass a
test for an inspector. But |'ve got inspection personnel
comng in and wanting to review ny test records as -- as are
required by this proposal. Wuat's FSIS -- what's FSI'S goi ng
to do with the information they get?

|'"ve got an article fromthe newspaper that there
was a plant that probably had a recall. This paper was
dated March 23rd and the product was supposedly produced
March 19th. W heard yesterday that it takes 48 to 72 hours

to get even species test results, and yet the newspapers got
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information for these several products that had been

produced that were being recall ed.

The problem | think that everybody's concerned
about is that, yeah, we want to take care of our own
products. That, you know, being mandated by a gover nnent
agency to do it -- Dr. Widmann said yesterday that he could
find listeria in this room He could also not find listeria
inthis room |If FSISis going to cone in and want to | ook
at ny records, there's never going to be a positive for it.

But I will have positives for nyself. | will check my own
records and nmake sure that my equi pnment and ny product is
going to ny custoners safe. But |I'mnore worried about what
FSI'S actions would take, if | came back with a negative
report.

W' ve got the finest mnds in USDA sitting here
today and they have all kinds of questions. Dr. Engeljohn's
continually asking questions, "How do we do this? How do we
inplenent it? We need nore information.” This is your
proposal, this is your regulation. You're not sure howto

inplenment it. Wen it gets out to the field and finally

gets to inspection personnel, it's going to be inplenented
subjectively. | don't know about everybody else in the room
but as a plant operator it bothers ne. It worries nme to no

end that one inspector will conme in and do things one way

and anot her inspector will conme in and do things another
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way. One set of information is going to be read in one way

and one set of information will be read another way. And
the control that FSIS takes will be inplenented differently,
just as nuch as everybody in this roomhas a different
opi ni on about the whole proposal. Thank you.

M5. GLAVIN:. Thank you.

M5. HANIGAN: Can | neke one --

M5. GLAVIN.  Yes, please.

M5. HANI GAN: Katie Hanigan with Farm and. | was
sitting here just chicken scratching the CCPs |'ve got here,
just for exanple, so everybody understands the point | was
trying to drive hone. | said "chicken" scratching.

(Laughter.)

Doodling. | should apol ogi ze to Jenny, doodling
during her presentation.

(Laughter.)

But | had to do this.

(Laughter.)

As a conparison, if you use the CCP that we have
for fecal and slaughter, if you get going along and all of a
sudden you have fecal on carcasses we're going to go back to
your | ast acceptable check, and you're actually going back
and | ooking at those carcasses for sonething that you can
see, which is fecal. For those sitting in the roomthat

have netal detection as a CCP -- not that |I'm advocating
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that, either --

(Laughter.)

-- but I"'mjust saying if you have netal detection
as a CCP and you get rolling along and all of a sudden your
netal detector's not working, the way it's supposed to be,
you' ve got your product and you fix the netal detector, you
recalibrate it or whatever you need to do. And you start
runni ng the product back fromthe | ast acceptabl e check back
through and that's fine, that's good.

Now we get to this listeria CCP for those in the
roomthat opt to do this, and I just wote down here
"application of sanitizer to the line" or whatever. | nean
| was just witing one of these down and |I' mthinking, okay,
So you agree here that you're going to apply sanitizer to
the line at a level that is docunented significant to
destroy listeria, so whatever. Say it's 150 parts per
mllion and |'"'mnot saying it is, |I'mjust saying whatever.

(Laughter.)

You get to the end of first shift and you go to
verify the concentration of the sanitizer, which is com ng
out of this unit you have nounted on the wall which is
guaranteed not to ever nmalfunction --

(Laughter.)

-- we all know how that works.

(Laughter.)
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And all of a sudden, the sanitizer concentration

that's being delivered fromthis unit has dropped down to 75
parts per mllion and the last time we checked this was at
noon and it's now 4:00. Al of a sudden we've got about
four hours worth of production that was packaged during this
timeframe when the sanitizer apparently sonetine dropped
down to 75 parts per mllion.

If | have to go back to the |ast acceptable check
with this packaged product what am | doing? Going to reopen
all these packages? It's not like |I'mgoing to see the
listeria. | mean | get -- sitting here saying, "So what's
ny corrective action? |'mnot going to see the listeria.
nmean |'ve got the product held because the |evel of
sanitizer here dropped off. Wat corrective action wll be
taken on this product to make sure under the rules, it's not
hazardous to the health? | nmean we're just going to run
ourselves in a circle.

Clearly if you would buy one of the interventions
that we saw yesterday, but as | said we don't know the cost
of those interventions and that cost is nuch nore
significant than the $4 attachnent. | think it's two
totally different things. But it would be one thing if you
did have the intervention where you could run all the
packages back through it again. But | think nobody in this

room has got those interventions right now, and | don't
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t hi nk anyone's going to have those interventions in the next

three to six nonths.

| nmean, we're kind of at a stop. It's not like we
-- we want to do the right thing but we're kind of |ocked up
here. | recommend, the best of the best 1'd say is at the
Omha Technical Center. | think nore scientists need to sit
down and say, "So just how do you |ay out the CCP so that
when it fails, the corrective action goes back to the | ast
accept abl e check and how do you do this because the product
is al ready packaged and you can't see the listeria?"
Because you sure don't want to go reopening all of that
stuff. And repackaging it again neans a |lot of issues with
cross-contamnation if we start reopening packagi ng. Just
food for thought. [I'Il try to summarize that and put it in
witten cooments, as well.

M5. GLAVIN. Good. Thank you. Appreciate it.

Yes, Joe?

A PARTI Cl PANT: Dan, before you tell ne to put in
nmy comments, | wll.

(Laughter.)

W were tal king about the cost of this thing, and
what it may or may not cost. | want to put this in
perspective and | didn't chicken scratch, | turkey scratched
this.

(Laughter.)
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Roughly, if you would take a |line and sone may run

fast and sone nmay run slower, but say you pack four cases
per mnute. That's about 240 cases per hour and on an ei ght
hour shift, we've got 1,920 cases at 40 cases per pallet, so
we've got 48 pallets per line. Okay. Let's say you have
five to 10 lines in the plant. That's another 240 to 480
pall ets per week. |If you take those and store those in a
war ehouse where you have eight slots, three deep and three
high. It would take 48 walls to store this in. That's
about 10 mles of warehouse space. At $15 for handling per
pall et, one tine charge hopefully, and $1.50 storage per
nont h, you're tal king about $3250.00 per week, just because
you took a contact surface swab. That's what we're talking
about. That's significant. But that's what it cones down
to. And that's per week.

