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PROCEEDIL NGS
(9:08 a.m)
M5. GLAVIN:. Can | ask people to find seats, and
may | suggest that because we have a somewhat smaller group

t oday that people mght want to nove towards the front?

This isn't church. You don't have to sit in the back seat.

One announcenent. | have a green gl asses case.
Fortunately, there are no glasses init. |If this belongs to
any of you, I'll leave it on the table here. Just conme and
collect it. It's obviously for a prescription pair of

gl asses. Soneone m ght want to get it back.

This nmorning we have two topics. The first |
believe is the Trichina, the changes in the Trichina
regul ations, so we'll have a presentation on that. M
suggestion is we have our discussion on that prior to noving
into the second presentation on the canning regulations. |Is
that satisfactory?

|"ve lost nmy cheat sheet, so I'mnot sure who is
| eadi ng of f on the presentation. Mm? Mm Sharar.

M5. SHARAR:  Thank you.

(Pause.)

M5. SHARAR: Good norning. Today |I'mgoing to

cover the section on elimnation of -- for treatnent of
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Trichina -- . FSISis proposing a new rul e under the
provi sions for the prescribed treatnent of pork and
products containing pork to destroy Trichinellosis or

Trichina under 761 ready-to-eat and not ready-to-eat

products.

When this proposal becones final, prescribed
treatnments for Trichina will not be necessary because
conpliance with the performance standards will elimnate al

Trichina. At present, the regulations for treating Trichina
i nclude freezing, curing, drying, fernmentation in salt and
curi ng.

For heat treated products, the process achieves
t he proposed perfornmance standards for Sal nonella. The
practice should also elimnate Trichina. The time and
tenperature for elimnating Trichina is | ower conpared to
the tine and tenperature in the conpliance guidelines to
achieve the 6.5 | og reduction of Sal nonell a.

In salt cured, dried and fernented products, the
| ethality requirements for Salnonella and also E. col
0157: H7 for fernmented products containing beef are achieved,
it islikely that Trichina will be destroyed. However,
there are no published studies conparing the properties of

Sal nonella and E. coli 0157 to the destruction of Trichina
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in those products.

Therefore, the Agency cannot state with absol ute
certainty that the proposed lethalities for these products
woul d al so destroy any live Trichina. Therefore, the
establi shnment identifies Trichina as the cause of -- . The
establishment is to ensure that the process used is
effective to elimnate Trichina.

The Agency does not prescribe treatnent for
Trichina in raw products because they are custonmarily cooked
t horoughly for safety at home by the consunmer end user.
However, there are sonme raw products where the Agency
prescribes Trichina treatnent. These are itens that are
raw, but nay appear to have been cooked because they contain
i ngredi ents such as wine, other spices and curing agents
that mask their appearance. Because of their masked
appear ance, these products nay be eaten rare or under
cooked. However, these products are raw and bear the safe
handl i ng instructions on their | abel.

Trichina treatnment provisions for these raw
products are al ready descriptive and are contrary to HACCP.

Therefore, this proposal woul d provide establishing the
flexibility to determ ne whether -- products elimnate

Tri chi na.
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The establishnment identifies Trichina as a hazard
|ikely to occur in the process. -- for these products nmay
provide -- , which may be a termin the -- to be cooked or
ready to be cooked and offer instructions for fully cooking
the products for safety.

The Trichina rule was first inplenented by the
Agency in the early twentieth century. At that tine, the
nost serious foodborne outbreak was due to Trichina. O her
bacterial pathogens were not fully characterized or
recogni zed at that tinme. Therefore, the Agency tests
proposed -- has food regulations with regard to Trichina in
order to protect public health. Later on, as the bacteri al
pat hogens were characterized and recogni zed as causes of
foodborne illness, the Agency has started maki ng policies on
t hese bacterial pathogens to protect public health.

According to public surveillance of CDC, by the
Center for Disease Control and Prevention, there is a
decrease in reported incidence of Trichinosis fromthe years
1972 through 1997. During the reporting period of 1972 to
1987, there were 128 outbreaks due to Trichinosis, which
conprised about five percent of the total foodborne
out breaks. In 1988 through 1992, there were ten outbreaks

of Trichinosis conprising 0.5 percent of the total foodborne
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out br eaks.

Fromthe reporting period 1993 to 1997, there were
two out breaks from Trichinosis conprising 0.1 percent of the
total outbreaks. There were no death cases in all these
reporting periods, and an interesting point is, 50 percent
or | ess than 50 percent of the outbreaks were due to
i ngestion of pork that's undercooked. The other 50 percent
was caused by ot her neat or other unknown sources.

Consuner surveys that were sponsored by both the
Meat and Poultry Hotline of FSIS and the industry shared the
perception that pork may be infected with Trichina continued
to be a common food safety concern to Anerican consuners.

So FSI'S has sone confidence that consuners would cook this
product thoroughly.

Recently, a pilot program for the National
Trichina Certification Programwas started in August, 2000.

This is a cooperative agreenent anong USDA agenci es,
meani ng APHI'S, ARS, CSREES and FSI'S. The National Pork
Producers Council and pork producers are -- plants. Through
this program pork producers and suppliers can be certified
if they identify the risk factors for Trichina infection on
the hog farmand they voluntarily adopt managenent practices

that prevent and elimnate Trichina infection in the farm
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environment. Dr. Dave Pyburn fromAPH S is here, and he is
t he coordinator for the National Trichina Certification
Program He will give details if you need nore details on
this program

Est abl i shnments nust address the hazard of Trichina
in their HACCP plant if they know that Trichina is a hazard
that m ght occur. They have to determ ne for ready-to-eat
products if their process achieves a lethality that neets a
6.5 |l og reduction of Salmonella. |[|f they do that, then
they'Il be able to elimnate Trichina also. They have to
determ ne especially for not ready-to-eat products or the
masked products whether they need a Trichina treatnent.
They have to determ ne when the pilot project for Trichina
certification is in full operation. They have to determ ne
whet her Trichina or the pork products conme from hogs that
are Trichina certified. They have to determ ne whet her
aside fromsafe handling instructions for these masked
products whet her they need cooking instructions for safety
or they need conspi cuous | abeling in the | abel.

Those are the outbreak cases. These are the
provisions that are in the 9 CFRthat are related to
Trichina that would be elimnated if this rule becones

final. Thank you.
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M5. GLAVIN. Thank you. The people who are here
supporting Mm and who also are able to answer questions
that m ght arise are Paul Uhler and Harry Wal ker fromFSI S
and, as Mm nentioned, Dave Pyburn fromAPH S. Wwo is

next? Paul, are you? Dave? Dave has a presentation.

Thank you.

(Pause.)

MR. PYBURN: As Dr. Sharar nentioned, ny nane is
Dr. Dave Pyburn. [I'mwth APH S Veterinary Services. [|'m

t he national Trichina coordinator. Trichina certification
as a project has been ongoing for a nunber of years, and it
is a cooperative project between USDA and the various
agencies that Dr. Sharar nentioned, as well as the Nationa
Pork Producers Council and the representation that they have
for the pork producers of the nation.

Something | would |ike to just start with off the
top, and I don't have an overhead for this, is she nmentioned
a declining prevalence within the industry. Sone of the
nost recent studies are from 1995. A study done on the top
19 pork producing states by the Centers for Epidem ol ogy and
Animal Health within USDA, basically found that the | evel of
this organismin market hogs and in sows together within the

industry today is .013 percent fromthat study.
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In some studies that we have done since,
especially in 1997 and 1998 in hogs that canme from | owa,

M nnesota and Sout h Dakota, we tested over 220,000 narket
hogs in this study and did not find a positive. W double
tested all of these aninmals. W tested them both by
serology, as well as by the gold standard di aphragm
digestion test. W couldn't find any.

In 2000, the Centers for Epidem ol ogy and Ani nmal
Health is repeating their swine study. They're going to
| ook for the organi smagain, which the results are not out
yet. Quite frankly, though, it won't surprise nme if they
don't find any this time around just with the way the
i ndustry is going.

Wiy woul d that be? Well, you' ve got to | ook at
how the industry is today conpared to how it used to be when
this was an issue. Previous to the 1950s, this was a | arger
issue. More of the industry was structured in such a way
that this organismwould nost likely find its way or could
find its way into swne and into the pork that we eat.

In the 1950s, we had the enactnment of the Garbage
Cooking laws. It wasn't directed at Trichina as an organi sm
to deal with it, but in an indirect way it did because the

only way any warm bl ooded ani mal can becone infected with
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this organismis they have to eat the live larval cyst and
muscle tissue. |If it's cooked, if it's frozen, if it's
cured, if it's irradiated, the cysts die. It's not at an
extrenely high tenperature or |ow tenperature as far as
freezi ng when the cysts die.

Overall within the industry, too, since the 1950s,
we've had a reduction of waste feeding operations as well.
They're heavily regulated. They have to cook, if they're
going to feed waste. There are sone states where it is
illegal to feed waste to swine. There is no option to do
it. Wen you |look at the industry as a whole, it's |ess
t han one percent of the commercial industry today, and it's
shri nki ng.

Also within the industry when you | ook at how
producers manage their pigs, nore so for swine health, but
al so for safety of their products and econom cs on the far,
we' ve got much hi gher bi osecure operations today than we did
even 15 years ago, and we keep advancing in this area.

W're really just nowwithin the industry starting to take a
| ook at sonme science and research as it relates to

bi osecurity, so I think you may see even in the next 15
years, greater advances in biosecurity that will have an

effect on all organisns, including Trichinosis.
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Dr. Sharar nentioned sonme CDC work | ooking at
human cases. There's a graph that | got fromDr. Peter
Shuntz at CDC who works with Trichina for them As you can
see fromthe 1950s forward, a precipitous drop off in the
nunber of human cases.

| spoke with Dr. Shuntz about some of the nore
recent cases, nore recent nunbers fromCDC. On a yearly
basi s they get sonewhere between ei ght and 15, sonewhere in
t here, the nunber of individual human cases of
Trichinellosis that are reported to CDC. When you | ook at
that, nmuch greater than half of those are not attributed to
comercial pork. Usually it's through the consunption of
meat fromwldlife.

| want to just clarify a little bit about the
programthat's been nentioned in this regulation, as well as
by Dr. Sharar. Wthin this program we go to the farm
First we go to the farm W educate producers on the good
production practices as they relate to Trichina, and then we
cone back to the farm

An APHI S accredited veterinarian who has been
further trained to do auditing within this program cones
back to the farmand | ooks to see that in fact there are

good production practices as they relate to Trichina are in
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pl ace. Those practices are such that it would be extrenely
unlikely, if not inpossible, for pigs to becone infected
with the organismif they are in place. They do involve the
docunentation on the farmto show t hey have been in place
for a period of time and will continue and do continue to be
in place on the farm before and after the audits.

Al so as part of this program at least in the
begi nning of this programwe're going to verify what we're
doing within this programthrough testing at the sl aughter
| evel, taking a statistical sanple of the national certified
herd at each of the plants that are involved within this
program and test those animals for the organism to be able
to back up what we're saying; the fact that these ani mals
are not infected with the organi sm

| just wanted to put this up to reiterate or to
kind of clarify a little bit about the risk factors. The
only way that any warm bl ooded ani nal -- pigs, hunmans,
whatever it may be -- can becone infected with the organi sm
is through the consunption of live tissue cysts that survive
in nuscle. That is the only way.

When you | ook at individual farnms and how we do
this within the program we boil it down to we have known

risk factors on the farm and then how do we intervene. W
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have known interventions for the producers to put into place
on the farm Qur risk factors are, of course, feeding of
waste where it's legal, contact with rodents, and in
particular for this program it's really not all rodents.
It's nore rats than anything el se. Exposure to infected
wildlife or cannibalism W have the various interventions
that you can see there put into place on the program W
have educational materials on those interventions, and we
al so have a structured audit to be able to tell that those
interventions are in place on farns.

As | said, within the program up front is an
educational process for producers. Sone of these are
i nherent good production practices that already are
occurring on farns. Sone of the docunentation and sone of
the other things that have to occur to support the auditing
within the program maybe isn't so i nherent and naybe is not
occurring on all farms as of yet, so we have an educati onal
process up front to |l et the producers know here's what we
need to do to control this organismin a pre-harvest
fashion. The producer and the herd veterinarian then work
to i npl enent good production practices on the farmto
decrease the ability of the pigs to beconme exposed to the

organism The producer then within this program and this
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will be a national voluntary program The producer then
requests that a qualified accredited veterinarian to cone
out and do an audit to indeed ensure to APHI'S and to the
public that the good production practices are in place on
the farm

Based on the audit then, APHI S grants
certification to farnms that have all the good production
practices in place. Certified pigs then will go to
sl aughter with identification that they are froma certified
site. Acertified pig will be processed separately, and
their product will be kept separately at the packing plant
| evel if they are taken other than fromcertified farns.

W al so have the regular testing, as | said,
within the plants to verify what we're saying. W also have
an oversight function within APH S where we have APH S VMXs
and state VMOs that have been trained to be auditors for
this program go out and do spot audits on a percentage of
these farnms that have been certified. ['Il be available for
gquestions if there's any further questions on the program

M5. GLAVIN. Thank you very much. Are there other
presentati ons?

MR. WALKER: |s here okay?

M5. GLAVIN. That's absolutely fine. This is Dr.
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Harry Wal ker from our staff.

MR. WALKER: As she said, nmy nane is Dr. Harry
Walker. I'mwith FSIS Ofice of Policy, Animal and Egg
Production Food Safety Staff. Wat I'd like to do is
continue with what Dr. Pyburn tal ked about with what we're
doing as we're noving fromthe hog production areas to the

sl aughter house. That's one of the main functions that I

have in Aninmal and Egg Production. It is mainly a producers

type organi zation, but since this is slaughter we have a
little bit of variation of the things that we have to do.

The pilot project. W have two packi ng houses
right now that are involved, Swift & Conmpany in M nnesota
and FarnlLife Foods in lowa. Pigs fromthe first Trichina
certified sites will be delivered to the plants sonetine
this summer, and the pilot will continue for at |east a
year, and longer if necessary, to adequately test the hogs
-- and proceedi ngs.

If the pilot project is deenmed successful, plans
are to expand it into a voluntary national Trichina
certification programthat will be available to all pork
producers and processors who wish to participate. 1In the
i nspection procedures currently, FSIS does not oversee

processors through the process of maintaining certified
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status with regard to Trichinosis. Wth these instructions
and the Trichina pilot program FSIS is adding Trichina
certified pork to its inspection procedures for market hogs.

There are six points basically to what the
i nspectors will be doing in the slaughter houses. One wll
be producer certification. Another will be segregation of
mar ket hogs and pork products from Trichina certified
production sites. The third one will be validation of a
certification programby testing slaughter swine. A fourth
will be reporting results of testing. The fifth will be
mai ntai ning identity, and sixth will be |abel clains.

Basically on producer certification, the inspector
will certify by a nunber of different nethods that the hogs
that are coming into the plant are froma certified site,
and then on the second point, the inspectors will ensure
that the hogs fromthe inspected sites are segregated from
hogs that conme fromnon-certified sites, if that should be
the case. | would inmagine that nost of the plants wl|
probably have only certified hogs, but if they do have both,
the provisions are there to keep them segregat ed throughout
the entire process.

The inspectors would al so be observing the plants

as they test the hogs, or a certain percentage of the hogs.
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It is designed by a chart so an adequate nunber are tested
to ensure that they are Trichina free. |f some problens
result, there's a procedure that you are to go back to APHI S
and let themknow that this certified site is having sone
probl ens so that they can be renoved fromthe |ist.

Then, of course, maintaining identity. The I1GCs
in these plants will observe the establishnment of records to
ensure that for each sanple collected plant officials have
mai ntai ned identity of the sanple through the Trichina
i dentification nunber to the production site fromwhich the
mar ket hog originated. Finally, right now on | abel clains
pl ants cannot nake |abel clains regarding Trichina certified
pork on the pilot project. In the future, |abel clains my
be allowed in accordance with FSIS | abeling regul ations.
That's all | have, but I will be avail able for questions.
Thank you.

M5. GLAVIN. Al right. At this point are there
comments or questions with respect to the Trichina
provi sion, the Trichina control provisions in the proposed
rule? Yes? Can | get you to conme to a m crophone and state
your nane?

MR. GAMBLE: W nane is Ray Ganble. | have a

prepared statenent.
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M5. GLAVIN. Terrific.

MR, GAMBLE: As | said, ny nane is Ray Ganbl e.
|"mnot currently with the governnent, but | spent 20 years
with ARS as a scientist in the Agri-Service Center in
Beltsville. During that time, part of my responsibilities
were to work in pre-harvest and post-harvest control of
Trichinella in pigs.

|"ve done a ot of different things. 1've worked
on di agnostics. The conmercial diagnostic test that's used
in this programwas developed in ny lab. | did a |lot of
wor k on pre-harvest control identifying risk factors and
validating prograns. |'ve been in fromthe beginning with
NPPC and FSIS. [|'ve done work with FSIS, and | see Carl
back there, on processed product regulations as far as
curing and did some work with Mm and others on the
freezing and cooking regs as well.

| al so have sone international involvenent with
Trichina in that | wote the O U on regul ations governing
Trichina and Trichina control on an international basis and
wor ked with AVS currently on their export program for
Trichina, which does involve to sonme extent the regul ations
that were in place because of -- frozen and freezing

processes as far as export to Russia and sone ot her export
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mar ket s.

Lastly, and I'Il mention this just towards the end
here, 1've worked with a group called the International
Commi ssion on Trichinellosis, which has their own set of
gui delines for control and in sone ways draw fromt hese
process regul ations, so in fact these regul ati ons haven't
really gone away. They're just translated into another form
for the international venue.

The comments that | had, and I'Il read these and
hope that they won't be too boring. M/ experience in the
ante-nortem and post-nortemtesting of pigs for Trichinella
infection from 1981 t hrough the present docunents that this
parasite is essentially absent fromthe U S. pork supply.

| have a series of references. [|'Il turn this in
when | | eave, but |'ve referenced the NAHVS test from 1990
and 1995, which, as Dave nentioned, found very, very | ow
anounts of infections, and then we have a | arge body of
unpubl i shed work as well testing pigs from 1993 through 2001
in which in one case, as Dave again nentioned, we tested
about 221,000 pigs. In one study we found no positives. 1In
anot her study, which is ongoing, we tested about 23,000 pigs
and found none positive.