Now i f you do that four tinmes a week, you really
turn it every two weeks. You can always wait until you get
your results back. But you're roughly talking about $16, 500
per nonth of charge to conply. That's part of the problem
to keep it in perspective. Thank you.

M5. GLAVIN:  Yes?

M5. SWERBER: |'mBill Swerber with Cargill. Just
to remnd you on Katie's CCP. One easy way to think about
whet her somet hi ng should be a CCP or a JMP, is to determ ne

whet her or not you can take action against the product when
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a deviation occurs. A HACCP plan, if you have a deviation

on the CCP, you nust control the product. Sanitation steps
are not good CCPs, so sanitizing your line really wouldn't
shoul dn't be on a CCP.

So if you're looking to devel op an exanple for a
CCP under this rule, there's -- or sonething like -- that
woul d be a good exanple and you would control that by
formul ation controls. For sone reason you don't have it,
then you go back to the affected product and it has to be
det ai ned, reworked or destroyed. Qher CCPs could be --
processi ng steps identifying the packaged product which
woul d be easily nonitored by going through records or --

M5. GLAVIN. Thank you. Dane?

MR. BERNARD: Dane Bernard. Just to continue on
with what Bill said and to harken back to Jenny's remarks.
There's a significant value of product that's packed, that
is not anenable to the place to package further processing.
There's a great deal of products which are manufactured and
provided for other nultiple uses. It sinply is not anenabl e
to that sort of technol ogy.

So there are chal |l enges and when one thinks of the
probl em products we've had -- and as a conpany | really
t hi nk we can post-package treat things and then incorporate
that with technol ogy, but that's not the answer to

everything that this rul e addresses.

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o b~ w N P

N NN N NN R R R R R R R R R R
g A W N P O © O N O O A W N B O

149
M5. GLAVIN. Caroline, you signed up for -- do you

want to wait?

M5. DeWAAL: Yes. |'ll wait.
M5. CHRISTIN. H, I'"'mCharlotte Christin. |I'm
senior staff attorney at CSPI. [It's been nore than two

years since the Sara Lee outbreak sickened 101 people and
killed 21 others. Last year CSPI filed a petition to
require both environnmental and product testing and | abeling
requi renents for ready-to-eat products because we were very
concerned about what happened in the Sara Lee out break.
W're glad at this point that we finally have a proposal,
but it has been nore than two years. So it's taken us a
long tinme to get to this point and we need to continue to
work with expediency in getting a final rule going.

Wth regard to the issue of testing frequency, we
agree with Jenny. Alot of firnms are doing a lot of -- a |ot
nore testing than what their proposal would require. A |ot
of firnms do have aggressive testing prograns. W're
concerned that firms m ght scal e back because they perceive
t he proposal as sone sort of a shield. Wile it may not
necessarily be legally a safe harbor, there certainly is an
i ssue of whether there would a ways to the bottom

We al so believe that nore testing would save nore
lives. There is a public health consequence to reducing

Li steri a nonocyt ogenes adulteration. W think that al
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pl ants should sanple all lines at a m ninum of once a week.

W' re al so concerned because it appears that the proposal
woul d al |l ow the bundling of testing.

The point was raised earlier about what the Agency
neans by testing. The way | read the proposal, a large
pl ant presumably could performall four of the -- tests
wWithin a very short period of time and then not test and yet
still be in conpliance with this proposal. W think the
regul ati on should be nodified to change, for exanple, the
four times a nonth requirenent for |large plants to one tine
a week, for exanple.

Finally, with regard to the issue of the listeria
speci es versus Listeria noncytogenes and what organi sm
shoul d be tested for, we support the comrents nmade earlier
by Kaye Wachsnuth and Bruce Tonpkin regardi ng the val ue of
listeria species testing. One additional comment woul d be
that, for those of you who are concerned about the presence
of listeria species, in that it mght not correlate to the
presence of Listeria noncytogenes, we have this alternative
-- test for Listeria noncytogenes. However, the
ram fication of that, is that Listeria noncytogenes is an
adul terant.

| guess -- I'msorry, one |last comment, with
regards to the -- to the HACCP alternative to the SSOPs,

there's been a |l ot of discussion about that and there were a
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| ot of good questions -- questions raised by Katie and
others. | think that the proposal focuses a |ot on the SSOP
alternative, however, | think a |lot nore needs to be fleshed

out with regard to the HACCP alternative. For exanple, the
| anguage in the proposed regulation itself does not provide
any specifics about the required validation. Presumably the
Agency does intend that validation would be required but,
for exanple, nowhere in the section on |listeria species
testing is there any nention of the validation for HACCP.
So | think that's a large gap that needs to be filled.
Thank you.

M5. GLAVIN. Ckay. Oher coments, questions,

di scussi on?

Bruce?
DR. TOWPKIN: |I'"m Bruce Tonpkin from ConAgra. M
comments will eventually be submtted in witing so I'm

wor king fromsonething that | wote sone tine ago and |'m
trying to figure out where it's all going to go. But |
would like to remnd us all as we head forward, at the
bottomline of all of this exercise is inproved consuner
protection. There's a discrepancy as to what the actual
goal will be in terns of inproved public health. The

di screpancy really falls within the Federal Register notice
where 167 cases are estinmated to be attributed to ready-to-

eat neat and poultry products and yet the FDA/ USDA draft
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ri sk assessnent sets this nunber at 1,660. So there's about

a 10-fold difference.

Well, there are probably a nunber of reasons why
that may be the case but, you know, it would be desirable to
have a better fix on what that nunber shoul d be,
specifically, so that we know where we're going. Wat is
the estimated reduction in -- in food-borne listeriosis that
can be expected fromthis particular proposal, relative to
what we have in place today which is the directive. The
directive which was issued in Decenber already does address
a nunber of the issues we've discussed, and it's a question
of what further reductions in illness would this provide?

| think that in reading through the docunent, we
do test aggressively in our conpany. W do test on a weekly
basis fromevery line. Cost, as | nentioned, was $4 but
t hat does not include the sanpling tinme and cost as well as
the shipping costs. So a few dollars is okay for us because
we' re high vol une.

We're | ooking very hard for this pathogen and
actually for an indicator of the pathogen and the conditions
under which we are operating. So we have been able to have
some econom es of scale.

However, the way this proposal is set forth if you
do test product contact surfaces, and do detect a positive

for listeria whatever, species or the like, it wll require
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that we place the product, or actually go after the product

and test it. This is going to dimnish our desire, | just
know it will, to do this. |It's critically inportant for us
and for our |evel of confidence and our degree of control to
test as freely as possible.

The financial costs in terns of placing product on
hol d has been described just a little bit ago and it's a
very real -- it's a very real factor. |In addition to
pl aci ng product on hold, there is definitely a financial
cost associated with that. And also, we short custoners,
and that's really not a very happy experience. So there are
a nunber of factors that enter into the nechanics and
whether or not this is really a practical thing.

As a matter of policy, our conmpany says that any
time we sanple a product for a pathogen, the product wll be
pl aced on hold. That neans that not only in the four weeks,
the four sanpling tinmes per nonth, but any other tine that
we sanple a product contact surface, we will place the
product on hold. And that's a negative feature.

The idea of incorporating one or nore CCPs into
the HACCP plan for control of Lm between lethality and
packaging in lieu of testing, |I think, is an easy way to do
it to avoid all this pain. But actually what that neans is
that | eads the industry to test less. And it places CCPs

which, quite frankly, I think there's a general consensus
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that there is no such CCP between lethality and packagi ng.

Anything -- and we have done this before on other
i ssues, but there are no CCPs that we can put in place that
wi |l ensure or control or prevent contam nation with a
Listeria organism That again really cones down to post-
packagi ng processing as the neans to -- as we heard
yesterday, that would be a true, valid CCP

The i dea of adding additives has consi derabl e
public health value, but it does not get around the issue of
a positive product. W would still be in violation even
t hough we feel that the product woul d be safe through the
shelf life and -- and until the product gets consuned.

There is a question, a nunber of questions, but I
think | added it up and there were 26 questions or nore in
this proposed rule. Trying to respond to all of those
questions and all of this stuff and listeria risk assessnent
from FDA/ USDA all at one tinme is a bit nuch. But one of the
guestions in there, was this relationship between listeria
species and Lm | suggest that the Agency could actually go
into its product testing, |ook at the data and find out what
nunber of sanples test positive or suspect, let's say, of a
|isteria species state, a listeria-like organism-- such as
that, and then determ ne how many of those confirm--
confirmout as Ln?? You could -- that would be one

indication for what that relationship mght be, at least in
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product, and that could be of interest to us.

The proposed rul e does not address the issue of

risk of the product in terns of whether growth can or cannot

occur. | think that this is a feature that should be built
intoit. | knowthe current policy states that, in fact,
the presence of Lmis an adulterant and it's -- and it's --

the product is subject to recall and destruction. However,
as we progress through the risk assessnent process and
becone nore famliar with the public health issue, then
perhaps the future version of this could take into account,
growt h versus no grow h.

| would actually suggest that if you think in
terms of this whole process as we've gone through it since
1987, | believe, at least in the neat and poultry industry,
we' ve gone through a nunber of stages where it was thought
to be a concern, it was confirned to be a concern with the -
-- franks situation. Then we had gone froma one gram
sanple to 25 grans. Alot of things have been going on.
W' ve been changing and tightening up and that's -- that's
okay. That's not really the issue, but it's a matter of how
fast can we nove this industry to an aggressive program as
defined in the proposed rule, in terns of sanpling every
four weeks, you know, four weeks per nonth? Four tines per
nont h has just been suggested.

| think that we've reached a point where the
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directive that was issued in Decenber of |ast year, as being

a very positive step forward and here now we' re al ready
tal ki ng about | eaving that behind and noving on to the next
one. | think that the directive that was issued is
practical, workable, and does increase the |level of testing
that industry should be doing in terns of product testing in
particular. It does allow for environnental testing as an
alternative.

| think that that directive should be nodified so
that when a product is sanpled at whatever -- is used, the
product contact surfaces al so be sanpled. Through that
nmeans, you woul d devel op the data that your seeing in terns
of a relationship between product contact surface sanple
results and the product. Also, we can al so use that sane
experience of data to address the question of listeria
species and its relationship to Lm And we woul d take those
sanples all the way to Lm

DR. ENGELJOHN: Can | ask a foll ow up question?
When you say if -- if you're tal king about the FSIS codi ng
sanple, the sanple that we would take fromlisteria on the
ready-to-eat product?

DR. TOWKIN. No, that's --

DR. ENGELJOHN: the sane tine --

(Multiple voices.)

DR. TOWKIN. -- and | wasn't thinking of what you
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fol ks were going to do. That's right. You can do that.

DR. ENGELJOHN:. Ckay.

DR. TOWKIN:. The product is going to on hold or
if it's positive it's going to be subject to recall, anyway,
so there's an opportunity from experience and i nformation,
whereas in the other -- in our case where we sanpl e once per
nont h per HACCP plan in each of our plants, we would
certainly, when our products are on hold, we could just as
easily sanple the packaging lines at the sanme tinme. By
pulling that, data actually the data would add up rat her
qui ckly.

As we've been hearing each other talk, | think
we're all concerned with testing as really the backbone of
our control program in terns of assessing the |evel of
control, and then it's what we do after we find the
positive. That's another issue.

But there is a real problem a real financial
probl em and so on, with regard to smaller operators. They
do not have the resources and they do not have the financial
backing to enable themto be as aggressive as |arger plants.

There has to be sonme consideration given to providing
education and help to those operators so that they
understand the problem what they could be doing in terns of
mnimzing this risk.

| think there should be a neans by which -- I'm
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getting into sonebody el se's area, but the private

| aboratories that do the anal yses, soneone shoul d be
negotiating wwth themfor a better price. |1t can be done
cheaply. You don't have to know the final -- the final
nunber or answer. Wat you need to know i s whether you have
listeria-like or listeria species. That is |ower cost, and
that does provide the information that allows a processor to
direct their energy to a potential problem \Wether that's
done through themor it would be done through the Agency or
t hrough sone ot her nmechani sm through | and grant coll eges
and so on, | think sonething should be done to enhance the
educati onal conponent of this whole package.