In addition to that, this AMS program which |'ve
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been involved in since about 1990, has tested literally
mllions of pigs annually. As far as |I'm aware, we' ve not
found any positive pigs in recent years fromthat program
Based on this very low incidence of Trichina in pork, it's
fairly clear that there really isn't any |onger a need for
conpr ehensi ve processing regulations relative to Trichina.
Therefore, | would certainly support rescinding paragraph
318.10 regarding the Trichina in processed products.

Again as was nentioned, CDC collects data on
out breaks of human Trichinellosis, and these nunbers have
been very lowin recent years and primarily cases that have
resulted fromingestion of infected game neats, so pork is
not really a problemas far as cases go to any extent.
However, it should be noted that Trichinellosis is a comon
di sease in many countries, and the U S. was once one of
t hese countries and deserved the reputation as having a
problem Therefore, it's inportant that we convey to our
trading partners in fact that the U S. has determ ned that
Trichinella really no longer is a threat to public health,
al t hough we still need to do sonme of these processing
regul ations -- as | nentioned, freezing, for purposes of
export to Russia and sone other countries.

We do have a committee on the Internationa
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Comm ssion on Trichinellosis which has published guidelines
for control of Trichinae in pork, as well as horse neat,
gane neats and -- horse neats in Europe. W have a testing
programin place for Trichina in horse nmeat, but this
docunent contains all those regulations relative to cooking
and freezing that are in 318. 10.

As | mentioned, those will go in perpetuity as
part of this international guidelines book on Trichinosis
that's published by the ICT, and the tables that are
i ncluded for freezing and cooking are in that docunent.

Now, despite its rare occurrence in pigs in the
United States, as Dave nentioned, due to nodern production
systens, Trichinella does remain a problem It is possible
for pigs to beconme infected in any area where pigs are
rai sed outdoors and regularly exposed to wildlife. There
needs to be an understanding within the industry that there
is an occasional risk that pigs can becone exposed,
particularly in pigs that are raised in outdoor systens or
where Trichinae has been reported to be endemc. There are
sone publications that are cited in here which indicate
areas where we found Trichinella to be endem c in pigs.
This information should be clearly understood by pork

packers and processors, and those who are required to
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performrisk assessnments shoul d devel op a HACCP pl an where
necessary for this parasite, so we need to discuss that.

Rel ated to this action, | wanted to nention
anot her parasite which really has not been discussed to nuch
extent. In the discussion of selection of reference
organi snms and the relationship of these organisns to other
potential hazards, the subject of Toxoplasna has received no
nore than passing treatnent. It was referenced briefly in
t he proposed rule, but again only briefly.

This is surprising considering the fact that, one,
the Centers for Disease Control report Toxoplasma as the
third | eadi ng cause of death due to foodborne ill ness,
behi nd Sal nonella and listeria; two, Toxoplasnma is
responsi bl e for approxi mately 20 percent of all deaths
attributed to foodborne pathogens; and, three, the CDC
estimates 50 percent of human cases of toxoplasnpbsis are
foodborne in origin. | have a citation here for that.

Toxopl asnma poses a significant public health risk
in pregnant wonen as a cause of birth defects in
congenitally infected fetuses and to i nmuno-depressed or
i mruno- conprom sed individuals as a result of acute or
chronic latent infections. Human toxoplasnosis in the U S.

is estimated to cost $5.3 billion annually in nedical costs,

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

211
| osses in personal productivity and costs of special
education and residential care. An additional $100 mllion
in costs are attributed to nedical costs of toxoplasmc
encephalitis in AIDS cases.

Toxopl asnma has historically been associated with
cats as the main source of infection for humans. However,
Toxopl asna can al so occur as a contam nant of pork and ot her
commodity neats. Research is again cited and has docunent ed
the occurrence of this parasite in pigs. Like Trichinae,
Toxopl asma infection rates are higher in pigs raised in
out door managenent systens. W have papers cited to that
effect. These findings suggest that raw, undercooked or
i nproperly processed pork m ght be a source of infection for
humans, but further research is needed to docunent this
rel ati onshi p.

Not hing is really known about Toxo infection in
ot her nmeat and poultry, although we do know that Toxo is an
i nportant abortifacient in sheep. Additional research is
needed to assess the preval ence of this parasite in beef and
chicken and the risk it poses to humans fromthese sources.
Despite the clainms of the CDC on the relative role of
f oodbor ne exposures in human toxopl asnosis, we know

essentially nothing about the relative role of neat and
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poultry versus environnentally contam nated fruits and
veget abl es in human exposure to Toxo.

Met hods are needed by packers and processors to
assess the risk of Toxoplasma in neat and poultry in their
supply chains, and to take subsequent steps to incorporate
control in HACCP plans. |If surveillance is perfornmed to
identify hazards associated with meat or poultry and if
Toxoplasna is identified in raw product, the question arises
how t hi s product m ght be handl ed, particularly if sone
product is intended for sale as fresh product. FSIS m ght
consider the inplications of identifying Toxoplasna as a
contam nant of nmeat or poultry since this parasite has not
been previously addressed as a food safety concern.

Toxopl asnma is inactivated in much the sanme way as
Tri chi nae when conparing cooking and freezing nethods. The
information that we present regarding inactivation is
relative to Salnonella and the increased sensitivity of
Trichina. Toxoplasnma would fit in that category as well.
In both cases, the absolute thernmal death point of Toxo and
Trichinella is much | ower than reported for Sal nonella and
E. coli,

However, little is known about the effects of

curing processes on Toxoplasma. W' ve done a |ot of work on
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Trichina, but we know nothing on Toxopl asma, which is a nuch
nore deadly parasite. Conparative data on processing is
needed for this parasite, particularly if production of a
safe product is predicated on neeting performance standards
of Sal nmonella. The assunption cannot be made that
processing by curing to nmeet Sal nonella reduction
performance standards will have the necessary effect on the
i nactivation of Toxoplasma. Further research using existing
or proposed processing nethods is needed to achieve this
| evel of confidence.

Basi ¢ bi ol ogical differences between Sal nonel | a
and Toxopl asna elimnate the use of certain treatnments to
achi eve conparable results in reducing risk in processed
products. Any steps, for exanple, for surface sterilization
to reduce Sal nonella nunbers to neet perfornance standards
woul d have no effect on Toxoplasma. The only effective
treatnments are those that are docunented to inactivate the
parasite, and those again are cooking and freezing, and then
those that would affect the carcass throughout the
treat nent.

Lastly, | just have a couple of recomendati ons.
Again, these are in the statenent. The first is to educate

packers and processors regardi ng possible risks for
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Trichinae in pigs raised in outdoor managenent systens and
take steps to minimze this risk. Certainly the
certification programis a najor step in that direction as
far as mnimzing risk. However, there is sort of an
assessnment whether it would be included in the HACCP pl an.
| think that needs to be considered from an educati onal
st andpoi nt, but also froma practical standpoint.

Support research to estimate the risk of
Toxopl asma in pork and other neats and poultry. W' ve done
a pretty good job of that so far for pork, but there is
essentially nothing about other neats and poultry, and that
really needs to be considered because Toxo can be a
contam nant of virtually any warm bl ooded animal. 1In
particul ar, support is needed for research on the preval ence
of Toxoplasma in retail neats and processes that inactivate
the parasite.

Third, educate producers and packers regarding
possi bl e hazards associated with Toxoplasma in neat and
poultry. That again would be a HACCP pl an identifying what
those risks would be. In particular, it's inportant to nake
a distinction that contam nation of raw product with
Sal nonel l a and other mcrobes is not related in any way to

contam nation with Toxopl asma, so the exposure risks are
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conpletely different at the pre-harvest |evel at |east.

When defining requirenents for perfornmance
standards, consider the differences between Sal nonella and
ot her bacteria and Toxoplasma. Toxoplasma is a tissue
dwel l'ing parasite that is not inpacted by surface treatnent.

Therefore, nmethods to incorporate surface sterilization
will not affect Toxoplasnma. Lastly, support further
research to conpare non-thermal processes that inactivate
Sal nonella with lethality for Toxoplasma in those -- curing
met hods.

M5. GLAVIN. Thank you very much. Do you m nd
staying at the table just for a mnute in case people have
guestions for you? Are there questions or conments? Mm?

M5. SHARAR: Thank you, Dr. Ganble. Dr. Ganble is
one of the leading experts in the field of para-cytol ogy
(phonetic), especially in Trichina research. W know t hat
Toxopl asna i s one of the pathogens of concern in pork
products, but research by Dr. Katula and Dr. Dube from ARS
have shown that heating and freezing treatnent that is best
for Trichina is very effective toward Toxoplasma. As Dr.
Ganbl e said, it's nore sensitive to heating and freezing
than Trichina, so that will be covered in this proposed rule

that we have lethality for Sal nonell a.
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In terns of research, we are aware that we are in
need of research for this ready-to-eat proposed rule, so we
have proposed research conparing the lethality of Sal nonella
and ot her pat hogens of concern, including Trichina and al so
Toxopl asma, for ready-to-eat products.

M5. GLAVIN. Ckay. Any other questions? Thank
you very nuch for that presentation. It was very hel pful
O her comments or questions on the Trichina control
provi sions? Yes, sir?

MALE VO CE: Jack -- . Not on the contro
proposal, but about all regulations that have changed, but
as long as you're proposing to change this one --

M5. GLAVIN.  Ckay.

MALE VO CE: | think Dr. Sharar's |ast piece of
filmup there showed Regul ati on 310 and ot her rel ated
regul ati ons that woul d be done away with. However, there
are other publications by FSIS that relate to Trichina
control and the need for the use of certified pork. There
are directives and SID policy nunbers on these topics and
SI D books for products |ike Chorizo.

| would ask that if you're going to change this
regul ati on or change any of the other regulations that you

go and find all the other docunentation that FSIS has in the
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field and renove that also. |nspectors now have these FAIM
conput ers where they can just punch in sonething and a
reference will show up. What |'ve found is that while
regul ati ons have been done away with, there are other
ref erences that they can go back to, so | would ask if this
is done away with that you go through and find all the other
references and do away with them too. Thank you.

M5. GLAVIN. Thank you. Very good point.
O her coments or questions? Yes? Can you cone to the

tabl e, please? Thank you.

M5. BOCKMAN: |'m Beth Bockman with the Nati onal
Por k Producers Council, and we will be sendi ng extensive
witten cooments for this particular section. | did want to

provide a little bit nmore background as far as the Trichina
certification programand | think really express the
appreciation of the pork industry for the efforts that the
USDA has shown in hel ping nove forward in food safety
certification prograns.

This program which is in the pilot stages right
now, started in 1993 through a |ot of cooperation between
APHI S, the Food Safety Inspection Service, the Agricultural
Research Service, the Agricultural Marketing Service and

Cooperative State Research, Education and Extension Service,
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and it has required many pilot projects, many research
projects, much -- devel opnent, devel opnent of tests, and has
been a very good exanple, | think, of the future type of
prograns that can be devel oped and then can be adopted by
the industry. | just wanted to express appreciation for
that work that's been ongoi ng since 1993.

M5. GLAVIN. Thank you. O her questions?
Comments? Al right. Thank you. Thank you very nuch for
those presentations. W wll nove on to the section of the
regul ati ons or the provisions of the regul ations governing
comercial sterile canned product. Paul Uhler's
presentation is actually the commercially sterile canned

product presentation.

MR, UHLER: -- products are addressed in two
subparts -- . Those subparts are -- address poultry
products. Those regulations are -- . -- processes, the
forward process -- biological, physical and chem cal hazards

from devel oping in a HACCP plan. However, establishnents do
not have to -- food safety hazards associated with

m cr obi ol ogi cal contam nation if the product has -- . This
exception is contained in Section 2(b)3 of the HACCP
regul ati ons.

-- this exception, the Agency recogni zed that the
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-- regul ati ons were based on HACCP concepts to provide for
the anal ysis for food processing systens and controls
through -- . However, -- perfornmance standards are
finalized.

-- to a single category of neat and poultry
products is inconsistent with FSIS other regul atory
m ssions to grant the industry maximum flexibility and
define the industry's responsibility and accountability for
the safety of meat and poultry products.

However, while it may appear that the current
exenption for the industry for the flexibility to -- HACCP
pl ant nmust still conply with the regul atory requirenents.
Therefore, the change in the standards is no | onger naking

the regul atory | anguage consistent with that --

FSI'S proposal -- lethality performance standards
-- regulatory standards -- . FSISis also proposing to
revise the requirenent -- . -- current regulations --

requi renents and those that overlap the HACCP regul ati ons.
FSISwill continue to train -- supervisors. |In other words,
t he proposed changes should not affect current industry
practi ce.

The food processing -- commercial sterility.

However, conmercial sterility addresses both food safety and
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non-food safety fornms of contam nation. Therefore, FSIS is
proposing lethality performance standards designed to kil
pat hogens and prevent growth of pathogens -- in the
comercial sterility standard.

In the first perfornmance standard, FSIS is
proposing a requirenment to establish a process for reducing

-- . In the second performance standard, FSIS is proposing
to require -- factors other than the thernmal process to
prevent the multiplication of C botulinon. For these
products, -- process reduction of C. botulinon.

As additional performance standards, FSIS is
proposi ng a specific requirenment that --. This requirenent
is consistent with the existing comrercial sterility
definitions in Section -- of the FDA regul ati ons.

-- commercial sterility is safe, but it may not be stable.

FSI'S considers the cormmercial sterility standard
to be appropriate, anong other reasons, because the Agency
is obligated under the statute to -- . The Agency's current
-- regulations are intended to assure -- products are not
adul ter at ed.

The proposed comrercial sterility requirenent --
comercial sterility. The process delivers -- destruction

with the nore heat resistant organi snms, such as clostridium
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spor genes.
FSIS is proposing a -- quantitative standard for
comercial sterility. -- quantitative standards necessary,

such as a 5 |l og reduction, clostridi um sporgenes, just for

an exanple. ~-- container protects the product -- . [If the
container -- stable. -- contam nated product. [If the
product is adulterated and becones -- , that is an econom c

concern. C. botulinon becones a public health concern.

For this reason, FSIS considers -- sea
requirenent. FSIS is proposing that the seal be airtight to
protect the contents of the container fromthe entry of
m croorgani sns. FSIS al so recogni zes comrercial sterility
can be achi eved other than by the thermal process.

Therefore, the definition of commercial sterility has been
expanded to include those processes in the definition or the
proposed definition of comrercial sterility -- added to the
current definition.

The commercial sterility requirenent is the
product nust be processed to achieve commercial sterility.
The container in which the product is enclosed nust be
hernmetically sealed so as to be airtight to protect the
contents and the contai ner against injury from

m croorgani snms during and after processing.
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Several industry groups and other interested
parti es have expressed reservations concerning repl acenent
of the existing regulations for fully processed comrercially
sterile performance standards. The conplexity of the
process, the condition of the -- have been cited as reasons
for maintaining existing prescriptive regulations.

Significantly, FSIS is proposing to retain the
training requirement for all operators of processing systens
for comercially sterile poultry products and it wll
continue to be issued under the direct supervision of the
person who is associated with school instruction. It is
generally recognized that it is adequate for the training of
supervi sors of canning operations.

There are nmany changes regarding the definitions.

Wth the certified product and the tinme to certify the
product, if it's longer than 24 hours it nust be validated.
In the current regulations, it requires a processing
authority to approve a |onger tine period.

Commercially sterile and hernetically seal ed has
repl aced canned product in the current regulation. FSIS
specifically invites conments as to whether and in what form
the existing requirenents for fully processed comrercially

sterile neat and poultry products should be retained. |If
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t he Agency does replace the current requirenents, we propose
firmer standards and plans to issue a revised version of the
current regulations as to requirenents for industry. And a
copy of these conpliance guides is on the table in the
| obby.

In summary, the proposed rule defines the
performance standard for food safety, defines the standard
on adulteration, continues the training requirenent,
encourages flexibility and notivation, -- the requirenents
and renoves overlap with HACCP requirenents. Thank you.

M5. GLAVIN. Thank you very much. Lloyd, did you
want to nmake a conment at this point?

MR HONTZ: | did have --

M5. GLAVIN. Do you want to give your nane for the
reporter, please?

MR, HONTZ: Lloyd Hontz with the National Food
Processors Association. | do have sonme prepared renarks
would i ke to give, but naybe it's appropriate to ask sone
guestions about the information that was just presented, and

t he Preanbl e di scussion.

M5. GLAVIN. Al right. That's fine. That's

fine. Are there questions for Paul Unler at this point on

the presentation he has made on what is included in this
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proposal ? You had one. Now there's a nethod to your
madness.

MR, HONTZ: Lloyd Hontz with the National Food
Processors Association. Paul, | was |ooking at the Preanble
di scussion of commercial sterility. Let ne tell you that in
the discussion it tal ks about current practice, but on sone
occasions in delivering the thermal process, the tinmes and
tenperatures to achieve comrercial sterility nmay not be
attained, but indeed the heating tinme is nore than enough to
protect it from-- I'mtalking here about a practice in sone
cases of incubating some product under those conditions to
determne if the product is stable and then allow ng the
product to be rel eased.

Later in the Preanble discussion where it states
that the proposed comercial sterility requirenent -- there
i s sonething that says, would have to ensure a reduction or
i nactivation of foodborne organisns sufficient to guarantee
comercial sterility, if there's even an intent here that
processors woul d no | onger be able to operate under the
current practices, which would all ow rel ease of product
whi ch m ght not have met comrercial sterility requirenents,
but has indeed exceeded the m nimum health requirenents.

Anot her question or an observation is that in many
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cases the thermal processing authority, which we believe is
a very, very integral part of the current regulations, the
processing authority woul d be experienced in the background
and in many cases has and will continue to nake

determ nations that products which may have only slightly
failed to neet the commercial sterility requirenment would
not even need to be incubated before it could be rel eased.
| was wondering if the proposal suggests any different
strategy for this area of thermal processing?

MR. UHLER: For the processing -- processing
environment -- and the need for certain poultry products
-- . That preceded the inplenentation of HACCP in al
establishments, so it's simlar -- . The process has to be

val i dated, so --

MR, ENGELJOHN: This is Engeljohn. Just to follow

up on what Paul said, I would say there is no limtation
wi thin the proposed rule that would restrict the use of a
processing authority and that authority providing
docunentation to the plant, which would be part of the
record so that the plant would keep docunenting w der
processes that were safe and vali dat ed.

MR. HONTZ: Lloyd Hontz again. My question is

whet her you're utilizing the process and whet her there's an
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intent by the Agency to disallow the marketing of product
that may not have net the commercial sterility requirenents,
but is above the mnimum health requirenents.

MR. ENGELJOHN: This is Engeljohn again. Could
you give nme maybe a little nore background on what the
product woul d be that doesn't neet commercial sterile today,
that's released into the marketplace? Does it have
refrigerated statenents on it? Wat exactly does it say
today in those situations?

MR, HONTZ: It would not require anything |ike
that. It would be your typical canned neat product, which
per haps has a certain commercial sterility -- . [It's
di scussed in the Preanble | anguage. It says a product that
is -- processing and necessary to protect health, but |ess
t han necessary for commercial sterility is safe, but it may
not be safe.

It tal ks about in certain cases the processor
m ght distribute that product for sonme period of tine in
contai ners, which could indicate econom c standards of the
product. They woul d not be appropriate for marketing. They
woul d be used and di scarded, but the renai nder of the
product would be released into the marketplace. It would be

processed and delivered at sonewhat |ess than required for
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commercial sterility.

M5. GLAVIN. Did you want to junp in?

M5. SWANSON: Yes, just to provide a
clarification. This is Katie Swanson. For exanple, you'l
have a stated tinme process that the plants are supposed to
produce agai nst, and perhaps they have a processing --
associated with that. The process that is given to the
plant is supported by data that the thernmal processing
authorities have in hand. They m ght | ook at the deviation
that was submtted to them do a very technical assessnent
as to whether or not it still provides the assurance that
they need that we're not producing and sendi ng product out
that's going to provide extensive spoilage in the
mar ket pl ace. So it m ght be sonething | ess than the
aut hori zed process given to the plant, but nore than the
| i kes of their data suggests would present a problem

They might take that information, couple it with
-- detection tests, incubated sanples or even 100 percent
sort and say we have seen no spoilage that is evident other
than that related to a canning defect. Based on that
information, we'll release it. W're not talking about
shi ppi ng product that we think is going to spoil in the

hands of the consuner. It's just that the assunptions that
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t hey make when they devel op those processes are under wor st

case situations -- the highest fill, the | owest head space,
the greatest viscosity, et cetera -- and that is not the
average. |If you put all of that together, it's not

sonet hing that you can clearly delineate in your HACCP pl an
with regard to corrective action. |It's sonething that takes
a highly conpetent, trained processing authority who's been
working on this for years to make that judgnent.

Under what we have under the gui dance of HACCP,
that flexibility seem ngly di sappears; al beit mybe not
i ntended to have that happen, but it very well could
di sappear. | think that's the crux of what you're talking
about .

MR. HONTZ: That was very hel pful

MR, ENGELJOHN: This is Engeljohn. | would say
that there was nothing in the proposed ruling intended to
change the status quo on that issue. |If there are |anguage
issues with regard to the way we've witten the standard
t hat woul d nake that nore clear so that it would continue to
provide that. W would clearly like to have sone gui dance
on what | anguage that would be, but I would say there was no
intention to change those provisions.

MR. DERFLER. Let ne just ask M. Hontz a
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specifically authorizes what you' re tal king about, or is

this a process that's kind of grown up under the regs?
MR. HONTZ: Lloyd Hontz again. | believe it's

just practice. [It's through practice.
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M5. SWANSON: I n sone respects -- Katie Swanson --

it mght be industry practice, but there is a need for a

thermal process authority, and the thermal process authority

is the one that has to review these deviations. That is
cover ed.

GLAVIN.  In the regs.

SWANSON: I n the regs.

2 5 D

DERFLER:  Ckay.

o

for a thermal process authority provision.

SWANSON:  So it is current. That's the need

M5. GLAVIN. Ckay. Fromthe nods |I'mgetting over

here, | assune that that will be in your witten comrents?

M5. SWANSON: Yes. It already is.
M5. GLAVIN. Ckay. Oher clarifying questions
before Ll oyd nmakes his coments? Yes?

M5. SWANSON: Related to the thernmal process

authority concept, is it the intent of the new regul ati ons

to negate the need for a thermal process authority? There
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are currently thermal process authorities there, but there
are people who mght think they're one, but m ght not be,
and so are the regs as intended supposed to allow for other
people to be able to make these technical changes?

MR, ENGELJOHN: This is Engeljohn. | would say
the intent of the reg is to nake it as flexible as it can be
with regard to what the establishnent will use to validate
or provide the validating docunentation for the safety of
their process. |If that requires themto have a processing
authority that they will get services from that is what
t hey can do.

It doesn't limt their activity, but it also
doesn't require one, which would be what woul d be the
current reg. It doesn't |imt that, but it certainly wuld
allow for the use of processing authorities as the
supporting role for the plant's HACCP pl an.

M5. GLAVIN. Ckay. Thank you. Soneone over here?

Yes? Could you state your nane when you cone to the
m crophone? Thanks.

MR SHIRE: Bernie Shires. If you want to have a
processing authority standard, what other types of
i ndi vi dual organi zations would you be thinking about since

you propose to renove this fromthe regulation? Process
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authority.

MR. ENGELJOHN: The intent of the proposal was to
all ow the establishment to establish their HACCP plan and to
have the adequat e docunentation to show that they have a
val i dated system so that would be a determ nation that the
pl ant woul d use as to what rigor they would enploy to assure
t hat .

M5. GLAVIN. O her questions before we nove on?
Yes?

M5. SWANSON: | have a question related to
requirenents for validation. Under the current HACCP regs,
frequently when validation is done it is done with the
speci fic hazard of concern or the pathogen of concern. Wth
regard to thermal process validation, this is not the case.

Clostridiumbotulinon is not put into containers of product
and tested to assure that they are inactivated.

My question is how w || the Agency assure that or
is it the intent of the Agency to require those validations,
and how will they assure that if they don't want to
specifically require the use of C. bot validations how w ||
they be able to communicate this as a difference from ot her
parts of the HACCP regul ati on?

MR, ENGELJOHN: | would say that the Agency's

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

232
intention in terns of proposing this performance standard
based rule would be that the establishnment would need to
have on file what its docunentati on would be, how they've
identified their hazards and what it is that they' re going
to do to ensure that the product is safe. | don't viewthat
differently than what they do today. If you could give ne a
little nore clarity as to what you're seeking on that, nmaybe
| could respond to that.

M5. SWANSON: Well, frequently if we get requests
to denonstrate sone of the tinme, tenperature and activation
studies, and they want to make sure -- the inspectors m ght
want to see Sal nonella or how many strains of Sal nonella did
you use, and those kinds of studies. Wen we discussed the
| ethality standards for Sal nonella just earlier in this
presentation, very pointed questions about well, did you use
Scot-A for listeria or, you know, how nmany strains were
there and how many tines did you replicate. That is part
and parcel of validating lethality studies for nany of the
m crobi al systens.

That is just sinply not the case for Costridium
botulinon. W tend to devel op processes based on what you
need for conmercial sterility because it far exceeds

Clostridiumbotulinon, yet the regulation is to control
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C. bot.

| have sonmewhat of a concern that once a change is
made to sonmething that has been in place for many, many
years that it's so different than the approach that HACCP
has used in other situations, people will start | ooking for
simlar types of data, and they just don't exist.

Additionally, and I'mgetting conments so |'m
going to ask sonme questions here, but additionally current
HACCP regs require reverification of the HACCP plan on an
annual basis or with every verification. The processors are
val i dat ed extensively when they're set up, but they're not
revisited on an annual basis froma thermal process
per spective.

W review changes as they cone al ong and nake a
techni cal judgnment as to whether or not there is an inpact.
But something as sinple as changing fromone starch supplier
to another, at the sane percentage, can change the inpact on
t hose products.

| just want to nake sure that the Agency
under st ands the nagnitude and the conplexity of the things
that they're trying to change in light of the fact that a
very effective system has been in place for years and has

denonstrated a | ack of --
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MR. SHI RES: Katie nmentioned sonething that
sparked a little bit of an idea here in terns of, if we
transition fromwhere we are now to a "HACCP" and
per formance standard node on canned foods, there are
frequent formul ati on changes, et cetera. Processes nay
change. For exanple, one may have five processes on the
sanme product as alternatives.

I"mcurious as to how you woul d envi sion t hat
fitting into HACCP. You may be setting up a systemwhich is
much nore burdensone in trying to make it nore sinple. Your
paperwork burden is going to go way up in terns of
reassessnment of the plans for each process that is now a --
process or each --

| hadn't thought of that aspect of this before,
but that could be very cunbersone. That's just a coment.

MR, ENGELJOHN: | would respond just particularly
to the corments that you submit when you flush that out as
to some of those issues. | would in part conpare this to
what occurs with irradi ati on processes in which there
currently is defined, there are requirenents for defined
criteria that have to be there.

Now, within the irradiation regulations that we

have in place today we have seen nore prescriptive
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requi renents there than what we do for general processing
categories. So if there are simlarities between existing
irradiation regs and the canning regs, that woul d be
sonmething I think we'll go back and | ook at to see the
additional requirenments that we put there which involve nore
clarity as to specifying any changes and so forth through
required certain activities.

W' ve gone in this proposal to the very general
performance standard statenment w thout considering sone nore
prescriptive provisions other than requiring that a person
be trained, which is one of the conponents for irradiation.
There nmay be a need to | ook at sonme added descriptive
requirenents to this performance standard. |If you could
maybe flush that out a little nore as to the specifics, that
woul d be very hel pful to us.

M5. GLAVIN.  Any imredi ate questions? |'m not
trying to shut this down, believe me. Wat I'mgoing to
suggest is that if there are a few nore questi ons we get
t hose on the table now and before we nove on to the
presentations, because there are a nunber of peopl e signed
up, we take a short break. Questions?

M5. SWANSON: One nore question, and that's

related to thoughts in the Agency on prerequisite prograns.
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| know that that's not something that is frequently

addressed within USDA. Wuld sone of the provisions rel ated
to the equipnment that is used for thermal processing is a
very good exanple of the need for a prereq program \Wen
you're establishing a process it's specific to the line.
You do tenperature distribution studies within retort
(phonetic) vessels, for exanple, to determ ne where the cold
spots are.

This is not something that is easily captured
wi thin a HACCP plan because it's not done every day. |It's
done at a certain point in tinme and then when equi pnent
changes are nade. Wen you renove the equi pnment portions
and requirenments fromthe regs, all of a sudden those
requi renents seem ngly di sappear, and they are essential to
delivering the process that you need on each and every can
that goes through. |Is there a consideration that you m ght
have sone recognition of the prerequisite progranf

MR. UHLER. Won't the equi pnment be covered in the
val i dati on system-- wouldn't that be covered?

M5. SWANSON: It woul d be covered during that
initial validation, but the ongoing check is not sonething
that would be able to -- that's easily anenable to doing in

your HACCP pl an.
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M5. GLAVIN. Question?

MR. DERFLER: This is Phil Derfler. The only
thing I'd add is we have pendi ng before the Agency a
petition fromthe industry. One of the issues that it
raises is the issue of prerequisite prograns. The petition

MR. COLE: -- soneone who spent 25 years in the
Food and Drug Adm nistration as an investigator, who spent a
|l ot of tinme on the plant floor doing inspections of food
processors, both national and international.

| think the concern that Katie and Roy and Dane
are voicing here is that if you transfer a regul ation, okay,
whi ch has a very clear cut definition of comerci al
sterility, and by definition of comrercial sterility it
mandat es destruction of bot. It mandates the destruction of
Clostridium botulinon right now by definition.

You're going to have an awful |ot of work that
needs to be perforned on the basis of the annual
reeval uati on of the HACCP plan whereas today the situation
in the plant is that a lot of work goes into basically
establishing the schedul es and the processes and validating
the recording systens through tenperature distribution

studies. Then a careful eye is kept, or supposed to be kept
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on the process by plant managenent to nake sure, A, nothing
changes with respect, okay, to the process itself.

Katie mentioned the exanple of going from one
starch supplier to another starch supplier. There are a
nyriad of different issues that are involved here. On the
weak -- side, if you have a plant engi neer who runs out of
gate valves on the vertical scale retort side, and deci des
to replace it with a globe valve, not understandi ng, you
know, the significance of what that nmeans in a |line, okay,
so this is basically the way this is controll ed today.

They do not redo the -- on an annual basis. They
do not do the tenperature distribution on an annual basis.
Basically it has not been necessary. It does becone
necessary, as David said, and there should be control
provisions in place for that.

If the process is being thought to be changed,
you' re supposed to contact the process authority. |If you're
t hi nki ng of changi ng sonething to your retorting system
you' re supposed to contact the process authority. |If this
noves to HACCP, it | ooks |like what's going to have to be
done, regardl ess of whether it's necessary or not, on an
annual basis. | think this is the source of a |ot of

concern here.
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M5. GLAVIN. Al right. | declare a break. Let's
try to keep it to about ten m nutes. Thank you.

(Wher eupon, a short recess was taken.)

M5. GLAVIN. Al right. What | wll suggest is
that we start nmoving into sone of the comments that people
are prepared to nake and intersperse that with questions,
since | suspect the presentations will trigger additional
guestions and di scussi on.

Ll oyd, sonetine way back earlier this norning |
of fered you the opportunity to make a presentation. Wuld
you |i ke to proceed?

MR HONTZ: Yes, | would.

M5. GLAVIN. Thank you.

MR, HONTZ: Thank you, Maggie. | am Lloyd Hontz
fromthe National Food Processors Association. | do have
sone prepared remarks. They will take about five mnutes to

cover, and | prom se to cover themin |l ess than half an
hour .

M5. GLAVIN. Thank you.

MR. HONTZ: Thank you for this opportunity to
comment on one inportant elenment of the FSIS proposed rule
setting performance standards for ready-to-eat food. For a

host of reasons, the National Food Processors Associ ation
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vi gorously approves of the FSIS plan to renove the existing
canned regul ations fromthe Code of Federal Regul ations and
to replace themw th performance standards.

In our reading of the Preanble to this ruling, we
find no discussion of a public health basis for this change.

This is not surprising since the existing regulations have
been exceptionally effective in mnimzing public health
probl ens associated with canned foods. |In that regard,
noted at the end of M. Billy's opening remarks fromthe
techni cal conference on Tuesday, the desire for science
based processes with proven performance. |If | renenber
correctly, M. Billy also said that the one true neasure of
success of regulatory food safety nethods is the reduction
of foodborne illnesses. If this is so, then the FSIS canned
food regul ati ons have been truly successful.

Unli ke sone of the other ready-to-eat food
categories in which new approaches for enhancing food safety
are still being devel oped, we do not believe that the
proposed changes to the canned food segnent of the neat and
poultry industry will yield public health benefit. In fact,
we fear that a very opposite result can occur.

| would al so note that the proposed changes appear

to be very likely to require significant econom c
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expenditures for validation of those processes that are
al ready exceedi ngly conservative and whose adequacy has been
val i dated by many, nany years of production of safe
products. Again, we would note that no public health
benefit would accrue from such expenditures.

Before going further, I would like to offer a
brief review of the origin of the canned regul ati ons, which
have had the strong support of the canning industry for nore
than 30 years. | wll show how t he change surely woul d
i ntroduce unnecessary conpetition for processors who al so
produce FDA regul ated canned foods and/or export their
products to other countries. As was suggested, the proposed
changes coul d adversely inpact the very envious safety
record of this food industry segnent.

Fol l owi ng a food poisoning incident in 1971 in
which the failure to properly apply a heat process to
commercially canned product led to fatal consequences, the
Nat i onal Canners Associ ation, now the NFPA, petitioned the
FDA to publish new regul ations to address the problem
El ements of this major new program were designed to contro
the primary food safety hazard associ ated with canning
operations; that being the survival of scores of Costridium

bot ul i ron which could then germ nate and produce the deadly
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botulismtoxin in the anaerobic environnent of the -- can.
Consunption of even small anounts of this potent toxin in
t he absence of practical admnistration of antitoxin can
qui ckly lead to paralysis and death of any consuner, not
just those who m ght be i mruno-conprom sed or in sone other
special risk category.

In addition to new energency -- requirenents that
provi ded FDA with a basis for enforcenent, the plan called
for good manufacturing practice regulations applicable to
formerly processed | ow acid foods packaged in hermetically
seal ed containers. These PNPs were published and nade
effective in January of 1973.

At a time |ong before hazard analysis and critical
control point became a household term these canning
regul ati ons were based upon HACCP principles. Uilizing
know edge gai ned over a period of nore than 60 years as the
art of canning was converted into a science, experts from
the NCA and its menber conpani es carefully analyzed the
vari ous steps in the canning process and identified those
whose proper performance was essential to the nmanufacture of
saf e product.

In a cooperative effort with FDA the nost

i nportant features of various retorting systens, the
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essentials of thermal process establishnment by recogni zed
processing authorities and special paraneters for container
closure were identified as nandatory requirenments to
docunent that, as denoted as shells in the regul ation.
Monitoring and record keeping requirenments to docunent that
factor is critical to the final process, and prescribed
procedures for corrective action when process devi ations
occurred were also required elenments of the regul ation.

In addition to the nandatory requirenents, other
advi sory or reconmended practices intended to ensure
conpliance with the required features were included and
specified in the regulations as "shoulds.” This strategy
al lowed industry flexibility to achieve a desired goal by
alternative approaches.

Meanwhi | e, several incidents and one death from
comercially canned nmeat and poultry products occurred in
the early 1970s. FSIS procured a canning regulation of its
own in 1976, but never went further with it. In Septenber
of 1981, the NFPA petitioned FSIS to establish further
manuf acturi ng practice regulations that prescribe detailed
t hermal processing requirenents for canned neat and poultry
products whi ch woul d enhance consuner protection, reduce the

cost of inspection, achieve consistency in the FDA

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

244
regul ati ons and ensure fair and predictabl e enforcenent by
USDA. NFPA urged the Agency to abandon its earlier proposal
as it had significantly m s-marked for conparability with
the original FDA ruling, which had been nodified itself in
1979.

On April 12, 1984, FSIS published their proposed
ruling in response to the NFPA petition. | find sone of the
Preanbl e | anguage to be informative to our discussions
today. The Preanble stated that the decision to pursue the
proposal was in consideration of our petition and, | quote,
"the Departnent's desire to provide nmaxi mum consuner
protection by the nost efficient neans possible.”

Later in the Preanble it was noted that anmong the
several alternatives available, the option to devel op
conprehensi ve canning regul ations, and | quote, "was
sel ected because it woul d accommpdat e advanced t echnol ogy
and woul d strengthen controls over canning operations to the
degree deened necessary to provide increased assurance of
safety and sterility of canned products.