There is a parallel exanple that's gone on
recently with the FDA rule, it's a final rule now, for fresh
juice that really relates specifically to fresh citrus juice
where a processor can find an alternative procedure other
than food pasteurization or pasteurization; let's say for a
five year reduction. And they do have a programin pl ace
for sanpling for E.coli as an alternative to sanpling for
t he pathogen of concern. In the event they do find the
cause of E.coli it's all spelled out exactly what has to be
done with that, froma corrective action standpoint.

If it were in our case, testing for listeria
species, the product is not in jeopardy, just as in the case

for fresh juice, -- is not in jeopardy. However, it has to
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go through the corrective actions and then | believe as you

resune sanpling or producing, then you nove on. |If you have
in their case, a couple of positives, then you nove toward
product testing. So we have the rule, it's a parallel to us
that offers | think sone alternatives to where we are now.

Thanks.

»

GLAVIN: Okay. Thank you.

3

DERFLER: It's Phil Derfler. | have a
questi on.

M5. GLAVIN: Al right.

MR. DERFLER: We have an aggressive testing
program but we're worried about, when you test for the
|isteria species on food contact surfaces, but does not
necessarily lead you to test the product. | think that's
what you suggested earlier in your talk.

DR. TOWKIN. Exactly, yes. W're sanpling every
line every week, 230 sonething lines, plus we're running
over 60,000 sanples per year. So | think, and what's in the
of ficial program we encourage our floor people in the plant
to go beyond that because we want themto find the problem
if there is one.

MR. DERFLER: Okay. Do you worry -- okay, you get
a food contact surface positive, do you worry that -- about
what that represents for the food?

DR. TOWKIN. Well, that's a good question and

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o b~ w N P

N NN N NN R R R R R R R R R R
g A W N P O © O N O O A W N B O

160
we've westled with it many tinmes and -- well, we have al so

| ooked at the data recently and we find that these are

i sol ated positives, and by a large nunber. | have the data
and we shared that a little bit alittle while ago. But, by
and | arge, those are isolated positives, rather than
repetitive positives. |It's the repetitive positives that we
heard yesterday where a niche is forned. And as Jenny had
di scussed, that was the greatest concern and that |eads to

t he bi ggest issues.

MR. DERFLER: So if you had a repetitive positive
you m ght start doing --

DR. TOWKIN. Oh, absolutely. That's -- that's a
real red flag. Now we have considered as a -- a product
contact surface sanple holding the product and it's not
manageabl e. The inpact to functioning, to the business, is
so trenmendous. So to work on that -- on that scenario, is
very difficult and, essentially, it imediately has a direct
i npact on your desire to go out and sanpl e.

MR. DERFLER: Ckay. Let -- Let nme just ask one
nor e question.

DR TOWKI N Sure.

MR. DERFLER: Then do you weigh that froma
product -- | nean do you think about the costs and benefits
froma product liability standpoint? | nmean to a certain

extent you are taking a chance there.
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DR. TOWKIN:. | recognize your |egal background.

(Laughter.)

MR. DERFLER: Yes. Your answer will be --

DR TOWKIN. It's not -- | worry about it froma
consuner protection standpoint first. | also then worry
about the legal issue. |If or whether we do have a problem
that original data is just going to kill us in sonme ways.

Now t he other way of looking at it is that we have

a very good story to tell in terns of that we have been
aggressive -- | don't know what the legal termis
but --

MR. DERFLER: Due diligence?

DR. TOWPKIN. Thank you.

(Laughter.)

If we have a problem it won't be because we
haven't been trying to find it and cope with that. So
that's -- that's our defense fromthe | egal standpoint is
that we're really trying to find -- | guess fromthe
Agency's standpoint that sort of indicates it's a very real
one. That's for sure.

MR. DERFLER: Thank you.

DR. TOWKIN:. It's where you try to get the
balance. It's really a matter of what can you do
practically and still achieve the public health.

MR. DERFLER: Through your experience, have you
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ever devel oped like an odds ratio or sonething |ike that or

sone sort of data that would suggest what the relationship
is between surface positives and consuner conpl aints or
anything like that that would give you sone sort of |ong-
term handl e as to how successful you' ve been --

A PARTI Cl PANT: O how you define a spike or just
that random positive that you had? Do you have sone
paraneters for that?

DR. TOWKIN: | nean we used to | ook at our data
closely and respond to those |Iines where we had two
consecutive positives or three in the |ast seven. W no
| onger do that.

M5. WACHSMUTH: Do you ever do product testing
followup? | don't nean of the same product, just on the
day you took your sanple?

DR. TOWKIN. Ckay. | can -- we do not on the
first -- on the first time. Wen we have a suspect -- we're
testing for listeria-like in our situation, and so if we
find alisteria-like, then we will essentially go through
our corrective actions and truly mark it Lm Then we wl|
resunme production and then if we -- then we will sanple the
line two days in a row. W want to verify that, in fact, we
have had -- we have brought that condition under control.

So whereas we used to | ook for patterns and focus

on two consecutive or three out of the | ast seven, now we
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treat every -- every positive as a concern and we go through

that step. If we find in the course of that event a series
of three another positive on the line then we wll go

t hrough the corrective actions, start up again, and continue
for the three consecutive negatives on the -- on the
packaging line. And in addition, the product is on "hold
and test" and we test the product.

W have had situations where we have had
definitive positives and definitive issues, the product is
pl aced on "hold and test, we've destroyed product as a
result of this program on the basis of a listeria-Ilike
finding without confirmng to Lmwhen there's -- that's one
of the quirks of the current policy, because if you find Lm
that's a failure of the HACCP plan and that's not really
constructive.

Then we have to go through reeval uati ng the HACCP
plan. And we know with reality, that's not going to -- it's
not really addressing the issue, and so on. W're getting
into all these other things, but froma public health
standpoint, there is a programthat can be put in place
that' s manageabl e that woul d address those concerns. But it
is not taking action on the first positive product contact
surf ace.

DR. ENGELJOHN: Let nme see if | can foll ow up.

When you sanple the product is there an ICW stratified
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sanpling schene that you're using, or how are you

determ ning the product's sanple size? Do you have a
comment for that?

DR. TOWPKIN: Yes, that could be done and -- but
at this point in tine we have been sinply using the USDA
sanpling franme -- now we have had a situati on where we
did -- we were concerned about -- we had a positive on the
product. And we went in and sanpled that ot with an | CSS
sanpling plan on 30 sets of five sanples each by packages
and anal yzed those. That's 30 separate analysis. They were
all negative. So that gives you sone idea. There was one
positive and we had those 30 sets negative. W analyzed
those at the end of code date; again 30 sets and they were
all negative for Lm

So it's not nmuch data, but in terns of what is the
rel ati onshi p between the product contact surface and the
product sanple; | don't know that there's any data. W --
there was a tine when we used to sanpl e product every two
hours from every packaging line and record it and we used to
take those out certainly to listeria species at that tine
and that's been discontinued because of all of the issues
t hat conme up now.

So we really lost an opportunity. W' ve been
| osi ng opportunities for generating the data that we all

need as a result of the adulteration issue and if we had
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sonme -- sone relaxation of that -- | know that's going to

make sone people very nervous when | say that --

(Laughter.)

-- but there should be sone way that we can arrive
at a nmutually desirable way to -- to sanple the equi pnent

where necessary and the product to verify HACCP and CCP and

the SSOP, and still allow for aggressive testing. It
doesn't matter how we get there. This proposal is -- is not
t he answer.

A PARTI Cl PANT: After five years | didn't think
was going to be sitting at this table again but I'm back
again on this topic. So you really asked two questions, and
the reason | cane back up here was to try and give you sone
comment as to what disincentive is and what used to be, and
what we found out when we coul d keep sanpling.

W used to have a definition of a non-intact
sanpl e as not being a sanpling in which regulatory reaction
woul d take place. Industry had an opportunity to police
itself, at least it's own operations. And we did that, and
we sanpled a lot. W'd sanple contact surfaces and we'd
sanpl e our product in a manner that gave us information to

i nprove our operations wthout shutting down the plant.

Pretty much -- didn't find nuch of a correlation from what
recall, fromthe contact surface of the product.
But after the definitions changed as well, it's
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kind of hard to say right now, we stopped taking those

sanples. W don't have themany nore. W can't afford to
take those types of sanples that we did in the past. That's
a disincentive fromthe regulatory schene of the past.

| have to agree with Bruce on this, the nore that
you try to encourage with a strong arm industry, into
taking sanpling plans -- | don't knowif we said it
yesterday, but | have to agree -- there are ways of sanpling
and neeting regulatory requirenents w thout |ooking and
finding nothing and that's not what you want, | don't
bel i eve.

But to answer your question, as | recall there was
not -- there was no correl ati on between actual contact
surface positives product or product positives.

DR. ENGELJOHN: Just for the record, this is John
Engel john. John, you nentioned intact versus non-intact.
Because we dealt wth the issue yesterday of intact versus
non-intact, but in a different context, just for the record,
what | believe you neant was, there was original
m cr obi ol ogi cal sanpling programin which we'd find an
i ntact sanple as one being inside an encl osed container, so
that is not exposed to the environnent.

A PARTI Cl PANT: Yes, that's correct. Mst of the
contact surface positives were subject to -- they're

outliers. \Wenever we had repetitive issues, if we had a
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repetitive issue it -- it didn't really correlate well with

the product at that tinme, but whenever we did get a positive
we could go back to a repetitive contact maki ng nore sense
in the long run. That's what we do now. As we nove from
past experience. But just a single contact positive, no.

M5. DeWAAL: John, thank you. | think a |ot of
good i deas have conme out in this discussion. | do think
t hat USDA hol ds sone of the key in its own hands, and that
is when you are taking food sanples it would nake sense to
have the governnent take sone product contact sanples at the
sane tinme to give you sone data on correl ation

| think what we've heard today are two different
approaches to the liability issues. | think Bruce has laid
out an excel |l ent exanple of how a | ot of people thought the
i ndustry would respond in a responsible way to the zero
tolerance on listeria, which is we sanple -- we may not
sanple for Lmbut we sanple like crazy for listeria-Ilike and
we take action even agai nst product.

W're just -- you know, that's our defense. |If
sonet hi ng happens, it's like we're really | ooking and that
is a responsi ble approach. Unfortunately, the industry
didn't do that. Because of |egal advise given to the
i ndustry that said, "Your best bet is not to know. Put your
blinders on and don't test this product.” That is, in fact,

in a sense, why we're here today.
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But | need to remind the audience, if not the

regul ators, that the Bilmar plant did run sanples. They did
find positives. They didn't know what to do. There wasn't
a mandate, their advice from|awers had been scared. So
they -- instead of dealing with the product issues, they
just stopped sanpling. They didn't want to know. They put
the blinders on, they listened to the | awers and they
didn't do the responsible public health thing.

So we really need to nove forward with regul ati ons
in this area and |' m happy to see the governnent doing that.
But | think there are two approaches, and | think Bruce has
really outlined one very well. And | think the issue |I'm
going to go hone and think about is the issue of, we need
nore than four tests a nonth, whether it's done once a week
or four tests in a nonth. That's not enough for a |arge
plant. That m ght be the m ni mum needed for a small plant,
which | think is what Charlotte was trying to say, but we
definitely think that nore testing is required. The thing
that 1'mgoing to go home and think about is what Bruce has
rai sed, the issue of what -- what happens after the first
positive?

| think the data that will be beneficial to the
Agency and I'd love to see it too, is what percentage of
random positives for Lmlike as opposed to repetitive

positives? Because that's -- that's an interesting new
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concept that we should certainly think about. But at sone

point, we do need to nove on to | ook at the products and --
and you may need to nove into the holding-test sanpling
system The bottomline is this isn't going to be a free --
the public -- the public health benefit here isn't going to
be -- there are sone -- for the industry. This is going to
cost the industry sonmething to inprove their products.
Luckily, many of these neats are very inexpensive to
purchase, and they're produced in very high volunme and so
the cost to the consuner, | think, from nmaking these
i nprovenents will probably be mnimal, if even noticeable in
the fam |y budget.

So | think it will cost the industry sonething to
conply. W need to nake for conpliance whether it's a
testing regime or a HACCP type regine. They need to be
related so there is sone incentive to nove to the HACCP type
system you know. | just would urge the Agency to proceed
qui ckly, to work out these details and to nove this forward.
Thank you.