"Al so, the devel opnent of regul ations which are
not -- the proposed CODEX El enentarius Code of Hygienic
Practice for Canned Foods and which closely parallel

exi sting FDA regul ati ons woul d serve to pronote
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standardi zation and unity in national and international
regul ations.”

Finally, it was noted that the requirenents and
reconmendations -- in the proposal are generally recognized
by the industry as essential to good canni ng operations, and
t hey have been wi dely adopted. Wen FSIS published its
final rule for canning establishnents in Decenber of 1986,
they included a Preanble statenent that, "This regulation
wi |l reduce the risk of public health hazards associ at ed
with inproperly processed canned product.” It becane
effective six nonths later.

To conclude the historical perspective, the
canni ng regul ati ons pronul gated by FDA and FSIS resulted in
a uni que cooperative effort between the canning industry and
the sister agencies to address a very serious public health
concern, CostridiumBotulinon. These HACCP based
regul ations are widely regarded as the first and perhaps the
nost successful application to date of the principles of
HACCP.

The FSI'S proposal to renove the fromthe Code of
Federal Regul ations these industry supported regul ati ons and
to replace themw th abbrevi ated perfornmance standards seens

to overl ook this unique background. Wile NFPA and its

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ wWw N PP

N ONNN R R R R R R R R R R
W N P O © 0O N o 0o b~ W N B O

246
menbers are certainly supportive of appropriately designed
and achi evabl e perfornmance standards, we believe that the
severity of the hazard addressed by the existing canning
regul ations justifies their continuance. The primry
justification for the proposed change is to nake the
requirenents for this industry segnent consistent with those
for other neat and poultry products. Overlooked is the fact
that it would create disharnmony with the requirenents of the
FDA and the recomended Code of Practice of the CODEX
El ementari us Conm ssion. As previously noted, these were
significant reasons for publishing conprehensive regul ations
in the first place.

Most of our nenbers who manufacture canned neats
and poultry products al so produce FDA regul ated canned
foods. W argued |Iong and hard for consistent regulations
bet ween the agencies as the requirenents for the production
of safe canned goods are the same for both types of
products.

Anot her stated justification for the proposed
change is to provide greater flexibility for industry to
produce safe product in the nost efficient manner. \Wile
the original FSI'S canning regul ati ons were i ndeed sonewhat

restrictive, over the past 15 years many changes have been
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made both at the request of industry and of the Agency's own
volition, to elimnate unnecessary requirenents such as
those that require approval of alternative procedures that
can be docunented scientifically to achieve the sanme end
result.

| ndeed, the Agency has elim nated the many
requirenents in the original rule for a mandatory prior
approval of partial quality control or PQC prograns --

After a lengthy effort, we were able to gain regulatory
alternatives to the HACCP inconpati bl e requirenent for
mandat ory ten-day incubation of canned products. Wile a
few addi tional changes along this Iine could be nade, these
can easily be acconplished with m nor anendnent to the

exi sting regulations. The drastic action proposed by the
Agency was certainly not required for this purpose.

W note that the Agency very recently released its
proposed version of guidelines for industry. Wile we
haven't had the opportunity to carefully conpare these with
the existing regulations, it appears that the sol e change
has been the conversion requiring "shalls" to recommended
"shoulds.” Just as we objected when the initial FSIS
proposal converted many of the FDA s recomendations to

requirenents, we find this proposal to nake all of the
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provi si ons advi sory to be unconform ng.

| ndeed, in those guidelines they would not be
suitable for regulatory enforcenment nor conpliance purposes.

Processors, especially new ones or very small ones, would
have no basis for know ng which of the requirenents are
essential in CODEX and which are nerely exanpl es of
acceptabl e practices. Such a situation would seemto us to
invite probl ens.

On the other hand, if inspection personnel are
finding fault with the procedures of a processor who did not
follow all of the provisions of the guidelines, the industry
could rightfully argue that the Agency was attenpting to
enforce a guideline, a practice to which we have frequently
objected in the past.

One of the nost troubling el enents of the Agency's
proposal is the elimnation of the codified provisions for
devel opnments by processing authorities, which in our mnd
i ntroduces the possibility of inappropriate processes and
procedures, especially once again by new or smal
processors. Qur recomendation is for the Agency to delete
the canning regulation fromthe rest of the regulatory
proposal. At a later date and within a separate docket if

it could, undertake sonme relatively mnor refinenments out of
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the existing regulations. Certainly the Agency could
conbine and recodi fy the current separate requirenments for
meat and poultry into a single section.

O her nodifications to elimnate any |ingering
restrictive requirenments along the Iines of the docunent we
shared with the Agency in 1997, could al so be considered at
that tinme. |Indeed, we believe that it is time for us to
take anot her | ook at those recomendati ons provided four
years ago with an eye toward maki ng sure that they reflect
the current situation. This would be in addition to our
request of a further extension of the comrent period on this
proposed rul e.

As we have aptly denonstrated over the past 20
years, we are nore than willing to work with the Agency to
ensure the continued safety of the products in this food
i ndustry segnent. | appreciate this opportunity for
corment. W intend to provide nore input in witten kind at
a later date. Thank you.

M5. GLAVIN. Thank you very much. Wsat I'd |ike
to do is if anybody has any questions for Lloyd to raise
them now, but to hold the discussion until we have maybe two
ot her proposed coments prepared. Are there any questions

at this point for Lloyd? Ckay. Jinf? Jim Hodges?
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MR HODGES: | think it would be our preference
that Bob go ahead, and then I'll finish up our testinony.

M5. GLAVIN. Ckay. Bob Dail?

MR DAIL: W nane is Bob Dail, and | work for the
Di al Corporation. W nake the Arnour brand of canned neat
and poultry products. W are the second | argest producer of
canned nmeat and poultry products in the U S. The Arnour
brand first appeared in the marketplace in 1867, and our
first canned product was placed in the nmarketplace in 1879.

Product safety is our highest priority in this business,
and the reason for that is that we believe that C ostridium
botulinon is in a class by itself anong food pat hogens. You
don't have to be elderly, inmmno-conprom sed, an infant, for
bot toxin to be fatal. MNone of the other organisns |isted
in this proposal represents this level of threat to the
public health.

At the request of the industry, the current USDA
canning regul ations are very simlar to those pronul gated by
FDA in the early 1970s. Together, these regul ations have
been spectacul arly successful at protecting the public
health frombotulinon fatalities. The Agency states a part
of its nmotivation for proposing the performance standards is

the recent incidence of foodborne illness caused by
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adul terated neat and poultry products. None of these
i nci dents was caused by adul terated canned foods.
Consequently, we see no public health basis for including
the canning industry in this proposal.

The Agency states that additional notivation for
the proposal was its desire to nove away from conmand and
control type regulations. Wile we generally support this
phi |l osophy, in this instance we think it is inappropriate
because its threat to public health is so significant.
tell the managenent of ny conpany that this is |ike naking
i njectable drugs. You cannot make a m st ake.

Further, to provide a nodified formof the current
regul ations solely as guidelines with a selection of
critical control points left to the processor potentially
invites disaster. W think this is particularly true for
smal | er processors that do not have in-house technica
peopl e.

Wil e nost of the food products that the D al
Cor poration produces are regul ated by USDA, we do make sone
FDA regul ated products. Right now when we conply with one
set of regulations, we are essentially conplying with the
other, and we are also in conpliance with the recomrended

Code of Practice and the CODEX El enentarius for our
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international sales. To us, it nmakes no sense for all these
regul ati ons and reconmendati ons to have the sane
phi | osophi cal basi s.

The Agency also states that it has a need to have
obj ective, measurabl e pat hogen reduction. CQur
interpretation of this for the canning industry is that
m crobi al destruction genetics obtained by a thermal --
testing will be required because this is the only real way
to scientifically denonstrate that you have a 12 | og
reduction of C ostridium botulinon spores.

W view this as burdensone and unnecessary for the
foll ow ng reasons. First, the alternate processes used for
| ow acid canned foods utilize FO values that significantly
exceed 12-D. The reason for this is a requirenent that
spores and all thermal heat resistant organi sns be destroyed
to prevent econom c spoil age.

Consequently, the need to know t he process |evel
whi ch scores 12-D is only useful in the event of process
devi ation, and even then it's not required because we're
allowed to rework or reprocess the product. Therefore, we
find the requirenment to define and -- the specific 12-D
| evel s for a wide range of neat and poultry products to be

unnecessary.
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Second, there are very few places the industry can
turn to generate -- data because the handling of Costridium
botul i non spores requires licensing by Centers for D sease
Control and Prevention. Also, the equipnent and the
expertise required to do the testing is unique, which nakes
it quite expensive.

Because this adds little or nothing to ensuring
product safety for the reasons just given, we viewit as
burdensone. To sunmarize this point, the requirenent to
val i dat e neasur abl e pat hogen reduction will require an
expenditure of noney, tinme and human resources with no added
safety benefit for the consuner.

In regard to listeria testing, there is sinply no
scientific basis for including the canning industry in the
proposed rule and listeria testing provisions. There is no
chance that any vegetative organi smcan survive a retort
process, and listeria is not a first process contam nation
organi sm for canned foods. Therefore, we think the canning
i ndustry should not be included in this requirenent.

O herwise we will be forced to rewite our HACCP analysis to
include listeria as a hazard reasonably |ikely to occur,
whi ch woul d then be destroyed in the retort process, along

with all the other vegetative organi sns, which the whole
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t hi ng woul d become not hing then but a paper exercise. So
the rhetorical question is why nmake us do that?

The Agency has requested whether and in what form
the current regul ations should be retained. Fromall of the
di scussi on provi ded above, we think it makes the nobst sense
for the thermal process commercially sterile foods to be
excluded fromthis proposal and to remain under the current
regul atory structure. Changes nade over the past few years
to elimnate prior approval requirenments have made the
current regulations less restrictive. Speaking as a
representative of the second | argest producer in the United
States, we are quite satisfied with them

W t hink changing for the sake of consistency with
other FSIS regulatory initiatives is insufficient reason for
change, given the current regul ati ons have been so effective
in an organismthis virulent. W strongly urge the Agency,
as strong as we can, to adopt this viewpoint as well. Thank
you for hearing our comrents.

M5. GLAVIN. Thank you. Before we nove on to
Jim s concluding conments on that presentation, are there
guestions for Bob? Okay. Jinf

MR. HODGES: Thank you, Maggie. | am Ji m Hodges,

and today |I'mrepresenting the National Meat Canners
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Associ ation. The National Meat Canners is the national
trade association representing processors and suppliers of
shel f stable nmeat and poultry products.

NMCA was founded in 1923 to pronote the interests
of the canned neat industry in the United States. NMCA
menbers i nclude conpanies of all sizes fromregiona
processors to large, multi-client operations. Qur nenbers
were instrunental in hel ping USDA devel op the current
canning regul ations that are in place today. Therefore, the
proposed rule to replace the existing regulations for
t hermal processed comercial sterile products with the
performance standards has a direct and substantial effect on
our nmenbers and the industry.

NMCA, |ike MFPA, opposes the section of the
proposed rule that would significantly change the manner in
which thermal |y processed conmmercially sterile products are
regul ated. NMCA sees no conpelling reason or rationale or
need to make t he whol esal e changes described in the proposed
rul e.

The existing rules and procedures for canned foods
have been remarkably successful in protecting the public
heal t h agai nst the threat of foodborne illness and death

caused by d ostridiumbotulinmn. The Preanble to the
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proposed rule states that FSIS action is conpelled by the
recent outbreak of foodborne illness related to the
consunption of adulterated RTE nmeat and poultry products.
However, none of the referenced foodborne illnesses involved
thermal |y processed shelf stable products, which is a
testinmonial to the efficacy of the current regulations in
assuring the safety of these products.

Furthernore, Costridiumbotulinmn toxin is one of
t he nost | ethal foodborne toxins known. The virul ence of
the C ostridiumbotulinmn organismis unparall el ed.
Therefore, it is entirely appropriate and desirous that
detailed regulatory requirenents such as those currently
codified in the Code of Regul ations are necessarily
prescriptive to control this significant public health
t hreat.

We appl aud the Agency's desire to provide the
industry with nore regulatory flexibility, but the
production of conmmercially sterile shelf stable food
products presents unique challenges that require specific
procedures and controls to prevent a potential catastrophic
out cone.

FSI'S cannot justify replacing the existing

regul ations sinply on the belief that the current rules are
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inconsistent with other FSIS regulatory initiatives. The
exi sting canning regul ati ons have been validated over tine
as effective in safeguarding public health. Replacing these
proven regul atory standards with an untested regul atory
approach based on performance standards cannot be justifi ed.

Protection of the public health should be FSIS
first priority. Replacing the existing canning regul ations
with less prescriptive performance standards, potentially
threatens public health by creating unnecessary confusion
and uncertainty in the industry.

Section 430.5 of the proposed rule describes the
performance standards an establishment nust neet to achieve
regul atory conpliance. But the proposal is silent regarding
the nature and scope of docunentation a plant nust have to
denonstrate conpliance with that performance standard.

Presumably, FSIS will nake the final determ nation
regardi ng regul atory conpliance based on the evidence that a
conpany presents to the Agency, but the conmpany will not
have the benefit of knowi ng the threshold of proof required
by FSIS. This regulatory approach that requires an
establishment to prove that it is producing products that
are not adulterated places the industry in an untenable and

precarious position. Less industry guidance and nore Agency
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discretion is a prescription for creating, not solving,
probl ens.

Addi tionally, the proposed rul e adds new
bur densone requirenents by nmandati ng producers to thermally
process comercially sterile products and address food
safety hazards associated with m crobial contam nation under
HACCP pl ans. Presently, establishnments producing canned
nmeat and poultry products do not have to address m crobi al
hazards in their HACCP plan if the product is produced in
accordance with the existing canning regul ati ons.

This exenption is permtted because sufficient
mcrobial lethality is achieved to assure product safety.
NMCA does not support the notion that perfornmance standards
shoul d repl ace the existing canning regul ati ons and requests
that the current exenption be retained.

Finally, the proposed rule is inconpatible with
regul ati ons applicable to the production of thermally
processed comrercially sterile foods other than neat and
poultry products. Several nmanufacturers produce products in
the sane plants that are regulated by FSIS and FDA. FDA
regul ati ons codified under 21 CFR, Part 113, govern the
production of thermally processed | ow acid foods packaged in

hernetically seal ed containers other than neat and poultry
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products.

These regul ations are very simlar to the existing
regul ations codified in 9 CFR, Part 318 and Part 381, that
govern meat and poultry products. The proposed rule would
significantly alter the rules for producing neat and poultry
products, thereby creating two vastly different regulatory
reginmes for foods that have virtually identical food safety
hazards. FSIS has provided no rationale to justify this
regul atory disparity.

In summary, the proposed rule to change the way
thermal |y processed comrercially sterile products are
regul ated i s unnecessary, burdensonme and not justified based
on the exenplary food safety record of the industry. As you
have heard in ny testinony and in coments previously given
prior to mne, the canning industry is unani nously opposed
to pronul gating the rules that have been published in the
Federal Register. W believe the proposed whol esal e changes
to the existing regulations are unwarranted and respectfully
request FSIS withdraw sections of the proposed rul e that
pertain to thermally processed commercially standard
products. W appreciate the opportunity to comment on this
i nportant proposal. Thank you.

M5. GLAVIN. Thank you. Are there other people
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Wi th prepared coments at this point? | have Dr. Ganble's
name on this list, but | believe he made his coments on the
Trichina. | suspect that was his intention. GCkay. W're
open for questions and further discussion. Dane?

MR. BERNARD: Thank you. Dane Bernard, Keystone
Foods. At this point you' re probably what you did to
deserve this verbal barrage. Let ne frommy perspective,
havi ng been associated with canned foods for nost of ny
career, try to explain a little bit about why the response
is what it is. | noted to Dr. Engeljohn earlier that it's
as if you' ve touched the Holy Gail.

M5. GLAVIN. O the third rail.

MR BERNARD: O the third rail --

(Laughter.)

MR. BERNARD: -- as the tag line goes. |It's
al nost like changing a line in the Bible tal king about
changing this rule. Wy is that? It would seemthat we
shoul d wel cone the opportunity for nore flexibility and | ess
rigidity in our world, but | think part of the reason is
canned foods are pretty nuch boilerplate. It's easy. You
just put it in a can and seal it right, cook the heck out of
it, and it's okay.

Despite the fact that it looks |like a fairly easy
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thing to do, it's a relatively sophisticated technol ogy, and
the reason we don't have a record of recent problens is
because of the factors that need to be addressed in
successfully inplenmenting this technol ogy are addressed in
t hose rul es.

The difference between, for exanple, a gate valve
and gl obe valve -- they both work. You can drain a retort
with either one, but the flow characteristics of those two
valves are different, and the reason that one is prescribed
and the other not is because you need to know how t hey
function. It's those nuances that are addressed in the
regulation that | think people fear would be lost if we
change those rules. The successes that we have are the
result of basically hard won battl es.

One of the projects that I'"mworking on is the
hi story of food safety. And with Dr. Turps (phonetic) from
CDC, ny contribution is an investigative review of the
hi story of canned foods, so |I've been digging back through
sone of the old literature. It's surprising how a | ot of
what we have arrived at today in the regul ations basically
canme about and people paid for it, unfortunately, with their
lives to |l earn sonme of those hard | earned | essons, which has

all been distilled down into those regul ati ons.
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| began ny career before final inplenmentation of

FDA's canned food rules, but after they were finalized.
They were adopted, but not yet inplemented. A lot of people
who are here renenber those early days of inplenentation
It was tough getting a ot of this up and running and
getting it successful. Wth the publication rule and
i npl enentation rule, we were not successful for years after
that rule was published. As a personal note, being the
| aboratory person at the tine about all we did when I
started with that organi zation, which was then Nationa
Canners, was exam nations on spoiled canned goods trying to
find out why.

Over the next ten years after finalization of that
rul e, that book of business, if you will, of spoiled canned
goods went down. | personally relate that to the success
over time of understanding those regulations to the point
where they becane steady state and conmon practice. The
i ndustry understood what was in those rules, and the
i nspectors in the field understood what was in those rules,
and were able to inspect according to those rules and get
good results. And the industry was able to understand and
conply with those rul es.

These were not easy tinmes. They were difficult
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times, but we' ve forgotten now that we did have probl ens
wi th canned goods at one tinme. | think what you're hearing
now as a universal response is that people who were part of
that were, and | think rightly so, proud of their successes
and feared that the problens that we had are only asl eep and
that they could be back.