M5. GLAVIN. Do people want to break or do you
want to keep going?

MR, JOHNSON. Well, can | just have the |ast word?

(Laughter.)

M5. GLAVIN Co.

MR. JOHNSON: Denni s Johnson again. Sitting next
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to Caroline, | noticed she nentioned | awers. Wthout
nam ng nanes, | assunme she was tal king about | awers ot her
t han ne.

(Laughter.)

-- and | appreciate that. 1'mgoing to sort of
answer to the liability question, if | could. This is the
advice 1've given publicly, this is the advice that |I've
given to every one of ny clients, and here it is. If you do
not control listeria in your plant, you' re going to end up
with a problem You're going to end up with harborage.

Your harborage is going to increase the anmount of products
you have positive, which thereby exposes your risk
t remendousl y.
|'ve had clients who have had positive rates of up
to 30 percent, back when they hired me they had 30 percent.
Because it's long and short. If you don't look for it,
it's going to get you. It's what you don't know that wl|
get you in trouble. So in the case of listeria, you need a
very aggressive program recogni zi ng that naybe, you m ght
have a liability, because maybe one tinme -- but I'd rather
elimnate the possibility of having w despread out breaks,
where you have nultiple Plaintiffs. The better way to go is
toelimnate it right in the bud. Therefore, froma
liability standpoint, | tell ny clients not to worry about

an isolated incident, it's best to prevent the outbreak as
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it goes al ong.

The question here -- and this is what Bruce has
rai sed and what | have al so tal ked about -- is we don't want
to have an automatic, on thinking, regulatory reaction to a
single isolated positive. The regulatory issue should not
be, did you find it? The regulatory issue should be, what
are you going to do about it to nmake sure you don't find it
again? The one big bite of the apple -- the followup to
see what you do to handle it, as if it were a crisis from
the word go. That's where the Agency should be. That's
where | advise ny clients to be froma product liability
standpoint. And if you have automatic, on thinking,
regul atory response to a single isolated positive you're
going to get people to go underground.

|"ve seen it and, notw thstanding, all ny |egal
advice, they're still going to do it because they're nore
afraid. They have to be able to go ahead and find it. |If
you di scourage themfromfinding it by saying, "The first
time you find it, your HACCP plan's inadequate. W' re going
to close you down." By the way, that is the answer, Katie.

They wll close you down for an inadequate HACCP plan. |
make a good living on that.

(Laughter.)

But all kidding aside, we have to have that

encour agenent, the cooperation of the Agency, "Ckay. o
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ahead. Try to find it. W'IIl let you try to find it.

We're not going to punish you if you find it and take
action.”

Now if | could extend ny break tine for just one
ot her second because | don't know when this is going to fit
in. On Listeria noncytogenes control, listeria species is
not enough, Listeria noncytogenes is not enough any nore.

If you find a positive Lm you really need to know t he
pattern, the ribotyping, the PFG or whatever you want.
Dr. Wi dmann yesterday, nmade that point real clear. | would
hope that the Agency has full access to all our records. |
mean ny advice to clients when the FDA says, "Do you have
any PFG s? Can we see then?" My advice is, "They'll get a
subpoena and get it anyway, so you mght as well share it."
But the Agency has data. The Agency runs the PFG s, from
the way | understand it, fromall the positives. You have
full access to all our records, primarily. Maybe with a
subpoena -- oh I'"msure you're going to get them But we
can't even get anything out of the Agency in ternms of a PFG
Maybe that's part of why | feel like this or maybe I'm --
maybe |' m uni nf or med.

M5. WACHSMUTH:  Share the --

MR JOHNSON. If we wanted to do ribotyping, could
you do ri botyping for us?

M5. GLAVIN. If you arrange it.
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MR, JOHNSON. Okay. Well, then that sol ves that

pr obl em

(Laughter.)

Now who do | get the rest of it fronf

(Laughter.)

Thank you very much, Maggi e.

MR. DERFLER: | just want to ask one question and
nobody necessarily has to answer it right now, but | really
w sh you'd address it in your coomments and that is what is
the repetitive finding of Listeria noncytogenes on your food
content -- | nmean a listeria species on your food content?
Is it listeria-like, is it tw? Is it three? 1Is there --
is there a scientific basis in which we -- in which we could
reasonably draw that |ine? Because, otherw se, we're going
to wind up in the sane spot where we are, because how many
tinmes did we test for Ln?? |I'mnot conplaining. |I'mnerely
honestly asking for help.

If you're going to consider going down this or
consider going down this, I'd like to doit ina-- with a
rational basis in a defensible way and so that's why |
really would |ike comrents.

M5. GLAVIN. And can | suggest that everyone
consi der that question and go have a cookie --

(Laughter.)

-- and cone back with an answer.
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(Laughter.)

(Break at 3:22 p.m)

(On the record at 3:45 p.m)

A PARTI CI PANT: W're down to the hard-core people
her e.

A PARTI CI PANT: As long as we have the | eading
m cr obi ol ogi sts on the planet, why not continue?

M5. GLAVIN:. W anointed during this neeting --
what did we say? It was the | eading --

A PARTI Cl PANT: The | eading -- mcrobiologists on
t he pl anet.

M5. GLAVIN: -- mcrobiologists on the planet and
soneone referred to the greatest mnds in the governnent.

(Laughter.)

(Multiple voices.)

Okay. We still left a question on the table in
terms of -- and I'mnot sure that it really is one to answer
right now, but | do know that it will be given due
consi deration, and sone help given in the comment peri od.
And that had to do with what do you -- when you have your
conpany systens consider trends, what are sone reasonabl e
paraneters, or what are ways of thinking about that?

| was involved in a discussion just a mnute ago
during the break, about a conpany that considers two a trend

and the inspector argued that it should be three. That two

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o b~ w N P

N NN N NN R R R R R R R R R R
g A W N P O © O N O O A W N B O

175
is not a trend because it's not scientific.

(Laughter.)

So that would -- that isn't very helpful. But if
you do --

(Laughter.)

-- if you can share maybe not the specifics that
you use but your thought process. That m ght be hel pful for
gui dance material because | think it is real inportant to
t hi nk about the very wi de range of plants and the w de range
of expertise we have with respect to sone of these very
conplex issues. So if guidance material can help you give
us a thought process, that's probably one of the nost useful
things we can do. Comments, questions?