W' ve seen an erosion, | think, of conmtnent to
safety of canned goods. FSIS at one tine had a canning
group, which is no longer. FDA's expertise in canning is
probably gathered in this room That's how few people there
are |left because we haven't had problens, and we all know
noney foll ows problens.

| think there's a fear that changing the rule
itself will be a further erosion of the fabric that supports
the safety of this technology. | think as an enoti onal
i ssue, that's kind of what you're hearing. W' ve heard a
| ot about what we don't |ike about the rule, what changes
m ght bring, but at a gut level, we're tal king about | ooking
at successes that we've had, why we've had them and fear
that we nmay be further undoing the reasons for that success.
Thanks.

M5. GLAVIN. Thank you. That was very hel pful.

O her comments or questions? Thank you. M helpers are
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over here telling me that there's soneone behind ne.

MR COLE: WIlliamCole with Techni-CAL again. On
the advice of nmy colleague, M. Bernard, | switched to decaf
during the break. | think one of the things that you're
hearing fromthe people that nade the presentations today
nore than anything else is that |ow acid canned foods as we
generically refer to themare not your typical ready-to-eat
foods. They are in an extrenely unique category. Let ne
give you an exanple fromny FDA career of how uni que at
| east the Agency | ooked at this class of foods as being. |
was initially trained in a twd-week course on HACCP
i nspections, nost of which was in the performance of | ow
acid canned food inspections, in 1973 under those
i nstructors who worked for the Pillsbury Conpany. Pillsbury
was early into this type of food safety control

kay. Once a certain core of investigators |ike
nyself were trained, we went out, and we did inspections of
the |l ow acid canned food industry. Something that is also
not known to a | ot of people, is that we had a voluntary
HACCP programinvol ving six different categories of frozen
heat - and- serve type foods.

For a number of years our investigators such as

nyself got nore and nore experience basically in evaluating
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t he basic principles behind the establishnent of the thernal
process, behind delivery of the thermal process,
docunent ati on of delivery, as well as container entitlenent.

Now, the uniqueness of this was pointed out by
virtue of the fact that when the FDA upgraded their program
their conpliance program for the inspection of store
pharmaceuticals, they realized that they didn't have a very
| arge base of trained investigators to go in and actually
| ook at the processes that would be -- fromthe standpoint
of the establishnent of those processes.

They actually sent in initially investigators who
had been trained to do canning inspections because they had
this basic background. So there was a recognition on the
part of the Food and Drug Administration at that particul ar
point intime, | think, of the uniqueness of the canning
industry. |1 think before FSIS decides that they want to
shift thermally processed | ow acid foods over into the rest
of the category of ready-to-eat foods, you need to take a
| ook, a very hard | ook, at the uniqueness of this industry
and the potential problens that can occur by considering it
to be a category of foodstuffs |ike any other ready-to-eat.
As | said, |I think sone of the comments that have been

presented today nore or |ess voice support to this and
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denonstrate | think a real concern.

M5. GLAVIN. Thank you.

MR DERFLER It's Phil Derfler. Let nme ask the
gquestion that Bill's conment raised. Wen | was at FDA
everybody tal ked about the canning regs as the HACCP regs.
You know, that was the first nodel for the HACCP regs before
we noved into HACCP for seafood and infant formula and a
coupl e ot her pl aces.

The question that | have is we're really not
tal ki ng here about necessarily noving the canning provisions
into other ready-to-eat foods. W're talking about
integrating the canning provisions into the HACCP rul e
because there's the exception in 417.2. M question is if
this is essentially a HACCP program and that's kind of |
think what Bill just tal ked about, why is it so hard to do
t hat ?

M5. SWANSON: Katie Swanson. |'ll take a stab at
answering that. Because we do have facilities that have
HACCP regul ated products and not HACCP regul ated products.
We at Pillsbury |Iook |ong and hard at how we can capture the
information that we currently gather for thermally processed
products in a HACCP format. There was a desire by sone to

have consistency within the conpany, nore the types of
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things that you' re tal king about, and it is based on the
sanme t hought process to define what can go wrong and how can
you prevent it.

As you define the processes and products that we
produce, the format that you envision for HACCP where you
have the seven colums with all of these things delineated
across, just aren't anenable to docunenting all of the
things that you have to do with thermally processed
products.

Because of that, we have captured HACCP as a
prerequisite programwi thin Pillsbury because it's not just
here's the step, here's the process, here's the hazard,
here's the control. |It's nore all of that is done, and
here's your authorized process, guys. Here's the particle
size you need to do. Here is the tine, the tenperature, the
pressure, et cetera, all on one page. It's just a heck of a
| ot easier to comrunicate to the plant, the expectations and
requirenents if you do it in that format. And there's al
of that underlying don't change the valves on the retorts
and make sure you have your heat penetration done. |It's
just a nore effective way to nanage it.

MR. DERFLER: Let ne just ask you to clarify

sonet hing that you said. You said HACCP has a prerequisite
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program Do you nean | ow acid canned foods is a
prerequisite?

M5. SWANSON: No. Yes. Thermal process is a
prerequi site program --

MR. DERFLER:  Ckay.

M5. SWANSON:. -- under our HACCP program for those
pl ants that can products.

MR. DERFLER.  Ckay.

M5. SWANSON: We have products that are FDA
regul ated. We have seafood products that are in a can on
the sane lines that do USDA products. So we've got to
manage all those things.

MR. DERFLER: Thank you.

M5. GLAVIN.  Jin®

MR. HODGES: Phil, it mght help to answer your
guestion in a very sinple way. |If you |look at alnost all of
the regulations in USDA prior to the publication of the
canning rules, they related to a finished product standard
of sone form in sonme formor another. Wen the canning
rul es were published, that was the first tinme that we
started to try to regulate the process, not the product, and
that's the reason that they're called HACCP regs because

we're regul ating the process, not regulating the product.
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MR. DERFLER: Thank you.
M5. GLAVIN. Charlotte, did you have a question?
M5. CHRISTIN. Yes. H . Charlotte Christin from
CSPI. | had a question for Katie, and actually it is in
regards to, if things are regul ated or done through
prerequi site progranms, our concern would be whether the
Agency has access to docunmentation. Could you address the
i ssue of Agency access to docunentation?
M5. SWANSON: Katie Swanson. Wth regard to
thermal process regs, yes. They have access to the records.
If they ask for anything with regard to our thernal process
records, we give themthe records.
M5. CHRISTIN. Charlotte Christin again from CSPI
One of the concerns with prerequisite prograns that we have
is the Agency's access to docunentation and | guess the
concern about if this were nanaged under a prerequisite
program such as the issue with the rest of the HACCP
program | nmean, one of the things that the Ofice of
| nspector General said in his report |ast June was that he
was concerned that the Agency didn't have access to all of
the information that m ght be included in the Prerequisite
Program and a concern about things being | eft outside of

HACCP.
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M5. SWANSON: But with regard to thermally
processed products, they are covered by the regulations, by
different regul ations. Because of that, that issue does not
exist. They are accessible.

M5. GLAVIN. Dane?

MR. BERNARD: Dane Bernard, Keystone Foods. 1'd
li ke to comment on that as well. W don't have that issue
if the canned food rule stays in place. You have that issue
if we transition HACCP. Let ne give you a good exanpl e.
The canned food rule requires seamexam nations. This is
when you cut the can down you nmaeke various neasurenents, and
you nmake a judgnent call as to whether that seam
construction -- this is nore in ternms of whether it is
accessi bl e.

Wiere that falls if we transition to HACCP, |
mean, it's covered broadly, but whether it lands in a HACCP
pl an or whet her soneone wants to call it a prerequisite
program | don't know, and that's assuming we're going to
put can seam exam nation in as a critical control point.

| don't know sitting here what kind of critical
limts | would put on that because of the judgnent of what
is a good and bad seamis an expert operation because there

are several neasurenents that we can nmake on a judgenent
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call judgenent call to say this is okay. There are
gui delines, but there are nothing that | recall as critical
limts.

You're also required to add a germicide to the
cooling water, and there are guidelines on how nuch. There
is nothing I would call a critical point in that. So by
transitioning this into HACCP there are several of those
i ssues that now beconme what | would call the -- that I'm not
sure we would |ike to open that Pandora's Box.

M5. GLAVIN. Thank you, Dane. As usual, you cut
to the heart of the matter. Thank you. GCkay. Are there
guestions or coments on this section of the proposal? W
will close with that coment.

Qur next area to cover, which is scheduled this
af ternoon, but | suggest we nove ahead as we thought we
m ght, is the econom c inpact of the proposed regul ations
and the cost benefit data needs that the Agency has with
respect to noving to a final regul ation.

I"d like to ask Phil Spinelli fromour Ofice of
Pol icy, Program & Devel opment Eval uation to present this
issue. Phil was the lead on putting together the econonic
and cost benefit information for the proposed regul ation.

(Pause.)
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MR. SPINELLI: 1Is the m crophone on? Everybody
can hear me? Very good. M nanme is Phil Spinelli. 1'm
currently with the Agency, and | have the pleasure to try to
assenbl e as nuch information as | could as to the regul atory
i npact assessnent for the proposed ready-to-eat rule.

What | would like to cover today is five topics.
"1l first give you a brief overview of the regulatory
i npact anal ysis and i npact assessnment framework where this
information fits into the regulatory franework. 1'Il spend
nost of my tine on the prelimnary estimate on the industry
costs, particularly the inpact of the higher performance
standards and the mandatory testing of the listeria species.

"Il try to break those costs down to give you
sone idea of the cost inpact on small entities, and |'1]|
spend a fair anount of tine on the prelimnary estinate of
soci al benefits and then finally conpare those industry
costs with possible social benefits.

Moving quickly to the purpose of the regul atory
i npact assessnents, there are three -- as | see them the
estimate of potential social benefits and costs, the
proposed options. W also identify and assess regul atory
alternatives. This material is in the proposed reg and

econom ¢ inpact material, and what | will be going with and
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presenting also in the appendi x of that proposed rule.
Hopefully this provides a framework for public coment and
further inprovenent.

Now, along these lines, what | have tried to do is
| tried to take some of the comments that were nade
yesterday, and | recognize that there are people that are
particularly notivated to | ook into the assunptions that
were made. This is a neans to better flush out sone of the
dat a needs whereas our particular need in this analysis, and
|"ve worked with ny colleagues in FSIS and ot her agencies to
try to get a better handle on this thing. As you can
imagine, it was quite an effort, and it will continue to be.

| have a limted nunber of copies, but for those
that are particularly notivated I would like you to foll ow
along. What | did is also provide in nmy speaker notes a | ot
nore detail that you m ght be able to respond to.

Just to finish off on sone of the bigger picture
here of the regulatory inpact analysis, one job really is to
try to establish a baseline of the industry's behavi or and
al so on the benefits side, the consuner side, and then try
to forecast or estinate to the best of ny ability the
regul atory induced changes in industry practices that m ght

conme about with the proposed rule, and create a scenario
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whi ch incorporates this inpact of the changes in the
i ndustry and the health benefits, and then conpare those
t wo.

In that light, I'd even like to refine that or
boil that down into even sinpler jargon that | would |ike
you to view as a focusing device. Hopefully I'"'mgoing to
take the material that |1've gleaned here in the last two or
three days, and other material, and try to focus that so our
policy nakers can nake a nore informed judgnment and policy.

| would Iike you to foll ow al ong as best as you
can and focus on any conments that you can nake that woul d
hel p me better identify howto clarify any of the materials
| present in the |arger framework and then the specific
estimates; any clarifying comrents on those two points, the
general framework and then ny general estinates.

Afterwards, 1'd like to open it up then for others and
nyself, if appropriate, to address your concerns, your
comments on nmaybe better estimates that | mght be able to
use, nore informed data, know edge, information.

In that light, let nme go right into the
prelimnary assessnent of the perfornmance standards. On the
i npact of the performance standards, as well as on testing,

the general framework is | ook at the direct cost, and then
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| look at indirect costs. The indirect costs are nore the
uni nt ended consequences of the rule, the econom cs that
cause spill over effects, or extranalities. These aren't
intended. W need to recognize them the possibility. W
need to quantify those as best as we can.

The first thing we do with the inpact of the
performance standards is we try to estimte how many firns
m ght be potentially affected by this provision and i n what
ways. |In direct costs, there m ght be sonme one tine initial
costs in validating the processes in order to assure that
t he performance standards are being nmet. They m ght also
i ncl ude any equi pnent costs in processing those food itens,
cool ing them down, whatever. Then there's also sone
recurring costs that mght directly inpact the firmin
addi ti onal processing, |onger tines, higher tenperatures,
ot her processes, irradiation and what have you.

The nunber of firnms in this industry that | have
identified that m ght be potentially affected are roughly
one-third of the firms in what | classify as the Goup 1,
Subgroup 1, and Group 1, Subgroup 2 and 3. Those are the
fermented dry and sumrer sausage producers, salam, dried
beef and pork product producers, salt cured country hanms and

one-third in the sausage and neat and poultry patty

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

276
i ndustry.

The reason | say that is because assum ng that the
ot her fol ks producing simlar products are already conplying
with the roast beef rule, and that's why that assunption was
made. What that does in the analysis is cuts the nunber of
establishments down to roughly 50 in the first group and 25
in the second group. You can see that in your notes as you
go through that. That woul d be data need nunber one. |If |
could particularly address sone data concerns, that would be
a val uabl e piece of information. | would wel cone your
coments |ater.

You'll see in Section 2 down below there we have
to get the nunber of products that these folks are going to
produce and how many potential production processes m ght
need validations to see if they' re obtaining the perfornmance
standards. To do that, there is a whol e host of assunptions
as wel .

The large firms in Goup 1, Subgroup 1, produce 30
itens, small produces ten itens, and the very small firm
category five. You'll see simlarly down in Goup 1,
Subgroup 3, simlar assunptions. Sonewhat different, but we
figure that $5,000 cost to validate those processes. That's

how we arrived at the first year -- cost.
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The first year recurring costs again in 75 firns
t hrough census date estimted that they produce roughly 441
mllion pounds, and another crucial piece of information |
assunmed was these processes woul d anmount to about a one cent
per pound additional cost on each product. That would

i nclude all equi pnent costs for higher tenperatures and so

forth.

| said there were direct, and then there's going
to be indirect costs, too, in the general framework. In the
i ndi rect HACCP performance standards, | would like to know

nore about the potential inpact on short- and |ong-term
rejection rates. These firns expect that their rejection
rates will go up after an increase in tine and tenperature
or whatever new processes, but in the long term maybe those
rejection rates would go down and be a benefit.

Speed lines. | would be interested in knowing if
a lot of these neat patty plants have a stainless steel
conveyor belt. Wuld they be required to sl ow down those
speeds, as opposed to increase tenperatures or a conbi nation
of both? What would that do to their annual production
| evel ?  This woul d be an uni ntended effect that woul d reduce
their profits, their volume of production and thus their

profits.
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What woul d be the inpact of recalls? Product
quality. Product shrinkage. You can see in the speaker
notes there, one exanple that was subnmtted to us was the
potential shrinkage in neat patties. That m ght be a
sizable loss for particular products.

In summary, the direct costs, and | believe the
previous slide said at this tinme there are no indirect cost
inpacts that were estimated. | sinply did not have enough
information to base any of those on. | would wel cone any
comments al ong those |ines.

We have right now a prelimnary direct cost inpact
first year, -- costs in the validation process of those
processes is $2.72 mllion with an annual recurring cost of
$4.41 mllion for a total first year inpact cost of alittle
over $7 million. That's just on the performance standards
al one.

Now goi ng back to the testing provisions, as Dr.
Engel j ohn expl ai ned yesterday it's an either/or proposition.

W | ook at the decision by a firmto go and elect to go
nodi fy their HACCP plan to incorporate a critical control
poi nt addressing Lm contam nation or instead go with the
actual testing of product contact surfaces.

The way | went about trying to get a handle on
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this conponent of the reg, to the best of ny information --
NFTA did a survey |last year, and we did our survey
assessnment about a year ago -- putting together sone
t hought s and maki ng sonme assunptions as an econom st, and
I"mallowed to do those types of things.

Currently 50 percent of the |large establishnents
have a CCP incorporated into their HACCP pl an that addresses
Lm concern. What | propose is that or forecast is that 100
percent of those plants would like to devel op and
incorporate a CCP addressing Lmin their HACCP plan. 'l
show you in a mnute what ny logic was there. There again,
that's another critical piece of evidence that | would |ike
to have, as well as these other assunptions. For small, |
assune right now about a third of the firns currently have a
CCP addressing Lm contam nation. That would go up to 50;
very small ten, and that would go up to 20 percent.

If you do the math with the nunber of firns that
I"mdealing with, it appears that we woul d have and swi tch
over, and that's in your speaker notes as well, 257 firns
that would elect to take this option. Again, | used roughly
a $5,000 estimate to nodify their HACCP plan. That m ght be
high. It mght be low | saw estimates ranging from $2, 000

problemto $20,000. Any coments that you m ght have
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concerning that estimate woul d be hel pful.

Again, sone of the logic that |I used, and I
wel come any suggestions here. As | |ooked at the
requirenents that are applied with the proposed rule, if you
| ook at the large plants with six lines per establishnent is
what we estimated or thought woul d be representative of
large firns tinmes the four tinmes per nonth requirenent to
test, 24 tests per nonth. W have a cost for testing that
we could do in our little survey was $35 a test, not $6 or
$8. As Dr. Tonpkins was saying it would be as an in-house
test, so there's another piece of evidence that woul d be
very helpful. |If you nultiply that out, the $35 tines 24
tests per nonth times 12 nonths a year, that woul d i npact
large firms a little over $10,000 an establishment. Again,
their option as opposed to that, they woul d be | ooking at
$5,000 to incorporate a CCP into their HACCP pl an.
Simlarly with the requirenents tines the cost that | used,
and that's also in your speaker notes in the handout. Those
are what it would inply for small and then the very snal
establ i shnents.

In total, when you have the nunber of plants and
deduct the 257 that woul d foreseeably go into the HACCP pl an

nodi fication, that | eaves 835 that woul d be open for
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testing. Those testing costs over the industry would be
$1.75 million a year

Now comes sone of the nore interesting itens, sone
of the things that were touched upon yesterday. | nust say
| gai ned sone insight yesterday and particularly on Tuesday.
But we're interested also in identifying the indirect costs.