MR HANI GAN:  Yes.

M5. GLAVIN. Ckay.

M5. HANI GAN: Katie Hanigan with Farm and. |
al nrost hate to make this comment wth Caroline not here, but
she'll come in and then she'll want to talk about it. Wile
we're tal king about things that need to occur, | know Dr.

Hul ebak is working with ARS and is doing the conponent of
shelf life studies as it relates to listeria. So | hope you
don't mnd if | bring this up, but it has to do with
listeria.

M5. GLAVIN.  Mm hmm

M5. HANI GAN: | thought Bruce just did an
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out standi ng job of tal king about sonme changes that need to

occur. One of the things | struggle with day in and day out
is, as a conpany, | have a trenmendous anount of ready-to-eat
products on shelf life testing and then I am unabl e based on
the current guidelines, rules or whatever, to do any testing
on that product for listeria. | know the Agency needs the
information and | know the industry needs the information to
know whet her or not listeria is grow ng during the course of
that shelf life. So when | have a product that's coded for
what ever, 60 or 70 days, there has to be sone way that when
that product is past its shelf life date fromwhatever it

is, May 5th or May 15th or whatever, that if | have
packages, there's got to be a way to let nme test that for
listeria so we can get the informati on we need because |
think the project ARS is doing is outstanding, | honestly
do.

But when it's all said and done |I'm not sure what
it'"s going to tell us as an industry and as individual
conpani es and as individual plants, because | think
yesterday they said there was 12 plants that were invol ved
inthat. Well, | have 11 plants and they're not al
involved in that but, you know, that's a small vol une of
what's out there.

So when you' re considering maybe ways that we need

to move things around, it would seemto nme that allow ng a
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conpany to test a product that they're holding on shelf life

and part of the product is out in the field -- | want to
make sure you understand that -- part of this ot is shipped
out and |'ve kept X nunmber of cases for my own testing. It

sure woul d be hel pful if once the product is gone by its
code, it could be tested for listeria so we could gather the
informati on that everybody needs to have.

DR ENGELJOHN: Katie, could I followup on that
just to get sone clarity. Wen you're doing your shelf life
testing on your product, are you noving it at conditions
that you would think reflect what is going to occur in the
mar ket pl ace, or are you noving it ahead just regularly for
duration tenperatures? Could you give ne an idea of how
you' ve constructed that?

M5. HANNFGAN. Mmhmm We try to hold ours at the
wor st case scenario, and so nost of ours is being held
before -- between tenperatures of 38 to 42 degrees assum ng
that there's no product storage at all between 28 and 34
degrees. | think that's probably incorrect because we do
have part of our product sitting in warehouses, but the
shelf life testing I'"mdoing now, |'ve got it under the
wor st case scenario, 38 to 42 degrees the entire tine.

DR. ENGELJOHN: | think there's an opportunity for
us maybe to sit and internally talk about this issue and try

to put together sonme thought process on how we could cone to
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grips with this issue. It was inportant for ne to know what

tenperatures you are holding that at, whether it's
refrigeration tenperatures that you' re reconmendi ng or are
those that are at tenperatures above -- in this case above
42 degrees. So | think that's an opportunity for us to talk
internally to see what we nmay be able to do about that.

M5. HANI GAN: Ckay. And | just -- just for
clarification. | do understand why if you're half way
through a product's code, testing at that tinme for listeria
and finding a positive would be extrenely serious because
clearly you' ve got product out on the market that's only
hal f way through the shelf life, etcetera. | understand
that, but | did wonder what Bruce Tonpkin's thoughts were on
this. 1 don't know how nmuch testing, shelf |life testing,
his conmpany's doing. But | wonder, Bruce, what your
t houghts were on this?

DR. TOWKIN  Thanks for that, Katie.

(Laughter.)

M5. HANI GAN:  That's why they have chairs between
us.

(Laughter.)

DR. TOWPKIN: |I'm Bruce Tonpkin from ConAgra. W
did actually run anal yses on shelf |life sanples sone years
ago, that was sonething we did. W found the preval ence

rate to be very low. | don't renenber exactly what it was,
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but it is a source of information that could be generated

that could help each facility better understand its |evel of
control because that would be nore reflective of what is in

t he mar ket pl ace or what -- what may have been in the

mar ket pl ace. \Whether you test it for listeria species or go
all the way to Lmand that kind of thing, is a question that
has to be sorted out.

M5. GLAVIN. Ckay. Kin

M5. RICE: | promsed nyself that -- KimRce with
AFl -- | prom sed nyself and the nenbers that | woul dn't
talk much but I do -- | think I need to say sonething.

It's unfortunate that the entire industry is getting painted
with the broad brush that no one is testing because that is
not true. W have a |ot of nenbers and we have a project

t hat we've undertaken that Randy Huf f man descri bed yesterday
with our listeria intervention and control workshop that we
have been conducting. It has been conducted by industry
peopl e.

The foundation -- as a trade organi zati on we
pull ed the people together in a room-- the conpany nenbers
-- they all cane to the table with their best practices.

And we put together fromstart to finish, everything from
facility design to equi pnent sanitation practices, etcetera,
all the things you need to do to control listeria, including

how to put together a testing program how to | ook at your
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data, how to go about doing an investigation and corrective

action. W are teaching it on a regular basis and, in fact,
our next one is in June in Philadel phia. You know, stuff
i ke that.

But this is -- this is one of the first tines in
ny short experience in this industry that I've seen people
| i ke Bruce and -- conpany and the -- and the Krafts and al
the other ones that are participating, cone to the table and
share with their colleagues in the industry what it takes to
do this right.

One of the concerns | have when we do get people
who cone, is that the way we start the course, or try to
start the course is, it doesn't matter what you fol ks on
that side of the table are going to do, that's not
inportant, it is but it's not, put that aside. What we're
going to teach you for the next two days is what's the nost
inportant thing that you need to do. And the industry is
taking the rap. | think that that needs to be rewarded and
not just sort of passed over because not everybody's doing
everything they should be doing, because a | ot of people are
out there doing what they should be doing.

M5. GLAVIN.  Bruce, did you have a coment that we
m ssed, on sonething that what brought up earlier?