In the testing area, they're very simlar to the
performance standards, rejection rates, inpact on recalls
for quality. Perhaps the testing would not affect line
speeds and shrinkage as nuch, but we were concerned, as was
comment ed on yesterday, on the potential inpact of increased
testing and detection of Lmand what that may inply for
testing all occurrences, disposal of product and the storage

capacity question.

Unfortunately, | did not have a | ot of data on
these sorts of things. | was wondering what the audi ence
menber who did a -- envel ope cal cul ati on and what he thought
it would cost his plant for just a small increase in the

nunber of tests on hold kind of occurrences. This would be
very valuable information. Particularly with snal
operators and very small operations, this would be a
particul ar concern.

There was one indirect inpact, though, that | did
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venture out to try to quantify, and that had to do with the
need for production adjustnments in order to elimnate any
| isteria species contam nation that woul d have been detected
by the increased anounts of testing.

These production adjustnments are along the sanme
| ines as nuch of the discussion on Tuesday; increased
sanitation efforts, redirection of the processes, these
sorts of things that firnms can do. Al the way up to the
| ast speaker today tal ked about actually incorporation of
post-lethality treatnents for products.

One of the basic assunptions here is that | would
assune that a |arge nunber of plants will not incur any
additional costs due to the testing. | would inagine they
woul d not have a serious contam nation problem Now, why
did | assune that? | assure you that what | tell you nowis
previ ous know edge of what Dr. Tonpkins said yesterday, but
it is amazing how simlar sone of the nunbers are. | never
tal ked to him before, never net him before yesterday.

He did give ne an estinmate of about 85 percent of
the plants for the two years of data that he had that of the
pl ants that he had | ooked at about 85 percent of the plants
did not have an occurrence of nore than two consecutive

positive Lmfinds.
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That stuck in the back of ny m nd because one of
the first things I did when | cane to the Agency was |
| ooked at sone of the m crobiol ogical survey data, and for
the one year that | |ooked at, and this is alternatives, and
|"d like to further explore this. | |looked at the initial
positive finds, and then | also |ooked at the firns that
were found to get a negative within five consecutive tine
period tests after that period of tine, in what's called a
foll ow up test.

Looking at that data, it appears that about 85
percent of the ones that had an initial one or two follow
ups i n our mcrobiological survey data, about 85 percent of
the plants it appeared, cleared up their listeria problem
pronptly. So different data but roughly simlar kind of
magni t udes.

Wiy is this inportant? |I'mgoing to have to try
to predict on if you have had increased testing what's the
| i kel i hood of finding a firmthat's going to have a chronic
probl em and what's their nost |ikely remedy sources and
what's that going to cost them

This is a post -- . Roughly 85 percent | assune
woul d not incur any additional cost. And fromthe tentative

data fromthe FSI'S m crobiol ogical survey data it appears
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t hat anot her seven percent will have a nunber of follow up
tests, and they would nost likely run into sone inportant
nodi fications that woul d cost them sone noney.

To the best of ny know edge, the type of increased
sanitation, the operation of sanitation efforts, this sort
of thing, | estinmate about $2,000 per line cost. Seven
percent of those firns or of the industry I think works out
to be 104 -- it's on your speaker notes there -- would incur
t hose kinds of costs.

Anot her seven percent would incur one-tenth of one
percent of gross sales. They would have a nore serious Lm
probl em and maybe have to realign drains, production
processes, these sorts of things. That cost estinate cane
out of the literature in the early 1990s and i s docunented
in the preanbl e or the appendi x.

That | eaves roughly one percent then that woul d
have a chronic listeria problemand would elect to drop out

of ready-to-eat production. This is sonething that you

shoul d note on the general franmework. The nunbers --or if
this franmework is faulty, | would like to get conments on
t hose.

If you multiply those nunbers out, we have a

one-time production adjustnment cost. Those are the firns at
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seven percent and the additional seven percent. They would
need to fix their plant. They would have to take steps to
clean up their listeria contam nation problemto the tune of
about $2.5 mllion.

Add that also to the one-tine cost to the fol ks
that nodify their HACCP plan at $1.2 nmillion, as we talked
earlier. The subtotal for one-time costs is $3.78 mllion,
and then they have this recurring testing cost. On the
testing program we have a first year inpact of $5.53
mllion.

The total inpact of the perfornmance standards and
the testing, if we add those two together, to validate the
performance standards is $2.72 mllion; to nodify your HACCP
and put a critical control point addressing Lm
contam nation, $1.29 mllion. The production adjustment we
just tal ked about. You get a subtotal of $6.5 mllion.
That's the way it's broken up between the two provisions.

We have to add onto that a return cost, the increased
processing cost related to the perfornmance standard of $4.41
mllion, in addition to the testing cost of $1.75 mllion.
So your total first year cost inpact is $12.66 mllion about
evenly distributed between the two provisions.

Simlarly, the cost inpacts. The first year, al
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the costs, $5.53 million related to testing; performance
standards, $7.13 million. Again, that total is $12.66
mllion for the first year, and the recurring costs then
thereafter are $6.16 nmillion per year.

Over the two years | established a baseline.
explain that in the appendix. |In today's dollars, $68.1
mllion. Over ten years as taking those future val ues and
bringing themto the present, $48.3 mllion.

I f you haven't had a chance to | ook at the
appendi x and the inpact on small entities, this mght give a
little bit of a flavor in the aggregate what those costs
translate into and the incidents on the different size
firms. There's also quite a bit of data in the appendi x on
t he specific product groupings that were used so you can get
a better idea perhaps on a particular industry's particul ar
product type.

Just for a real global snapshot, we have 32
percent of the plants that, since we're using census
definitions and nunbers, would be classified as very snal
pl ants enploying less than ten, ten or |ess enployees. They
may absorb 15 percent of the total inpact. The nunber of
small firms are a large chunk of the folks in the industry.

Fifty-nine percent of the firns absorbed roughly 54 percent
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of the inpact that |'ve identified up until now with nostly
direct costs. Large firnms. N ne percent of the firns, but
t hey absorbed 31 percent of the inpact.

That makes perfectly good sense when you | ook at
the processing, the additional processing that's associated
with the perfornmance standards as item based. Wen you | ook
at the testing, for the nost part that's item based as wel|.

There is sonme additional data in the speaker notes
here and what that mght inply for a typical small firm
very small firmand large firm fromeach of the provisions
that m ght pertain to their situation. Basically with the
performance standards, the potential inpact on those 75
firms, those very small firms within the group, roughly
$40,000 a year, small firnms a little under $90,000 a year,
and the large firms $630,000 a year just on the performance
standards. It's very difficult to get sonme of these bigger
pi cture type nunbers out to you. | know it probably would
be nore neani ngful, but given the diversity of the products
and size of the plants and what m ght pertain to them it's
difficult.

| think 1've nade quite a bit of conments there on
what ki nds of data and data gaps exist on the cost side.

|'d like to | ook now on the denand side, the consuner side.
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| want to specifically limt this. M benefits discussion
at this tineis really limted to the inproved food safety
that's possible and spurred on by the verification testing
for Lm | would be welconme to receive any conments from
you.

The logic on the testing benefits that I'll be
di scussing are sinply that increased testing hopefully and
theoretically would inply that we woul d have a decreased
probability of contam nated product going out through the
commerci al channels, |ess contam nated product and fewer
i nstances and deat hs.

W have to ask ourselves sone very, very tough
guestions, and I know there was a | ot of discussion in the
| ast two days about a |ot of these topics. They're very
difficult ones to address. Be that as it may, they're
i nportant for any kind of analysis.

This is very prelimnary, and | want you to keep

that in mnd. | would very nuch like to receive any

comments on any specific estinmates, but particularly when we

nove to the coments on naybe perhaps better estimtes for
ot her ways for going about this thing. 1'd be particularly
interested to hear your comments.

The best thing that |'ve conme across and nost
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people in the industry use is Dr. Mead' s study from CDC.
He's estimted about 2,500 listeria cases were associ ated
wi th about 500 deaths fromall sources in the U S., so
therein lies the first major hurdle of what is attributable
to the consunption of neat and poultry products. A $64, 000
guestion. In fact, it's been such an inflationary tine
since that was first said, it's probably worth a whole | ot
nore than that.

Al so, once you've established that, what is
attributable to actions at the plant? Wat could actually
be feasibly reduced at the plant by actions taken at the
plant? What's the inpact of other neasures? W' ve heard
| ots of other nmeasures. This would be private sector
initiatives, as well as regulatory induced or facilitated.

W heard sone scientists tal king about the
i ncorporation of additional secondary inhibitors in certain
products, these kinds of things, so we would want to try to
adj ust and account for those, the benefits of those other
nmeasur es.

I f we know those first three, are we confident
then? Do we know enough about the effectiveness of the
measures that will be taken by the plants in response to

increased listeria testing?
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There are sonme other questions on the rate of
beneficial inpact. Do you get this inmpact overnight? 1Is
there a flood of benefits over tine? There's the whole
guestion of howto nonitor all these benefits. W have an
addi ti onal speaker to address those issues fromthe Economc
Research Service this afternoon

Let's first try to address that first issue. W
have two estinmates |inking nmeat and poultry products to
Listeriosis. The first one is the recent draft of the FDA/
FSI'S risk assessnent, and they ranked rel ative risk across
many food products.

Wiile we feel there is an FDA/FSIS ri sk
assessnment, when | started in on this project, | had to
pi ece together two independent studies by Dr. Mead and Dr.
A son down at CDC. Linking those two studies | feel wll
give a little about perhaps cases and deaths, but we have to
recogni ze that 1've nade sone tenuous assunptions in order
to do that, and I hope to be very clear and transparent how
that canme about so | don't give any fal se inpressions of
precision or anything like that. | don't want to do that.

Al right. Let's look at the FDA risk assessnent,
the FDA/FSIS risk assessnment. |If you'll |ook at that data,

it would suggest or it does suggest to nme anyway that over

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

291
65 percent of the cases and deaths are attributable to
ready-to-eat neat and poultry products. A huge proportion,
over 90 percent of that proportion, was attributable to del
nmeats. The remainder was attributable to deli sal ads, hot
dogs, pate, -- and sausages.

So the bottomline on the FDA/FSIS ri sk assessnent
is if you apply those estimates to Dr. Mead' s nunbers you
get roughly 1,660 cases of Listeriosis resulting in 331
deat hs per year. That would be directly attributable to the
consunption of nmeat and poultry products.

Dr. A son had made anot her study earlier on, and
she | ooked at the transm ssions of different diseases,

Li steriosis being one of -- excuse ne; total foodborne

di seases and attributed eight percent of total foodborne

di seases to the neat and poultry products, so if you can
make that | eap fromtotal foodborne diseases, Listeriosis,
which is a junp, and apply those to Dr. Mead' s nunber of
annual cases and deaths, you get 167 cases and 35 deat hs per
year, roughly a tenfold decrease. The FDA is a tenfold

i ncrease.

Ckay. Now, if you have the notes there's quite a
bit of assunptions, quite a few assunptions that go into

this slide. 1'Il try to walk you through it as best | can
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so you' Il know what's involved in the nunbers.

The unadj usted Mead-O son and draft FDA/FSIS ri sk
assessnment study. The FDA/FSIS study are the higher range
and the Mead-O son. A conbination of those two studies are
on the left. Remenber, | had on the other slide that we
have to identify some kind of a reasonabl e assunption on the
fl ow of benefits. In your speaker notes, you'll see |
assunme a five percent benefit accruing the first year, ten,
15. Additional comrents on this estinmate woul d be hel pful.

I f you apply those nunbers then to both sets of
raw data you cone up with average annual cases over ten
years at 87 to 863 possible case reductions, cases that
coul d possibly be reduced fromthe testing provision, given
those initial nunmbers and the benefit stream That inplies
a death reduction that would be possible of 18 to 173.

Now, what | did is | tried to then be as
conservative as | possibly could and address those for sone
of those factors that |1've identified that we don't have
very good estimates of and that we would be particularly
interested in getting your opinion on. | adjusted those.
This adjustnment is for what can be controlled at the plant.

| made an estimate that about 60 percent of what occurs

coul d be possibly controlled at the plant. | can go into
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that. | can clarify that if you need what was that based
on. That m ght perhaps elicit nore clarifying comments on
your part that could clarify this part of the analysis.

I f you accept that, to develop a feasibility set
t hen one could say how many cases then could you reasonably
reduce fromactions taken by the plant. The total pie
that's possible is 50 to 496 cases that could possibly be
reduced, and that inplies about a ten to 99 death reduction
per year average over the ten years. Now, that's the tota
pie. W all know that the internal conbustion nmachine, what
you put into it you don't get that transmtted 100 percent.
There's all kinds of |osses. W would assune the sane
thing. A benefit is not going to be 100 percent effective.
| failed to cone across in the literature what kind of
reasonabl e assunpti on could be nade on the percentage of
that feasible set that could be reduced due to program
ef fectiveness.

For illustrative purposes, this is 50 percent.
Even if you assune that 50 percent of that bigger pie could
be reduced, then you'll come down with a possible case
reduction of 25 to 248. Associated with that is five to 50
death reductions. You nmay want to keep in mnd that five to

50 death reductions per year.
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Let's summari ze what we have on the cost side and
on the consunption side here. First, your costs are a
little under $13 mllion. The recurring costs, annual costs
of increased production, processing and testing to the
industry, $6.16 nmillion. The cost over ten years is a
little shy of $7 mllion.

Benefits in lives saved. Wen you have a five to
50 on an average annual basis over ten years, that is your
five to 50 deaths avoided. That's highly dependent on your
assunption of what is the percentage of total Listeriosis
cases and deaths attributable to nmeat and poultry products,
the percent that is attributable to plant actions or what
could be effectively reduced at the plant, the inpact of
ot her regul atory actions and other actions that are spurred
on through the private sector to better address listeria
contam nation. And then the effectiveness of the neasures
that woul d be taken by clients in response to the testing
provi si ons.

You can see that ny focusing tool is that general
framework, and I"'mtrying to pick up pieces of information
fromeverywhere | can. |If you were sitting here the |ast
two days, | think you can appreciate sone of the ranges on

the cost side and on the benefits side that | have to put
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through this viewer in order for our policy makers to
capture the essence of the inpact both on the cost and the
benefit side.

When | summari ze the major costs and benefits of
the rule, and I don't believe ny colleague fromERS is here
right now, but this afternoon he nay be able to put nore of
the benefit side, the cases and deaths avoided, nore into a
better focus and the nonetary side. But frommy prelimnary
data it would suggest that the benefits far exceed the
costs.

O course, you have to recognize that this is
prelimnary, particularly on the indirect cost side that
we've really heard nmuch about the |last two days that we've
been aware of that we would like to quantify, as well as
qualify. W know these things exist. These would be
i nportant pieces of information. O course, we seek
additional data and comrents on costs and benefits.

| would open up the coments, and if | could nove
down then to comments that would pertain to your need for ne
to clarify the framework that | presented in the material ?

M5. GLAVIN.  Phil, I'mgoing to suggest that given
that it is 12:15 and that we have an ERS presentation that

will also be of use for a discussion, that we break at this
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poi nt unl ess sonebody needs to ask a question right now.
Let's try and keep it just to a couple of questions and then
di scussi on when we have nore information on the table.

M5. SM TH DEWAAL: Maggie, it's Caroline Smth-
DeWaal from CSPI. | appreciate you recognizing me. | have
to go. |'ve been asked to give a briefing to the House
Appropriation Commttee nenbers at 1:00 p.m, so | won't be
here this afternoon.

M5. GLAVIN.  Ckay.

M5. SM TH DEWAAL: This is ny one shot.

M5. GLAVIN.  Ckay.

M5. SM TH DEWAAL: O course, Charlotte wll be
here all afternoon.

M5. GLAVIN. She will eagerly represent you.

M5. SM TH DEWAAL: Very well. The one thing
will need clarification on perhaps after lunch is the issue
of the A son study. | have never seen an assessnent that

says that neat is only responsible for eight percent of
foodborne illnesses. | have notes of the CDC out break data
t hat has outbreaks linked to food sources, so it doesn't
i ncl ude out breaks where there are unknown food sources. In
that listing, 20 percent of the outbreaks are |linked to neat

and poultry products.
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Now, | can do another assessnent -- | don't have
it wwth nme, and I'll include it in our coments -- that
i ncludes the case percentile |linked to neat and poultry
products linked to outbreaks. But | will get you that data.

' ve never seen anything so low. W also believe that 20
percent figure is |ow conpared to FoodNet data on
Campyl obachter. That is just one point.

The other thing is, in the indirect inpacts, you
haven't thought about |awsuits. The reality here is that
these illnesses are terribly devastating. Wen they occur,
about 90 percent of the people are hospitalized, and 20
percent die.

| have, and I will submt for the record, the
Washi ngt oni an nmagazine article fromJuly, 2000, in which a
woman with no high risk who didn't neet any of the high risk
criteria ended up with bacterial neningitis and with chronic
effects, with very severe effects. Two other wonen, both of
whom have i ndependently called nme, had m scarriages as a
result of that pate outbreak

|'d like to submt this statenment of Lisa Lee, who
lost twns as a result of the Sara Lee outbreak. Her babies
she | ost 20 weeks into the pregnancy, and they were naned

Andrew and Alicia. And Mary Wnkerstorff, who also | ost her
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pregnancy at four and a half nonths. | would like to submt
t hese as actual exanpl es.

The thing that | need hopefully for you to think
about is the issue which is very much -- it may not be part
of what the econom sts think about, but it's certainly what
the | awyers think about when they see cases like this.

There are issues around when a life is lost due to
listeria, it is not only an econonmi c detrinent to the person
who died. It is a serious tragedy for the people who
survive. There is |loss of conpanionship issues, for a
m scarriage | oss of potential, the potential child, the
potential life that was going to be. This is a tragedy for
the famly, and in legal terns we tal k about issues of pain
and suffering that acconpany that kind of a |loss. That al so
goes to if you survive, but you have a chronic outcone.

| think you should consider this. | can see this
is not conplete because this is the first time | have seen
one of these cost/benefit anal yses where there are no
benefits enunerated. | mean, you tal k about them but
there's no nunber. W can debate the cost of alife. |
mean, you know, there's lots of vehicles for doing that, but
| think you need to add in one nore thing. There is a

benefit to the industry to not have these very devastating
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| awsuits and | oss of corporate reputation.

| nmean, we know what happened with Bill Marr and
the Sara Lee Corporation, but that can happen to many ot her
conpanies. Cargill recently experienced a simlar recall.
| think that there are benefits on the corporate side, and
you need to consider in addition to the econoni c val ue of
the life that is lost, the loss to the famly. That should
be an additional consideration.

We woul d be happy to ask the many wonen and
famlies who have contacted us followi ng | osses |ike these
to submt letters tal king about what that pain and suffering
is like if you would like to go through that analysis as
part of your analysis, but |I think without that, | nean,
it's clearly sonmething that's going to conme up if this reg
isn't inplemented, if things continue as they are and if the
conpani es get sued. They are going to pay pain and
suffering | osses every tine they have to settle one of these
cases or when they go to Court. These can be huge. | think

that's a real gap in your analysis so far. Thank you.

M5. GLAVIN. Thank you for that, Caroline. [|I'm
sorry that you will not be able to be here for the rest of
the discussion. W wll return at 1:30 to conplete our

di scussion on this topic.
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(Whereupon, at 12:30 p.m the neeting in the
above-entitled matter was recessed, to reconvene at

1:30 p.m this same day, Thursday, May 10, 2001.)
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AETERNOON SESSILON
(1:37 p.m)

M5. GLAVIN. We're getting down to the hard core
attendees at this nmeeting. Wlat | propose to do is ask
Steve Crutchfield from Econom c Research Service to nmake his
presentation because | think that will informthe discussion
of both Phil's and Steve's presentations. | think that
woul d be the nost useful way to do that. Steve, are you
ready?

MR CRUTCHFI ELD: Sure. |'m Steve Crutchfield,
and I'm an econom st fromthe USDA's Econom c Research
Service. |'mhead of the Diet Safety and Heal th Econom cs
Branch. \Wat our group does is we |ook at a variety of
issues related to food safety, diet and health issues. Qur
task is basically to put nunmbers on things.

The sort of work that we do and have done over the
years has been to look at in the case of foodborne illnesses
| ooki ng at what sort of costs foodborne illnesses inpose on
society. \Wen people get sick fromthings like listeria,

E. coli 0157:H7 and so forth that inposes a cost on society,
and our group has been working actively for a nunber of
years to nmeasure what sone of those costs are.

The second part of ny job is to work with agencies
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| i ke Food Safety Inspection Service. Wen a rule is
proposed, or some action is taken designed to address a
public health issue such as listeria in ready-to-eat
products, what we do is take sone of our econom c anal ysis
tool s and answer the question, what are sone of the benefits
associated with these rules, because ideally what we want to
have in the end is a situation where the governnment society
expends resources to address a problem in this case
listeria. W want to ensure that the benefits of whatever
we do are at | east hopefully greater than the cost of
whatever it is we're trying to achieve. 1'Il give a brief
overview, and | apol ogi ze for not being here this norning to
hear Phil's remarks. | had an advance peak at his slides.

The issue here is a new RTE rule to prevent
premature death fromlisteria. Wat we did at ERS is we
started with sonme of the assunptions that were given to us
by FSIS that | understand Phil ran through this norning.
Estimat ed cases prevented at 25 to that should be | believe
248 rather than 48, estinmated deaths prevented between five
and 50, and an estinmate of sone of what the costs of this
rule mght be at $68 nmillion over ten years, which is $48
mllion is present value terns. This is what the cost of

this proposed rule m ght be.
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What we were asked to do is address what sone of
the benefits of the rule mght be. 1'man economst. |
have a Ph.D. from Yale, and | cannot start a tal k w thout
going 'assune the followi ng.' Econom sts are very fond of
maki ng assunptions, and nuch of what |I'mgoing to be talking
about today will depend and flow directly on the assunptions
we made during this analysis.

Runni ng through themin no particular order, the
first is that all of the cases of Listeriosis that are
associated with this rule, the cases prevented fromthis
rule, will require hospitalization. | checked with ny
experts, and we just don't have any good idea of the total
round of cases of listeria, how many end up in the hospital,
so we're assumng that all of these cases of |isteriosis
will require hospitalization. W wll be assuming that five
percent of the cases are noderate and 95 percent severe.
This is data that we got fromworking with the Centers for
Di sease Control and their FoodNet active surveillance
system

The third assunption is we're only going to be
considering adult illnesses and death, not perinatal or
mat ernal deaths. What |'m saying here is the economc

analysis is not going to include an analysis and benefits of
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preventing deaths of unborn children. Econom sts get very
squeanm sh and squi shy when asked to put a value on the
premature death of an unborn child, so for the sake of not
getting into that noral and ethical quandary we're only
going to be considering adult illnesses and deaths. Keep in
mnd that's going to nmean that sone of our benefit estinates
are going to be lIower than they otherwi se would be if | as
an econom st have a good way of dealing with that issue.

Finally, the last assunption is the effectiveness
of the rule in preventing cases will increase over a ten
year period. It's not realistic to assune that if the rule
were enacted say on July 1 that a year fromnow the rule
woul d be 100 percent effective and all of the deaths and
illnesses that we're tal king about here would be i medi ately
prevented. So in our analysis we phased in the benefits of
the rule by accounting for the fact that it will take sone
time for the rule to take effect.

There are two types of benefits we're going to
consider here. One is just the out-of-pocket nedical costs
associated with cases of listeriosis. As | said, we assune
that 25 to 248 cases require hospitalization, and of those
20 to 198 cases the patient will survive.

Based on estinates done partly by Tonya Roberts at

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

305
ERS and al so by ny col | eague, Paul Franzen, who is at ERS,
we're setting the nedical costs associated with
hospitalization fromlisteriosis. For mld cases it's about
$10, 300; for severe cases $28, 300.

For the medical costs of the cases prevented, if
we take 20 cases and again go through this each year for ten
years, just if you add up ten years it's $4.4 mllion in
nomnal terns. In present value ternms, accounting for the
fact that future dollars ten years out are worth | ess than
they are now, $2.9 nmillion in present value ternms. For the
nore severe assunptions that there would be 248 cases of
listeriosis prevented by this rule, the benefits would be
$44.2 mllion in nomnal ternms or $29 million in present
val ue terns.

Agai n, the assunptions we're working with are the
| arge nunmbers of cases of listeriosis cone froman FDA risk
assessnent. The small nunbers of illnesses and deat hs
prevented conme fromsone work that's been done by the
FoodNet people, Paul Mead at Centers for Disease Control,
and extrapolating fromthat to what prevention of illness
m ght be associated with this particular rule.

The next issue we have to deal with is what is the

value of a life. In ny Agency and the econom sts | work
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wi th and econom sts generally have spent a lot of tinme
worrying about that particular issue. How do you put a
value in dollar terns on sonebody who dies from any cause,
whet her it's a foodborne illness, a traffic accident, an
unsaf e product or what have you?

The approach econom sts have taken is they' ve
| ooked at the wages which are paid to high risk workers.
The idea here is if you pay people enough noney, they wll
voluntarily undertake risks to life and health in exchange
for noney.

The predom nant research in this area is kept
exclusively at Harvard University. Wat they' ve done is
t hey' ve | ooked at high risk occupations -- bridge builders,
tunnel ers, perhaps fishermen in the Gulf of Al aska and what
have you -- and they've | ooked at the ambunt of extra noney
that has to be paid for people to voluntarily undertake
ri sky occupations. Based on statistical analysis of the
data, they found that if you pay these peopl e enough noney,
between $5 million and $6 mllion, that will pay the extra
wages that these people in these high risk occupations have.

It results in an expectation of one extra premature death.
I f you | ook at enough people in these risky

occupations and you have an expectation of one premature
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death, you have to pay them$5 million to $6 nmillion. In
the literature it's been called the value of a statistical
life. This $5 million to $6 million figure has been used
t hroughout the federal government to |ook at the benefits of
regul ati ons which prevent premature death. |It's been used
by the Consuner Product Safety Conmm ssion, the Environnental
Protection Agency to |l ook at health risks from pollution.

It has been used by the Departnent of Transportation to | ook
at prevention of deaths fromtraffic accidents and so forth.

One of the problens that we at ERS have with this
particul ar approach, though, is you | ook at the people whose
val ues were consi dered; predom nantly m ddl e-aged, healthy
construction workers, predom nantly nales. They would
expect to | ose about 36.5 years of life fromthese fatal
accidents fromon-the-job injury.

That may not be particularly relevant for
f oodborne ill ness cases because sone of the susceptible
popul ati ons, for exanple, m ght be elderly people who would
only lose a few years of life or very young people who m ght
| ose nore than 36.5 years of life. W' ve devel oped a
procedure which adjusts this $5 mllion to $6 mllion figure
downwards for deaths that occur later in |life and upward for

deat hs that occur earlier in life.
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For the sake of expediency and tine, 1'mgoing to
go through this very quickly. The two scenarios we dealt
with were five premature deaths prevented and 50 premature
deat hs prevented. Cost per death when you account for the
age at which death occurs, and we do this by using data on
t he percentage distribution of people who die from
listeriosis. There's a fairly large clunp in the elderly
range and a fairly large clunp early inlife. Again, |I'm
not dealing with premature death from unborn chil dren

We have a clunp of deaths out there later in life,
which is why the cost per death is $4.8 million rather than
$6.1 mllion is the average the EPA uses now. |f you | ook
at this over ten years and again phasing in the
effectiveness of the rule so that the benefits start
accruing in the out years and not i mediately, the ten year
total is $55.1 million in nomnal terns or $36.5 nmillion in
present value terns for the | ow estimte of premature deaths
prevented and about $500 million present value for the
| arger estinmate of 50 premature deat hs prevented.

At this point, if you put this in the context of
the cost estimates that were presented earlier | believe it
was $48 mllion present value terns over ten years so the

bottomline is do the benefits of this rule exceed the cost?
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Vell, it depends, as always, on the assunptions you nake.
The |l ow estimate of $36.5 million for the five
deat hs prevented per year over ten years is a little bit
| ess than the expected costs of the rule. |If you believe
that the rule would prevent nore deaths, if it would prevent
50 premature deaths again stretched out over ten years, the
benefits of the rule are $500 mllion conpared to $48.2
mllion for the cost.
At this point, the question is do benefits exceed
cost? M guess as a professional econom st is probably yes.
| woul d suspect that the benefits of the rule would likely
be greater than the costs, and that's for two reasons. One,
as | said, I'mnot attaching any benefits to prevention of
deat hs of unborn children. |If you believe that has a
non-zero value, which I ethically believe that it does --
|"mjust not prepared to estimate it yet -- then that neans
the benefits would be greater than | presented here.
Al so, to be consistent with the cost analysis
whi ch was stretched out over ten years, | limted nyself in
this analysis to just |ooking at benefits over ten years.
One woul d presune that the rule is going to stay in place
| onger than ten years. |If we start |ooking at years outward

past year ten, the benefits streamfromyears ten through 20
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is greater than the cost streamin years ten through 20. So
as the rule progresses past ten years in inplenentation,
then the benefits grow faster than the costs. So | think in
the long run, again, there's evidence that the benefits in
the proposed rule would be greater than the costs. |
believe that is the end of ny discussion.

M5. GLAVIN. Thank you very much

MR. CRUTCHFI ELD: Wuld you like ne to take
questi ons now, comments?

M5. GLAVIN. What we've been doing, and you nay
choose to stand there if you want, but we've been being
informal and being at the table and | etting peopl e comment
and ask questions as they liKke.

Questions either for Phil Spinelli or for Steve
Crutchfield on their presentations, what they included in
their work, what their assunptions were, where they cane
fron? Any questions? Charlotte?

M5. CHRISTIN. Charlotte Christin fromCSPI. The
first question | have would be, did | hear you correctly
t hat EPA uses an estimate of $6.1 mllion?

MR CRUTCHFI ELD: | believe that's correct. The
reason |'ma little hazy here is that originally what

happened with these | abor narket wage studies is there was a
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range of $4 million to $7 mllion, and Congress a nunber of
years ago picked a m dpoint.

The original studies where this nethodol ogy was
t hought up were back in the past. The actual dollar depends
upon picking up and updating for inflation, so I apol ogize.

| did not check with nmy col |l eagues at EPA to see what exact
value they're using, but | believe it's around $6.1 mllion
to $6.5 mllion.

| believe this approach is also used in the
arsenic in drinking water rule. |'mnot going to comrent on
that. | knowthat's -- . That shows you that this approach
has been used el sewhere to value health risks.

MR. DERFLER:  Phil Derfler from Animal Science.
Maybe you explained this, but you only talk in terns of
deat hs, and nmaybe that's -- , but what about ill nnesses
prevented even if you don't quantify them by the rul e?

MR, CRUTCHFIELD: [I'msorry. | closed down the
presentation. Earlier in the presentation | did present an
estimate on the hospitalization costs associated with the
cases of listeria, and that was around $4 nmillion.

MR. DERFLER: But that wasn't enough to push the
benefits, even the |owest of the benefits, over?

MR. CRUTCHFI ELD: You're tal king about $10,000 to
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$30, 000 per case, and you're tal king at npbst 248 cases.

MR DERFLER Isn't it 2,500 cases?

MR. SPINELLI: | didn't hear the question.

MR. CRUTCHFI ELD: The question was why are the
benefits just associated with neasuring the cost of treating
the illnesses, forgetting the value of death. They appear
to be fairly low since we used 248 cases as a maxi num
nunber .

MR SPINELLI: Right. Right.

MR. CRUTCHFI ELD: You multiply that by $30, 000 per
case, and it's not very |large.

MR SPINELLI: Yes. | guess | wanted to clarify

one thing, sonething that m ght be confusing. On page 17,

the estinmates on that page is $55.1 million. The cost
that's associated with just the -- is $21.3 mllion. The
$68.1 million over ten years represents both the cost -- and

t he perfornmance standards.

As | said, | amopen for corment as to howto
better quantify the benefits fromthe perfornmance standards,
but at this tine there were no benefits that were quantified
at this tine. | would wel come any suggestions or comrents
on howto better quantify those benefits.

M5. CHRISTIN. This is Charlotte Christin from
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CSPI. |Is there any way you can | ook back at the analysis
you used for the HACCP rul e and perhaps get sone val ues for
Sal nonel | a reduction fromthat?

MR, CRUTCHFI ELD: Sal nonel | a reduction? This
was - -

M5. CHRISTIN: |1'm speaking in terns of the
Sal nonel | a performance standard. [|If we only are talking
about benefits fromreductions in |isteriosis deaths anong
adults, there are lots of issues, but one of them being why
are we not tal king about benefits fromreduced ill nesses due
to Sal nonella and 0157: H7 specifically in fernented beef?
| nmean, if the rule is much larger, why are we not | ooking
at the benefits of the larger rule?

MR. CRUTCHFI ELD: If sonebody were to give ne
esti mates of how many cases of Salnonella or E. coli 0157: H7
cases woul d be associated with this particular -- , we could
do a simlar sort of analysis that woul d make the benefits
greater. | was just strictly addressing nyself to the issue
of listeria.

M5. CHRISTIN. GOkay. So you are |ooking for data
on Sal nonell a and 0157: H7?

MR, CRUTCHFI ELD: Yes. The analysis that |

presented here for listeria we have done for other illnesses
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caused by other pathogens. |If you go to our website, which
is ww. ers.usda. gov, and | ook for food safety, we have a
nunber of presentations where we've gone through exactly
this sort of approach to nmeasure the costs associated with
0157: H7, Sal nonella and ot her pathogens as well.

In theory, here's a request for information. |If
sonebody can give us information as to how this rule could
potentially reduce cases of Salnonellosis or 0157: H7 then we
could do this sort of analysis for those pathogens as well.

M5. RICE: Can we get a copy of your presentation?

Is that going to be avail able on your website?

MR. CRUTCHFIELD: | can't promse when it will be
avai l abl e on the website. Probably the quickest thing would
be just send nme an e-mail, and I'll send it to you.

M5. RICE: Ckay. The second question is to follow
up on the last one. Have you done anything on perfringens
or bot; Costridiumperfringens as it relates to this
particular rule and the products associated with it?

MR. CRUTCHFI ELD: Not associated with this
particular rule. W've done sone research in the past on
Clostridium That information is available on our website.

It's an ol der publication. W have not updated that cost

estimate in the last few years. Wat was the other one?

Heritage Reporting Corporation
(202) 628-4888



© 0 N o o b~ w N PP

N ONNN R R R R R R R R R R
W N B O © 0O N o 0o b~ W N B O

315

M5. RICE: Perfringens, Costridiumperfringens
and cl ostridi um botulinmon, both associated with these
products.

MR. CRUTCHFI ELD: Not associated with these
particul ar products, no.

M5. GLAVIN.  Bernie?

MR. SHI RES: Bernie Shires from AAMP. W' re going
to be making comrents in witten formon sone of these
i ssues after today, but | just wanted to direct sonething to
Phil. You asked for a lot of information that may not be
there. | guess one thing I'mwondering about a little bit
woul d be the nunber of plants that you' ve taken into your
sanple. I'mnot sure if, for exanple, plants that are under
state inspection, equal to state inspection prograns, have
been figured in as part of this because they al so have to be
involved in this if and when this rule is passed.

Now, nost of the figures we' ve seen, | guess
there's about 6,500 federal establishnments nore or |ess,
maybe a few |l ess than that, and about 2,500 state inspected
establishments in 27 states. These are plants that are
under what we call equal to inspections, so they carry out
the sane regul ations that the USDA does.

Most of these plants, virtually all of these
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plants, are |'d say small or very small establishnents. O
t hat percentage, a good percent of themare very small. O
all those, a higher percentage are involved, and | don't
have the figures with ne now, but a higher percentage of
those kinds of plants are involved in processed products
producti on because of what they do, making |arge nunbers of
products. | wonder if they were taken into account when
t hese plant nunbers were estimated because | just get the
feeling that with the nunber of plants that you' re talking
about it may be on the low side in terns of plants that are
going to be affected by the rule.

MR SPINELLI: | will definitely agree. They are
certainly on the low side. The reason | used the figures
that | didis that it was the best available -- and it cane
fromthe Census, so 1630 firms in total, are FSIS internal
data -- at least the products that | identified.

-- maybe 6,500, so any kind of data that you have
or any source of data that | could get ny hands on that
woul d identify the nunber of plants, the type of products
that they produce and their vol unes woul d be very hel pful.

MR SHI RES: Yes. | don't want to give an
incorrect inpression. Wwen | said 6,500, | think that's the
nunber of USDA pl ants under USDA inspection. That's not to
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say that all of them nmake processed products.

MR. SPI NELLI: Right.

MR. SHI RES: Especially when you get to the smal
and the very small, the nunbers nay be higher. At the sane
pl ants, having been factored into this obviously, a high
percentage of that would relate to processed products.
That's going to have to be part of this as well.