DR. TOWPKIN: | just thought | mght respond to

Phil Derfler's question. |'m Bruce Tonpkin from Conagr a.
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The question related to repetitive positives. | went

t hrough our data not |long ago for two years, 1998 and the
year 2000 to see what kind of tallies that we do have.
There were 7,000 in one case and 8,700 plus sanplings in
each of those years.

O course, you' ve got so nmany sanples in each
sanpling set, but what that could say is that 63 percent and
69 percent were single, isolated positives in 1998 and the
year 2000. There were two consecutive positives that were
20.5 percent and 16.4 percent in the two consecutive
positives only and then the rest, the other 15 percent, were
three or nore consecutives. So, essentially, what that was
saying is that it's 84 to 85 percent roughly of the sanples.
The product either was an isol ated positive, or at worst
case two. kay.

M5. GLAVIN. Ckay. Thank you.

DR. TOWKIN: Eventually with information and sone
other things I'mdoing will appear in a manuscript on
listeria control. And the idea that | nentioned and al
that sort of information that can be helpful to you in a
draft -- 1'll give you a draft --

M5. GLAVIN:. That would be terrific.

DR. TOWKIN:. -- of what we have.

M5. GLAVIN. That would be wonderful. Thank you.

W really appreciate that. Caroline?
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M5. DeWAAL: Thank you. Caroline Smth-DeWal,

CSPI. Bruce, | have lots of questions. Wen you say two
consecutive positives were you doing those tests on the sane
day or what was the -- what was the tinme | ag between tests?

DR TOWKIN. Well, it would have been no greater
than a week, but in the past year, in the year 2000, every
positive we had -- as soon as we had notification of a
positive, the plant went through a corrective action and
then it was resanpled when it was started up.

M5. DeWAAL: So you woul d have one positive -- if
you had a single positive you would do a corrective action.

So for 100 percent of these you did corrective action?

Then if you found --

DR. TOWPKIN:. -- positives.

M5. DeWAAL: And then when you found the second
positive is when you noved into the product --

DR. TOWPKIN:. That's correct.

M5. DeWAAL: -- the holding test?

DR. TOWKIN:. That's correct. And this again is
still listeria-like.

M5. DeWAAL: Ckay. And there would be -- you said
a week between each test? And was that one test --

DR TOWKIN.  Well, | think --

M5. DeWAAL: -- or was it a -- it was a group of

five tests?
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DR TOWKIN. It would be a mnimumof -- I'd say
a mninmumof three days you go through the -- you go through
t he nmeasurenent, the second day neasurenent, then you -- and

all we're looking for is listeria-like, so you don't use
your super-sensitive nmethod for Lmin this case. Wat we
were trying to find, is a listeria-like organi smpresent?

M5. DeWAAL: And does -- I'msorry to keep buggi ng
you, but that five -- it's five tests in a sanple set. So
you would run five tests per week?

DR TOWKIN. On each line it's -- we use as a
rule of thunb five sanples per line. However, that depends
on the conplexity of the line. |In sone cases where it's
just a bul k packing station, all you have is a table and
sonebody with gloves. So in those cases you may have two
sanpl es.

V5. DeWAAL: Ckay.

DR. TOWKIN. But if it's a slicingline, it's
typically at |east five.

M5. DeWAAL: Ckay. Thank you.

DR. TOWKIN. And those are anal yzed as
individuals with the exception of a couple of plants where
the control |evel has reached a point where, you know, for
themto run all of those sanples individually it's just --
the lab work would just be too great and they stil

conposite.
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M5. DeWAAL: Ckay. Ckay.

M5. GLAVIN:. O her questions or comments?
M5. HANIGAN: This is Katie Hanigan wth Farm and.
| was just hoping to ask why is two consecutive positives a

trend and not one or three? So let nme just -- for
clarification, if you' re taking your sanples on Mnday and
if you don't have your |labs on site, which we don't have al
our labs on site, sonme plants have them and sone plants
don't. So sone of the plants are shipping sanples over to
other labs to get them anal yzed. So those sanples are not
starting until Tuesday norning, if you will. So by the tine
t hose negatives, if you will, cone back, or at the first
sign of a presunptive positive, you' re already heading into
Wednesday and possibly Thursday. Well, by that tine |I've
al ready sanpled ny lines again, so | nean I'malready into
ny second set of sanples before the first set of results are
back. | nmean it gets very difficult and conplex to try to
explain this to inspectors.

" mjust wondering, also, if there shouldn't be
sonme consideration as to exactly who in your organi zation at
t he establishnment has access to these results and to the
interpretation of these results? Is it |limted to the I11C?

Is this limted to the 11 C and the inspector that's over
the processing end of the plant or, also, can you al so have

your sl aughter people asking to see them too? |If they want
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to see them why do they need to see then?

You know, it really does get nore conplicated once
you get it out there and you start trying to figure all the
details of this out, because there's a big difference
bet ween whether you're tal king to your managenent staff or
your -- or the Agency's managenent staff. People who really
need to know what the data is versus people who just want to
know so that they have sonething to talk about, if you wll.

We've |imted our access within Farml and as to who
i n our managenent teamgets to see our data, and | think
t here should be sonme consideration given fromyour Agency as
to who is considered an Agency official to |look at this data
at the establishnment. Because | don't think slaughter
i nspectors should be looking at listeria data. | don't
understand the need for that or why they have to have that.

M5. GLAVIN. Ckay. Thank you.

(Pause.)

Ckay. Tonorrow s agenda will cover first of all,
the revisions governing trichina in pork products and the
revisions governing commercial sterile canned products.
Fol | owi ng that discussion, the econom c inpact of the
proposed regs and the cost benefit data needs.

Today we found that we noved through the norning
sessi on sonewhat ahead of schedul e and we noved into the

afternoon session. So | will urge those people who are
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particularly interested in the afternoon session to attend

at least in the late norning in case that happens again.
Qobviously, we can't predict that, but if that's your
particular interest | would suggest you m ght -- m ght want
to be here before 1:30, before the lunch break, in case we
nove into the second subject nore quickly. Are there any
other things for today that you want to say?
(No response.)
Okay. Well, thank you for being very attentive
and very hardworking all day and for all of your good input.
(Whereupon, at 4:00 p.m, the hearing in the
above-entitled matter was adjourned.)
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