M5. GLAVIN: | think Phil's point is that to the
extent that you can provide himdata that he can use, that
woul d be terrific.

MR. SHI RES: That's what we plan to do.

M5. GLAVIN. You're nore likely to have that data.

MR. SHI RES: Yes. W'Ill give you that data.

M5. GLAVIN. Geat.

M5. CHRISTIN. Charlotte Christin fromCSPI. Do
you have any data to address the cost to industry from
recalls fromlitigation, fromcosts of attorney's fees
associ ated with outbreaks or recalls?

MR, CRUTCHFI ELD: Not with this particular rule,
but I -- responding. W have just conpleted a report, which
is being released either today or tonorrow, which |ooks at
product liability and cases of foodborne illness and does a

statistical analysis trying to establish a relationship
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bet ween the nature and severity of the food poisoning or

foodborne illness case and the result of a jury verdict and
jury award. If you want to nmeet up with ne afterwards and
give ne your card, I'll arrange to mail you a copy, or it
will be available on our website within a few days.

M5. CHRISTIN. That would be great. Thank you.

| also will put a copy in the record of a Food
Processi ng magazi ne report that tal ks about sonme of the
costs associated with the Sara Lee outbreak. They spent $76
mllion just to cover the cost of the recall. Thorn Apple
Val | ey spent between $1 nmillion to $7 million on its recall.

The only reason those costs were |ower or one of the
reasons the costs were | ower was because the products were
al ready code expired.

As you can see, there are sone real costs
associated in addition to loss of goodwill. It really does
benefit industry to have a strong regulation in place
because a lot of tinmes consunmers aren't going to renenber
the nane of a specific conpany, but they're going to
renmenber the type of product.

It inures to the benefit of industry to have a
strong regulation in place, and I think that it wll

strengthen this proposal to have an accounting for those
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costs in the econom c anal ysis.

MR. SPINELLI: That's a good point. | appreciate

M5. GLAVIN. O her questions and di scussi on?

RON: Ron -- . Just a point of clarification.
Steve, | believe you were | ooking at the benefits. You were
| ooking at the reduction in listeria illnesses and deat hs
associated with the testing provision in the rule. |Is that

correct?

MR, CRUTCHFI ELD: That's right.

RON: Right. OCkay. But when you were conparing
that with costs, the costs covered all the provisions in the
rul e?

MR, CRUTCHFI ELD:  Yes.

M5. GLAVIN. Does everyone now understand how
t hese people do their analyses? Charlotte?

M5. CHRISTIN. I'msorry. | didn't want to hog
the mke, but I guess | will. A question about your
inability to estimate the cost of fetal death. Tonya
Roberts from ERS had done sone inportant work in the early
1990s, and she was able to place a value on that. Are you
able to incorporate sonme of her earlier analysis into this

anal ysi s?
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MR. CRUTCHFI ELD: Tonya Roberts works for ne, so,
yes, I'maware of that. The work that she had done |
believe was in the case of Toxoplasma -- , although there
may have been sone ot hers.

M5. CHRISTIN listeria?

MR CRUTCHFI ELD: listeria as well.

MS. CHRI STI N  Yes.

MR. CRUTCHFI ELD: Let ne give you a little bit of
t he phil osophi cal debate about this. Wen we were going
around updati ng sonme of our estinmates and costs associ ated
with all foodborne pathogens, the question is how do you
pl ace a value on a prenature death.

There have been sonme econom sts who have argued
that the premature death of an unborn child does not have a
cost because that was never a person and that if the famly
wanted to replace that, they could have another child, as
one econom st put it to nme in a Toxopl asnma conference.

We coul d go through and assune that the death of
an unborn child would be statistically equivalent in cost
terms to the death of say a one-year-old or sonebody who
woul d expect to |lose 73 point sonmething years of life. But
it's just the procedures anong econonm sts is that there is

no uni versal ly acceptabl e approach for that particul ar noral
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or ethical issue of how you handle the fact that the child
was unborn at the time the fetal death occurred.

Anot her thing we're doing at ERS and trying to get
a handle on this is | ooking at not only deaths of unborn
chil dren, but what happens when you have | earning
disabilities or severe nental retardation. 1In earlier
approaches we valued that in terns of |ong-termacute care,
giving extra education costs. In other words, we're
recogni zi ng these costs exist, and if we were to prevent
deat hs of unborn children then there would be a benefit
associated with that.

In the past, Tonya and | kind of argued about
whet her or not we should include these costs. Basically
because | spent sone tinme |looking at this, | just felt
unconfortabl e professionally standing up and saying here's
exactly what the cost of the death of an unborn child is
because the economi cs profession hasn't really cone to any
closure on the appropriate use of that val ue.

M5. CHRISTIN. Do you think that your new research
on the values placed at tinme of litigation would perhaps
gi ve you some costs that you could use in this?

MR. CRUTCHFI ELD: Fromwhat | recall of the report

that | nmentioned earlier, | don't know. |'d have to check.
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| don't think there's nore than two or three cases that Dr.
-- looked at in her study where the nature of the | awsuit
was that an expectant nother contracted a foodborne ill ness
and then | ost her unborn child. There may be sone cases in
there, but | don't think that there would be enough evi dence
fromthe data to nake a reliable inference.

The other thing I'Il caution about using sort of
litigation case studies fromthe | egal profession is one of
the things that Jean Wesby found in her research is that
when a defendant conpany has a particularly weak case; that
is, they nmay face a non-zero probability condition in having
to pay both conmpensatory and punitive damages, they tend to
settle out of Court. Wiat happens is, a lot of tinmes it's
when these cases are settled out of Court we as econom sts
have no way of knowi ng what the settlenent was because in
many cases the parties are bound to confidentiality.

That was one of the problens that we had in that
particul ar research project. A lot of the cases were
settled out of Court, so we didn't know what the jury
verdi ct woul d have been, and we didn't know what the
settlenments actually were. | hope that answers your
guesti on.

MS. CHRI STI N: | do think that it's difficult in
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the tine of a Republican Administration to think that there
m ght not be a value placed on a lost life, and |I think that
ot her agencies do | ook at issues such as this. | think that
for conpanies that face these problens, they have to have
their own experts help them nake deci si ons about the val ues

of these lives when they think about litigation strategies,

when they think about settlenents. | understand it's not an
easy question. | understand there are a |ot of assunptions
involved. | do think, however, if we're going to truly be

able to evaluate this rule it's inportant that we include
t hose things.

| also think we do have fetal deaths, but we al so
have newborns who survive and face neningitis and ot her
serious illnesses. |1'mnot sure why we don't have nore
i nformation about that included in the analysis.

MR. CRUTCHFI ELD: That's a good question. 1'Il go
back and as the final rule naking goes forward, see if we
can come up with sone nore information to provide as the
final rule goes forward.

M5. CHRISTIN. We'll try, you know, with whatever
we can find. We will be sure that --

MR. CRUTCHFI ELD: Again, if you have infornmation

or know of sources of information that would hel p us, please
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| et us know.

M5. CHRISTIN. Geat. Thanks.

M5. GLAVIN. Other questions? You wanted to nake
a presentation?

MR SH RES: Yes.

M5. GLAVIN. Thank you.

MR. SHI RES: Bernie Shires with AAMP. | just want
to make a few brief comments. As | indicated before, we're
going to be submitting detailed witten comments about the
proposal, including answers to a | ot of questions that we've
been asked to provide answers to over the |ast three days.
W plan to do that in the spirit of helping this process
al ong.

"1l just say briefly that AAMP, the American
Associ ation of Meat Processors, is an international trade
associ ation. W have nenbers in all 50 states, Canadian
provi nces and several foreign countries. Qur nenbers
i ncl ude neat and poultry processors, slaughterers,
whol esal ers, retailers, caterers, as well as suppliers and
consultants to the neat industry.

Wiile we have a few | arge establishnments as
menbers, nost of our nmenbers are small and very smal

busi nesses. A high percentage of themare famly owned and
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operated establishments. |In addition, there are 35 state
meat processing associations affiliated with us, and nost of
their nenbers, virtually all of their menbers, are small and
very small businesses as well, so we represent a fairly
| arge segnent of the small and very snmall neat and poultry
processi ng industry.

As | said, we're going to be submtting detailed
comments, as well as answers to questions that you raised
during these discussions. But fromtalking to our nenbers
and doing sone prelimnary survey work, we can say now that
if small and very small processors of ready-to-eat products
woul d have to followthis rule as it was witten today, it
woul d probably force many of them out of the ready-to-eat
busi ness or at |east to consider getting out of that
busi ness.

As you know, many snall and very snall processors
make a wi de variety of products, especially in this
processed products area. For those who are not convi nced
that they m ght be better off giving up making these kind of
products, many mght, on the other hand, be forced to take
anot her attack; that is to stop naking that w de variety of
products and Iimt thenselves to only a few

Unfortunately, this would greatly hurt the
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strength of these processed product small manufacturers
because their strength in marketing, their strength in their
mar kets, really cones fromthe diversity of products that
they do, as well as specialty and ethnic type products.
Their strength is the niches they work in. For this to be
taken away fromthem woul d cause these busi nesses obviously
serious harm

In listening to the discussion over the |ast
coupl e days, we see great problens with findi ng nmeani ngful
HACCP pl ans, including critical control points, that smal
and very small plants can afford and then inplenent. A |ot
of this I think canme fromthe di scussions, the excellent
di scussions that were held on Tuesday, which was nore of a
scientific discussion. Those discussions and the
possibilities that were pointed out, many of these
possibilities would carry very large price tags. At this
point, we don't see how a | ot of these snmall folks would be
able to do this.

In my discussions that 1've had with coll eagues in
ot her trade associations, simlar problens exist, and other
probl ens, for that matter, exist for |arge establishnents.
The specter of -- HACCP pl ans has been raised several tines,

pl ans that would fulfill regulatory conpliance, but not
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really do anything as far as solving the problemwth
listeria. GCbviously that's not sonething that industry or
USDA wants to get into at all.

W' re al so concerned about what we don't see,
guess would be the way to put it, as viable corrective
actions that could be taken as part of a HACCP plan to
control listeria by small plants.

The alternative SSOPs, the testing, will cost a
great deal of noney, and we feel nore than what has been
estimated in the estimates that have been in the rule so
far. There was di scussion about holding and testing for
| arge plants. '"Hold and test' also affects small plants as
well in a different way. |t causes great problens for
plants in that for nost of the product produced is going to
custoners. The product is already spoken for. They don't
have the ability to hold |arge amounts of product.

W think that whatever is eventually decided or
made as a rule, USDA really needs to take a | eadership role
in wrking wwith AAMP and with the other trade associations
to provide help to the small and very snall plants in
conplying with this rule or the other rules fornul ated.
These things should include process validation, as well as

ways for the small and snmall plants to conply with
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per f or mance based standar ds.

There woul d need to be very clearly laid out
gui delines for processors we think, naybe technical
assistance to small and very small plants simlar to what
was done during preparation for HACCP. |f you renenber back
then, the small and the very small plant HACCP techni cal
trai ni ng program began as part of discussions w th USDA
about how things could be done to help these plants. In
fact, the very first technical sessions were held in AAMP s
of fices by USDA. Possibly small and very small plants wl|
then cooperate with larger plants to formul ate nmeans of
conplying with the listeria rule.

The ot her possibility which happened duri ng HACCP
was to get the land grant universities involved. W worked
with a lot of those folks to begin with. Get a lot of the
ani mal science and m crobiol ogi cal departnents at those
uni versities invol ved.

To answer a couple of questions that were raised
yest erday, though, we've already started noving ourselves in
sone areas. AAMP is right now in the process of producing a
video with the hel p of our plant nenbers and science
consul ting nmenbers and universities on howto do a testing

programin a small plant and even the possibility of smal
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plants doing it with their own equi pnent. Those such things
are possible, and that's sonething we want to do as part of
a video.

The other part of this would deal with howto --
plants in a way to prevent listeria, howto do a good job --
pl ants. AAMP has offered several sem nars on dealing with
listeria and process validation, and we're setting up nore
sem nars as wel | .

There have al ready been di scussions at our
associ ation about acting as a facilitator to negotiate with
| aboratories that are supplying and consult nenbers of our
association to negotiate for costs that small and very snal
pl ants woul d be able to afford, so this is sonmething that's
al ready been started.

The other thing | wanted to nention was the
guestion about the guidelines. The guidelines that the
Agency published cane out |late |last week. | haven't had a
chance to | ook through themvery well yet, so |I'mnot going
to say anything about themother than to say that it would
be hel pful in the future when the guidelines are published
that we can get a hold of them as soon as possible so that
we can run them by, so we can get themto the nenbers of our

meat inspection comrittee and our science conmttee and
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peopl e at the universities so they can give us sone feedback
on them That would be very hel pful.

"mjust going to nmention one thing in passing
that may create a few chuckles around the table. There is
nobody fromfield operations here. | don't see anybody
anyway. Onh, there she is. GCkay. | didn't see you there.

It mght be of interest to you to know t hat on one USDA
survey, and I won't say where it is, the inspectors were
going to plants and telling everybody they were going to be
enforcing this newrule within a week or so, the rule being
the USDA listeria rule. Don't worry. This was taken care
of at the district office level. | just want to enphasize
that it never should be said that program enpl oyees at USDA
don't want to do their jobs.

In closing, | guess I'd |like to say that industry
and USDA share a nmutual goal concerning listeria. | guess |
think our nutual goal is to nake sure that it isn't in the
food that the industry produces. And that consuners don't
eat food and then get sick with |isteriosis.

At this point, we're going to provide as nuch
information as we can, and | hope to have nore di scussions
wi th people in the Agency about what exactly they woul d need

to be hel pful fromour neck of the woods, so to speak. At
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this point, | guess the way the rule is laid out today we
don't see that the rule as proposed by USDA is the way to
acconplish those goals, and hopefully we can go over the
next one, however long it takes. W'I|l be able to achieve
t hose goal s through changes and ot her nodifications.

Thank you.

M5. GLAVIN. Thank you. That was very hel pful.
It would be particularly helpful to the extent that you can
be specific about what are the provisions that, for exanple,
m ght cause a plant to stop producing a product or to stop
maki ng ready-to-eat product and even nore useful if you
coul d go beyond that and suggest alternatives that would
achi eve the goal w thout that negative inpact. | know
that's easier said than done, but the nore specific you can
be the nore useful it is.

MR. DERFLER:  Phil Derfler from Animal Science.
The gui dance material is drafted. W tried to get it
avai l able so we'd have it for this neeting, but you can take
a look at and give us comments on it.

MR. SHIRES: Oh, | understand that. W' re going
to do that. W talked about it a while back. It just
seened as if it would have been hel pful if we could have it

at that tine, too, but we're certainly going to do that now
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We're going to give this to our people.
MR, DERFLER. M m and Paul and a | ot of other

peopl e worked very hard on that.

MR SH RES: Oh, | know. |'mnot throw ng any
stones. | know that everybody worked hard to get it done
and to get it out. It's just unfortunate with the timng

the way it was that we weren't able to do that, and that it
wasn't able to be done.

M5. GLAVIN. Ckay. Qher comments or questions?
St an?

MR. EMERLING Stan Enerling representing the
North Anerican Meat Processors Association. | was |istening
to the conversation and | just have sonme thoughts which --

M5. GLAVIN. Can you stay closer to the
m cr ophone?

MR. EMERLING Sure. I'msorry. | just jotted
down sonme thoughts, which -- conversations here, but | would
assunme -- . Regardless of the -- , | don't think any of us
want to produce product that can cause illness or death.

| think the noral question here is whether the |aw
can acconplish what -- types and correlations of listeria
and bacteria, the illness causing illness and side effects.

| really think the question is whether the information
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shoul d be approached through testing of the performance
standard without the regulatory inplications would be a
first step that should be taken, after which we have that
i nformation that could be conveyed and put all together and
t hen see what we shoul d do.

It just seens that if we know what's causing the
illness, it's Lm But we're not sure of its correlation to
where it conmes from-- the environment -- if we could cone
up with some of those answers before trying a new regul ation
-- six months or whatever it may be. It's just a
phi | osophi cal question --

M5. GLAVIN. Thank you, Stan. Anything nore?
Charl otte?

M5. CHRISTIN. Charlotte Christin, CSPI. |
understand the point that Stan is making. | think that the
problemis the deaths and il |l nesses conti nue.

It's been nore than two years since the Sara Lee
Bi | mar outbreak. W have continued to have recalls. W
have continued to have nore deaths and illnesses. At sone
poi nt you've got to stop bangi ng your head agai nst the wall
and figure well, maybe |I shoul d change ny approach.

| think one of the reasons why we were so pl eased

that the Agency was able to nove this proposal forward is to
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see that there has been progress on this. This is one of
the reasons we submitted a petition. W were anxious to get

sone sort of change. W don't want to keep bangi ng our

heads on the wall, and we don't want to keep seeing deaths
and ill nesses.

M5. GLAVIN. Thank you. | sense that we are about
wound down. | don't want to cut anyone off who has

addi ti onal questions or coments. Thank you, especially for
you who stayed until the very | ast.

| have found this to be a very useful several
days. | think the |l evel of discussion has been extrenely
hi gh, and there's an enornous anount of good information
shared and an enornous anmount of real effort to address what
we all agree is a problem Thank you.

(Whereupon, at 2:28 p.m the neeting in the above-

entitled matter was concl uded.)
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CERTI FI CATE OF REPORTER, TRANSCRI BER AND PROOFREADER

Public Meeting to Receive Conmments
Nane of Hearing or Event

N A
Docket No.

Washi ngton, D.C.
Pl ace of Hearing

May 10, 2001
Dat e of Hearing

We, the undersigned, do hereby certify that the
f oregoi ng pages, nunbers _188 through _322 , inclusive,
constitute the true, accurate and conplete transcript
prepared fromthe tapes and notes prepared and reported by
Marci a Logan, who was in attendance at the above identified
hearing, in accordance with the applicable provisions of the
current USDA contract, and have verified the accuracy of the
transcript (1) by preparing the typewitten transcript from
the reporting or recording acconplished at the hearing and
(2) by conparing the final proofed typewitten transcript
agai nst the recording tapes and/or notes acconplished at the
heari ng.

5-10-01
Dat e Karen Stryker
Nanme and Si gnature of Transcri ber
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5-10-01
Dat e Lorenzo Jones
Nanme and Si gnature of Proofreader
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5-10-01
Dat e Mar ci a Logan

Nanme and Si gnhature of Reporter
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